


Cuc Quan ly Duoc QT.VP.07.04
QUY TRINH

TIEP NHAN, PHAN
LOAI YA BAN GIAO HO
SO TAI BO PHAN MQT  Lan ban hanh: 03
cuc QUAN LY CUA
DUOC

Mass: QT.VP.07.04
Ngay ban hanh: JSIIOfyOA%

Tong s6 trang: 14

1 Nguei/bd phan co6 lién quan phai nghién ctu va thwc hién dang cac noi
dung cua quy dinh nay.

2. N6éi dung trong quy dinh nay cé hiéu luc ké tir ngay ky ban hanh.

3. Moi don vi chi dugc phan phéi 01 ban. Khi cac don vi ¢ nhu cau phan
phoi thém tai liéu phai dé nghi véi Ban QMS. File mém dwoc cung cap trén
mang noi bd dé chia sé théng tin.

NO1 NHAN (ghi rd noi nhan rbi danh ddu X 6 bén canh)

R Lanh dao Cuc Phong Bang ky thudc

Ban QMS Phong Quan ly chat lvgng thube

Van phong Cuc x Phong Quan ly gia thubc
%= Phong K& hoach - Tai chinh Phong Quan ly thdng tin quang cao thudc
x Phong Phap ché & Hoi nhap Phong Quan ly my pham

x Phong Quan ly kinh doanh dwgc  y  Phong Thanh tra Duvgc & My pham

Trung tdm dao tao va ho tro doanh

= Van phong NRA nghiép dwoc & my pham

& Tap chi dwgc & my pham

Ngay ap dung: Lan ban hanh: 04
1/14



Cuc Quan ly Dugc QT. VP.07.04
BANG THEO DOI TINH TRANG SUA POl
Ngay stra Vi tri stra a s e Ghi

STT i 6 NOi dung slra doi ohi

Toan bd Chinh stra format theo Quy trinh Kiém
1 30/12/2016 S soat tai lieu (QT.QLD.01.01), stra lai toan
quy trinh Y 3
bd ndi dung quy trinh

2 30/12/2016  Quy trinh BP sung cot t‘hm gian thyc hién trong luu
do cua quy trinh
B6 sung thong tin vé “Thoi gian t6i da

3 30/12/2016  Quy trinh  thyc hién budc nay” sau tiéu de trong
phan mo t& moi budc thuc hién quy trinh

4 30/12/2016 Bi&u mau S.Lia |aI:thU’ tw biéu mau va bo sung 06
biéu mau

5 Tai liéu Cap nhat nghi dinh 54/2017/ND-CP va 02

tham chiéu  thong tw hién hanh.
Lwoc bd ho so dang ky lai trong phan ho
) _s0'tiép nhan & bd phan mot clra.

6 DPinh nghia . ) . s ae s
Chinh stra thoi han cua hé so phai dong
phi tlr 30 ngay thanh 6 thang
Lwoc bd phan ho so dang ky thong tin

. thudc, ho so xac nhan ndi dung quang cao
Nguyen tac 8¢, hd so diing ky doanh nghiép nuéc
7 phan loai ngoai
ho so B . o o
B0 sung hé so xac nhan ndi dung thong tin
quang cao thudc truc tuyén.
B& sung thém quy trinh kiém tra, nhan ho
L so xac nhan néi dung théng tin quang cao
8 :\/I‘ohta Uy thudc truc tuyén.
rin
BO quy trinh ti€p nhén, lvu tri, ban giao
mau thudc
9 Bifumau  Lugc bo 02 biéu mau

Ngay ap dung:

Lan ban hanh:

2/14
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Cuc Quan ly Duwoc QT. VP.07.04

1. MUC PICH

Quy trinh nham quy dinh théng nhét trinh tw tiép nhan, kiém tra, phan loai
va ban giao cac loai hé so tai B6 phan mot clra. Ddm bao thuc hién ding quy
dinh hién hanh.

2. PHAM VI AP DUNG

Ap dung cho Bd phan mot ctra - Vén phong Cuc Quan ly Duoc.

3. TRACH NHIEM THyC HIEN

- Chuyén vién B phan mot ctra chiu trach nhiém thuc hién quy trinh nay.

- Lanh dao Van phong chiu trach nhiém dam bao quy trinh nay dugc tuan tha.

- Céac phong lién quan chiu trach nhiém phdéi hop dé quy trinh nay duoc
tuan tha.

4. TAl LIEU THAM CHIEU

- Théng tv s6 01/2011/TT-BYT ngay 19/01/2011 clia B& ndi vu vé viéc
hudng dan thé thic va ky thuat trinh bay van ban hanh chinh;

- Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua Bo Y té quy dinh viéc
dang ky thudc;

- Thong tw s6 23/2013/TT-BYT ngay 13/08/2013 clia BO Y té hudng dan
hoat dong gia cong thudc;

- Thong tw s6 05/2010/TT-BYT ngay 01/3/2010 cla Bo Y té huéng dan bao
mat di liéu thr nghiém trong dang ky thudc;

- Thong tw s6 08/2010/TT-BYT ngay 26/04/2010 cta B Y té hudng dan
bdo céo s liéu nghién cuu sinh kha dung/twvong duong sinh hoc trong dédng ky
thudc;

- Théong tv s6 11/2016/TT-BYT ngay 11/5/2016 cta B Y té quy dinh viéc
dau thau thudc tai cac co s¢ y té cong lap.

- Thong tw lién tich s6 50/2011/TTLT-BYT-BTC-BCT ngay 30/12/2011
hudng dan thec hién quan ly nha nudc vé gia thudc diung cho ngudi.

- Théng tw s6 13/2009/TT-BYT ngay 01/09/2009 cla BO Y té& hwdng dan
hoat dong théng tin, quang cao thuéc;

- Théng tw s6 06/2011/TT-BYT ngay 25/01/2011 cla B6 Y t€ quy dinh vé
quan ly my pham;

- Thong tv s6 47/2010/TT-BYT ngay 29/12/2010 cta B Y té hwéng dan
hoat dong xuat khau, nhap khau thuéc va bao bi ti€p xic tryc tiép véi thudc;

- Thong tw so 38/2013/TT-BYT ngay 15/11/2013 cta Bo Y té slra doi, bo
sung mot s6 diéu clia Thong tv s6 47/2010/TT-BYT ngay 29/12/2010 cua Bo Y
té hwéng dan hoat dong xudt khau, nhap khéu thudc va bao bi ti€p xuc truc tiép
v(i thuoc;

Ngay ap dung: Lan ban hanh: 04
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Cuc Quan ly Duoc QT.VP.07.04

- Thong tv s6 45/2011/TT-BYT ngay 21/12/2011 cta B6 Y té skra ddi, bo
sung mot sddiéu ctia Quyét dinh s6 1570/2000/QD-BYT ngay 22/5/2000 cla Bo
Y tévé viéc trién khai a4p dung nguyén tic ‘Thwc hanh t6t phong kiém nghiém
thudc”;Quyét dinh s6 2701/2001/QbB-BYT ngay 29/6/2001 cla BO truéng BO Y
t€ vé viéc trién khai ap dung nguyén tac “Thuc hanh t6t bao quan thudc”; Thong
tv s6 06/2004/TT-BYT ngay 28/5/2004 hudng dan san xudt gia céng thudc;
Quyét dinh 3886/2004/QD-BYT ngay 13/11/2004 cla B0 Y té vé viéc trién khai
ap dung nguyeén tic, tiéu chudn “Thwc hanh t8t san xudt thudc” theo khuyén céo
cla to chirc y té thé gii; Thong tw s6 13/2009/TT-BYT ngay 01/9/2009 cla B6
Y téhuong dan hoat dong thong tin quang cao thudc; Théng tw s6 22/2009/TT-
BYT ngay 24/11/2009 cua B6 Y té quy dinh védang ky thu6c; Théng tw so
47/2010/TT-BYT ngay 29/12/2010 hwéng dan hoat dong xudt khdu, nhap khau
thuéc va bao bi tiép xtc truc ti€p véi thubc (sau day goi tat la Thong tw s6
45/2011/TT-BYT);

- Théng tw s6 17/2001/TT-BYT ngay 01/08/2001 cta B0 Y té hudng dan
doanh nghiép nudc ngoai dang ky hoat dong vé thudc va nguyén liéu lam thu6c
tai Viét Nam;

- Thong tw s6 10/2003/TT-BYT ngay 16/12/2003 cta BO Y té hwdng dan
cac cong ty nwéc ngoai dang ky hoat déng vé véc xin, sinh phdm vy té véi Viét
Nam;

- Thong tw s6 47/2011/TT-BYT ngay 21/12/2011 cua B0 Y té slra doi, bd
sung mot s6 diéu clia Thong tv s6 17/2001/TT-BYT ngay 01/08/2001 cta Bo Y
té€ hudng dan doanh nghiép nudc ngoai ding ky hoat dong vé thudc va nguyén
liéu lam thudc tai Viét Nam va Thong tu s6 10/2003/TT-BYT ngay 16/12/2003
hudng dan cac cong ty nudc ngoai dang ky hoat dong vé vac xin, sinh pham vy té
voi Viét Nam;

- Théng tw 03/2013/TT - BTC ngay 08/01/2013 ctia B8 Tai Chinh quy dinh
phi thdm dinh kinh doanh thuvong mai c6 diéu kién, tham dinh tiéu chuéan, diéu
kién hanh nghé y, duogc, 1é phi cdp gidy phép xuat, nhap khau, trang thiét bi y té,
dugc phdm, cdp chiang chi hanh nghé y, cap gidy phép hoat dong déi vGi co s&
kham, chira bénh;

- Théng tw 277/2016/TT-BTC ngay 14/11/2016 cta B6 Tai chinh quy dinh
mrc thu, ché do thu, ndp, quan ly va st dung phi trong Iinh vic duoc, my pham.

- Thong tv s6 09/2015/TT-BYT ngay 25/5/2015 cla B0 y té quy dinh vé
xac nhan ndi dung quang cao dbi véi cac san pham, hang hod, dich vu dac biét
thudc Iinh vuc quan ly dac biét ctia Bo y té;

- Nghi dinh 54/2017/NB-CP ngay 08/05/2017 quy dinh vé kinh doanh
duoc; xudt khdu, nhap khau thubéc; dang ky luvu hanh dwoc liéu, td dwoc, vo
nang; danh gia co s¢ san xuét thudc tai nu¢c ngoai; ho so, trinh ty thi tuc va
tham quyén cap gidy xac nhan ndi dung théng tin, quang céao thuéc va bién phap
quan ly gia thudc.

Ngay ap dung: Lan ban hanh: 04
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Cuc Quan ly Duoc QT. VP.07.04

- Théng tw s6 01/2018/TT-BYT ngay 18/01/2018 cua B Y té quy dinh vé
ghi nhan thu6c.

5. DINH NGHTA VA CHU VIET TAT
5.1. Binh nghia

- HO6 so ndp tai BO phan mot clra bao gom: hé so dang ky thudc (hd so dang
ky lan dau, ho so dang ky thay déi I6n, thay doi nhd, thay doi khac ap dung véi
thuéc da dugc cap s6 dang ky lwu hanh), ho so b6 sung cua thuéc dang trong
qué trinh thdm dinh xét duyét clp s6 dang ky hoac thdm dinh thay d6i/b6 sung
(sau day goi tat 1a hd so b sung ding ky thudc), hd so xac nhan ndi dung quang
cao thudc, hd so dang ky thong tin thudc, hd so cong b6 my phdm, hd so bod
sung my phdm dang trong qué trinh thdm dinh (sau day goi tat 1a hd so bd sung
my pham), don hang nhap khau thudc, nguyén liéu, bao bi ti€p xdc tryc ti€p voi
thudc, ho so dang ky Gidy ching nhan sdn phdm dugc phdm, Gidy chirng nhéan
lvu hanh ty do, ho so dang ky tiéu chuan thuc hanh tot, hd so cong bo biét duoc;
hd so cong bd twong dwong sinh hoc; ho so ké khai gia thudc.

- HO so truc tiép: la ho so do doanh nghiép nop truwc ti€p tai B6 phan mot
ctra - Van phong Cuc quan ly duoc.

- HO so glri qua dwdng buwu dién: 1a hd so do doanh nghiép ndp qua dwong
buu dién.

- HO so nop trwc tuyén : la hd so do doanh nghiép gri qua trang web truc
tuyén.

- HO so dang ky thuéc wu tién tham dinh nhanh:la ho so dang ky thudc di
tiéu chuan dwoc tham dinh nhanh theo quy dinh tai Khoan 5 Diéu 31 Thoéng tw
s6 44/2014/TT-BYT.

- Checklist: 1a mot danh sach céac tai liéu can c6 d6i vai moi loai ho so dé
kiém tra tai B6 phan mot clra do cac phong chuyén mén cung cap. Cac phong
chuyén mén c6 trach nhiém b6 sung, cap nhat checklist theo quy dinh.

- HO so du: la ho so cé day du cac phan theo checklist.

- HO so phai ndp phi, 1é phi : 1a cac ho so theo quy dinh hién hanh cta nha
nwdc lién quan dén viéc ndp phi, 1€ phi cap gidy phép linh vuc dugc, my pham.

- HO6 so dd ndp phi: la cac hd so di va co6 s6 bién lai thu tién phi, 1é phi do
phong Ke hoach - Tai chinh cép theo quy dinh (trong vong 6 thang ké tir ngay
viét trén phiéu bao thu).

- HO so chwa ndp phi: la cac hé so di nhung khéng c6 s6 bién lai thu tién
phi, 1é phi do phong Ke hoach - Tai chinh cap theo ding quy dinh.

- Luu trlr: ddi voi nhitng hd so dd nhung khong ndp phi theo ding quy
dinh sé duoc lwu trir dé huy.

- Tam trir: ddi v&i nhitng hd so chua nép phi s& dugc tam trir dé cho' nop
phi va ban giao.

Ngay ap dung: Lan ban hanh: 04
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5.2. Ch{ viét tat

- QLD: Cuc Quan ly dvoc

- TB: Thong béo

- CV: CoOng vén

- HS: HO6 so

- DKT: bang ky thudc

- CBMP: Cdng b6 my pham

- QC: Thong tin quang cao

- GPs: Tiéu chuan thuc hanh tot

- CPP: Gidy chirng nhan san pham dugc pham
- FSC: Gidy chirng nhan lwvu hanh ty do
- CTNN: Doanh nghiép nwéc ngoai

- TBDSH: Twong dwong sinh hoc

- BD: Biét duoc

- BS: B0 sung

- BDH: bon hang

6. QUY DINH CHUNG

6.1. Hinh thirc tiép nhan hé SO

- Tiép nhan ho so truc tiép

- Tiép nhan ho so qua dutng buu dién
- Tiép nhan ho so truc tuyén

6.2. Thoi gian tiép nhan hd O

- Thoi gian ti€p nhan hé so trwc ti€p va ho so tric tuyén: Tat cad cac ngay
lam viéc trong tuan

Budi sang: Tl 8 gi¢' dén 11 giov' 15 phut

Budi chiéu: Tl 13 gio 30 phut dén 16 gio 15 phut

- Thoi gian ti€p nhan hd so giri qua dwong bwu dién: Tat cd cac ngay lam
viéc trong tuan: T 11 gio 15 phat dén 12 giv

6.3. Thoi gian ban giao ho SO

Thoi gian ban giao ho so: Tat ca cac ngay lam viéc trong tuan

Budi chiéu: Tl 16 gio' 15 phat dén 17 gio

Ngay ap dung: Lan ban hanh: 04
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6.4. Nguyén tic phan loai hd so va ghi ma ho so
- M4 phan loai hd so |4 tén viét tat ctia cac hd so, cu thé nhu sau:

STT Tén ho so* Ma phan
loai ho 0*
1  HO6 so b6 sung dang ky thudc trong nwéc trong qua trinh  BSTN
tham dinh
2 HO so b0 sung dang ky thudc nwéc ngoai trong qua trinh BSNN
tham dinh
3 HO so bb sung dang ky thay déi thubc trong nuéc BSTDTN
4 HO6 so bd sung dang ky thay déi thudc nuéc ngoai BSTDNN
5  HO so b6 sung my pham BSMP
6 Don hang bH
7  HO so ké khai gia thubc GT
8  HO so xin cdp Gidy chirng nhan san pham dwgc pham CPP
9  HO so xin cadp Gidy chirng nhan lwu hanh ty do CFS
10 HO so dang ky tiéu chuan thwc hanh tot GPs
11 HO6 so xin cdp gidy ching nhan dd diéu kién kinh doanh BKKD
thudc
12 HO6 so cdng bd twong dwong sinh hoc BE
13 HO so cong b6 biét dwoc gbc BD

- M2 ho so dang ky thubc 1an du, dang ky thay ddi khac

duoc ghi la: TN-X (d6i voi thudc san xudt trong nwdc) hodc NN-y (dbi voi thude
nhap khau), trong d6 x, y la s6 thi tv dwoc lap trong phan mém quan ly ho so.

Phan loai va ghi r6 nhitng tredng hop can lun y dac biét: Thubc héa duoc
(TD), thudc tir duoc liéu va thuéc déng y (PD), vac xin va sinh phdm y té
(VXSP) thuéc dang ky lai (BKL), thuéc nhuong quyén (NQ), thubc san xuét gia
cdng (GC), thudc c6 yéu cau bdo mat (BM), thube thudc danh muc thudc vu tién
thdm dinh nhanh (U'T), thudc dang ky gia han (Gia han).

- Ma hod so dang ky thudc truc tuyén, cong b6 my pham truc tuyénva ho
so xac nhan néi dung théng tin quang cao thuéc truc tuyén dugc tv dong chiét
xuét theo hé théng truc tuyén.

Ngay ap dung: Lan ban hanh: 04
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Cuc Quan ly Duogc QT.VP.07.04
- Ma cac ho so khéac : z/A, trong do6 z la s6 cong van dén trong s6 nhan ho
so, A la ma phan loai ho so.
6.5.Nguyén tic viét phiéu bao thu

- D0Oi voi hd so xin cdp Gidy chitng nhan san pham duoc pham (CPP) va
Gidy chirng nhan lvu hanh tv do (FSC): Céac phong chuyén mon ghi gidy bao thu
phi.

- BAi voi céc loai ho so cé phi, & phi khac: viét gidy bao thu phi

Ngay ap dung: L&n ban hanh: 04
8/14
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7. NOI DUNG QUY TRINH

Ngay ap dung: Lan ban hanh: 04
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7.2. M0 ta quy trinh

7.2.1. Tiép nhan va kiém tra ho so

Thoi gian thuc hién budc nay: hang ngay
7.2.1.1. Kiém tra ho so

- D6i vbi ho so ndp truc ti€p va hé so ndp qua buu dién : Chuyén vién
mot ctra kiém tra tinh d0, kiém tra dau muc cac phan cda ho so ding checklist
theo tirng loai hé so (BM.VP.07.04/09 -> BM.VP.07.04/30).

- B6i v&i ho so ndp truc tuyén:

+ D0oi vi hd so cong bd my pham tric tuyén : Chuyén vién mot clra dang
nhap vao trang webhttp://congbomypham.cgldvn.gov.vn/Pages/homepage.zul va
kiém tra tinh d0 cGa hdo so my pham (BM.VP.07.04/15)

+ D06i voi ho so dang ky thudc trec tuyén : Chuyén vién mot clra dang
nhap vao trang web http://125.212.133.235:8000/DKT/Pages/homepage.zul ; ki€ém
tra tinh d0 cda hd so dang ky thubc truc tuyén (BM.VP.07.04/24)

+ D0oi véi ho so xac nhan ndi dung thong tin quang cao thudc: Chuyén
vién dang nhap vao trang web: http://125.212.203.66/thongtinthuoc/ ; kiém tra
tinh du cua hd so dang ky thu6c truc tuyén (BM.VP.07.04/23).

- Truong hop cé yéu cau bado mat dir liéu hd so dang ky thudc: chuyén
vién nhan ho so phdi hop v&i chuyén vién phong dang ky thudc dé kiém tra hod
S0 €O yéu cau bao mat dir liéu.

7.2.1.2. Nhan/trd ho so

- Néu ho so du:

+ D0oi v6i hd so ndp truc ti€p va hd so ndp qua buu dién:

D6i voi ho so dang ky thudc: Chuyén vién mot ctra ghi ma hd so vao
hé so, nhap dir lieu vao phan mém quan ly hdo so dang ky thubc
(BM.VP.07.04/07).

Doi véi cac loai ho so khac: Chuyén vién mot clra ghi s6 cong van dén
theo tht tv trong s6 nhan hd so/nhap di liéu vao phan mém nhan ho so, déng
dau coéng van dén vao ho so, dién day da thong tin vao 6 dau cong van dén (ghi
ngay, thang va ghi ma theo nguyén tac ghi ma hd so)

+ DOi véi ho so cong b6 my pham truc tuyén: Chuyén vién mot clra
danh déu ho so va nhén vao nat “Thao tac” -> “Ti€p nhan va g phiéu bao thu”.

+ D0Oi voi hd so dang ky thudc truc tuyén : Chuyén vién mot clra danh
dau ho so ->“X@ ly ho so” -> “Xac nhan ti€p nhan hé so”; sau khi hd so da céd
md& ho so online, cdng ty ndp ban hod so ban gidy (BM.VP.07.04/31).

+ B06i vai hd so xac nhan ndi dung thong tin quang cao thuéc: Chuyén vién mot

ctra danh dau ho so va nhan vao nat “Thao tac” -> “Tiép nhan va gi phi€u bao

thu”.

Ngay ap dung: Lan ban hanh: 04
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- Neu ho so khong du:

+ D6i vbi truong hop hd so ndp truc ti€p: Chuyén vién moét clra thdng
bao cho ngudi nép hd so vanéu ro ly do khdng ti€ép nhan ho so.

+ DOi voi trudng hop hd so gri qua dwong bwu dién: Chuyén vién mot
clra lam coéng van tra 16i doanh nghiép (BM.VP.07.04/02).

+ D06i voi hd so cong b6 my pham trwc tuyén: Chuyén vién mot clra
danh dau ho so va an lan lwot nat “Thao tac” -> “Tw chdi ”, ghi rd ly do tir choi
va an nut “Tw chdi tiép nhan”.

+ D0Oi voi hd so dang ky thudc truc tuyén : Chuyén vién mot clra danh
dau ho so “> “X0i ly ho so” -> “Tw choi ti€p nhan va yéu cau b6 sung ho so” va
ghi rd ly do tlr chéi.

+ DOi voi hd so xac nhan ndi dung thdng tin quang cao thubc: Chuyén
vién mot clra danh dau ho so va nhan vao nut “Thao tac” ->“Tlk choi ”, ghi rd ly
do tir chdi va an nat “Tw chdi ti€ép nhan”.

7.2.2. Phan loai ho so

Thoi gianthuc hién bwdc nay: hang ngay

Phan loai hd so phai nép phi, 1€ phi va ho so khdng phai ndp phi, Ié phi

- Bdi voi ho so phdi ndp phi, 1€ phi :thuc hién ti€p quy trinh 7.2.3

- B6i v6i ho so khdong phai nop phi, 1é phi :thwc hién ti€p quy trinh 7.2.4
7.2.3. Thong bao ndp phi va tam trir ho so

Thoi gian thec hién bwdc nay: hang ngay

7.2.3.1. Thong bao ndp phi

Viét gidy bao thu phi, 1é phi d6i véi ho so phai nop phi, Ié phi theo quy
dinh chung.

- D0oi v&i ho so truc tiép: viét gidy bao thu phi (BM.VP.07.04/01), chuyén
gidy bao thu cho ngudi ndp ho so.

- Bdi véi truong hop hd so qua dudng bwu dién: viét gidy bao thu phi
chuyén cho phong Ke hoach - Tai chinh.

- B06i voi hd so trec tuyén : doanh nghiép in phi€u bao thu tir hé théng
trwc tuyén.

Sau khi doanh nghiép ndp phi va Ié phi, chuyén vién mét clra can cl ngay
ghi trén T& khai thu phi chi tiét cita Phong KHTC dé ghi ngay trén gidy bién
nhan va trd gidy bién nhan ho so cho doanh nghiép(BM.VP.07.04/08,
BM.VP.07.04/22, BM.VP.07.04/24 BM.VP.07.04/29)T

7.2.3.2. Tam tri¢/Lwu triv

- Cac loai hd so sau khi dwoc nhan sé& duoc phan loai sdp xép vao céc o tu
riéng biét theo chirc nang, nhiém vu cla cac phong.

Ngay ap dung: Lan ban hanh: 04
11/14



Cuc Quan ly Duoc QT. VP.07.04

- P6i voi hd so dang ky thudc: HO so dwoc sap xép theo ding thr tw ma hd
so, phan biét theo tirng loai ho so

- Trwdng hop hd so dang ky thubéc c6 yéu cau bao mat: chuyén vién mot
clra va chuyén vién phong dang ky thu6c niém phong lai géi tai liéu mat.

7.2.4. Ban giao ho so’cho cac phong chirc nang

Thoi gian thyc hién buéc nay : hang ngay(16hl5 —17h)
7.2.4.1. HO so phéi ndp phi, 1€ phi:

HO6 so da nop phi sé dwgc ban giao cho phong chic nang.

- Hang ngay, chuyén vién mot ctra loc hd so da ndp phi, Ié phi can ci theo
danh sach do phong ké hoach - tai chinh cung cép.

- B6i voi hé so cong b6 my pham truc tuyén: HO so hop Ié sé tv dong
duoc chuyén 1én Phong Ke hoach tai chinh, chuyén vién b6 phan mot ctra khdng
c6 trach nhiém ban giao hoé so cong bd my pham truc tuyén.

-B6i véi hé so xac nhan néi dung théng tin quang cao thubc tryc tuyén:
HO so hop Ié sé tv dong dugc chuyén 1én Phong Ke hoach tai chinh, chuyén vién
bd phan mot clra khdng cé trach nhiém ban giao ho so xac nhan ndi dung thong
tin quang céo thudc

- B6i voi ho so dang ky thuéc:Chuyén vién mot clra 1ap danh muc céac ho
so ban giao va ban giao ho so theo ding danh muc. Chuyén vién phong dang ky
thu6c sau khi nhan hd so thudc, ky vao danh muc cac hd so ban giao theo mau
ban giao ho so BM.VP.07.04/34.

Do6i véi ho so dang ky thudc Online : Sau khi chuyén vién phong dang ky
thu6c nhan ho so ban clng, chuyén vién moét ctra danh dau “ X ly ho so” ->
“GUlri ho so da thanh toan dén chuyén vién dau moi”.

Doi v6i cac hd so dang ky thudc cé yéu cau bdo mat: Chuyén vién mot clra
I&p danh muc (BM.VP.07.04/03) va ban giao ngay cho chuyén vién phong BKT.

Da6i voi cac ho so dang ky thudc thudc danh muc cac thude duoc wu tién
thdm dinh nhanh: chuyén vién moét ctra lap danh muc riéng (BM.VP.07.04/04).

Cac danh muc ban giao hé sodwgc sao thanh 02 ban: Van phong luu 01
ban, phong dang ky thuéc lwvu 01 ban.

- BO6i voi cac loai hd so khac: chuyén vién nhan hd so ban giao cho
chuyén vién phong chirc nangcan ct theo sd6 nhan hd so/phan mém nhan ho so.
Sau khi nhan ban giao,chuyén vién phong chirc nang ky vao so6 nhan ho so/bién
ban ban giao hd so theo mau BM.VP.07.04/32.

HO so chwa ndp phi sé chuyén buéc 7.2.5 Hly ho so.

7.2.4.2. HO so khdng phai ndp phi, 1é phi

HO so duoc ban giao hang ngay cho chuyén vién phong chirc nang theo so
nhan hé so/phan mém nhan hoé so. Sau khi nhan ban giao, chuyén vién phong
chirc nang ky vao s6 nhan hé so/ban in twong tng trong phan mém nhan hé so.

Ngay ap dung: Lan ban hanh: 04
12/14



Cuc Quéan ly Duogc QT. VP.07.04

7.2.5. HQy ho so
Thoi gian toi da thyc hién bwéc nay: hang thang
HO so chuwa ndp phi sé bi huy theo quy dinh

- Lap danh muc huy: Hang quy, chuyén vién mot clra dugc phan cong ra
soat, lap danh muc huy la danh muc tong hop cac hdé so khong hop
|6(BM.VP.07.04/05).

- Lap hoi dong huy: Sau khi lap danh muc huy, chuyén vién mot clra bao
cao Lanh dao Van phong, trinh Lanh dao Cuc thanh I&p hdi dong hiy ho so, tién
hanh hdy hd so theo danh muc da lap va lap Bién bdn hdy ho so (BM.
VP.07.03/06).

7.2.6. Luwu triv
Thoi gian tdi da thwc hién buéc nay: hang ngay

Céc s6 nhan ho so/phan mém nhan ho so va danh muc ban giao hd so sé
dugc chuyén vién Bd phan m6t ctra lvu tai B6 phan mot cla.

8. PHU LUC
BM. VP.07.04/01: Mau gidy béao thu.

BM.VP.07.04/02: Mau c6ng van trd 10i doanh nghiép vé hd so g qua
dwong buu dién.

BM. VP.07.04/03: Mau bién ban ban giao hd so dang ky thudc cé yéu cau
bao mat di liéu.

BM.VP.07.04/04: Mau bién ban ban giao ho so dang ky thudc wu tién
tham dinh nhanh.

BM. VP.07.04/05: Mau danh muc ho so huy.

BM. VP.07.04/06:Mau bién ban huy ho so.

BM. VP.07.04/07: Mau n6i dung phan mém quan ly hé so dang ky thu6c.

BM. VP.07.04/08.-Giky bién nhan ho so dang ky thay doi, bd sung.

BM. VP.07.04/09: Checklist ho so dang ky kiém tra GMP lan dau.

BM. VP.07.04/10: Checklist hd sodang ky tai kiém tra GMP.

BM. VP.07.04/11: Checklist ho so dang ky kiém tra GLP lan dau

BM. VP.07.04/12: Checklist hd so dang ky tai kiém tra GLP

BM. VP.07.04/13: Checklist ho sodang ky kiém tra GSP lan dau

BM. VP.07.04/14: Checklist ho sodang ky tai kiém tra GSP
BM. VP.07.04/15: Checklist ho so cong b0 san pham m§ pham

BM. VP.07.04/16: Checklist ho so nhap khau thuéc thanh pham chira dwoc
chat chwa cé s6 dang ky/dwgc chat c6 s6 dang ky nhung chwa dap ¢ng dd nhu
cau/sinh pham vy té.

Ngay ap dung: Lan ban hanh: 04
13/14



Cuc Quan ly Duoc QT.VP.07.04
BM.VP.07.04/17: Checklist ho so nhap khau thudc hiém, thudc cho nhu
cau bénh vién trong trvong hop dac biét.
BM. VP.07.04/18: Checklist hd so nhap khau véc xin, sinh phdm vy té theo
nhu cau dac tri cia co s& diéu tri, co so tiém phong, co s& xét nghiém.
BM. VP. 07.04/19: Checklist hd so nhap thuéc phuc vu nhu chuong trinh muc tiéu
y té qudc gia/thubc vién trg, vién trg nhan dao (thuéc méi, vx, SPYT).

BM. VP.07.04/20: Checklist hd so nhap thuéc dung cho muc dich thr lam
sang, mau ding ky, nghién ctru, kiém nghiém, nghién ctru sinh kha dung/tvong
duwong sinh hoc.

BM.VP.07.04/21: Checklist hd so nhap khau nguyén liéu, bao bi tiép xulc
truc ti€p voi thude.

BM.VP.07.04/22: Mau gidy bién nhan ho so dang ky doanh nghiép nuéc
ngoai.

BM. VP.07.04/23: Checklist ho so dang ky théng tin thudc.

BM. VP.07.03/24: Mau gidy bién nhan hé so dang ky thu6c lan dau (thu6c héa
dugc).

BM. VP.07.04/25: Mau gidy bién nhan hd so dang ky thuéc lan dau (thuéc déng
y, thudc tir duoc liéu).

BM. VP.07.04/26: Mau gidy bién nhan ho so dang ky gia han (thuéc héa dugc).
BM.VP.07.04/27: Mau gidy bién nhan hdé so dang ky gia han (thuéc dong v,
thuéc tr duoc liéu).

BM. VP.07.04/28: Mau gidy bién nhan ho so dang ky lai xin cép lién théng
gidy ching nhan du diéu kién kinh doanh thudc.

BM.VP.07.04/29: Mau gidy bién nhan ho so dang ky méi xin cap lién
thong gidy chirng nhan da diéu kién kinh doanh thudc.

BM.VP.07.04/30: Checklist hd so dé nghi xac nhan ndi dung quang cao
thudc.

BM. VP.07.04/31: Checklist hd so dang ky thudc ban gidy (sau khi ndp ho
SO truc tuyén)

BM. VP.07.04/32: Mau Bién ban ban giao ho so

Ngay ap dung: Lan ban hanh: 04
14/14



BM.VP.07.04/01

CUC QUAN LY DUOC CONG HOA XA HOI CHU NGHTA VIET NAM
VAN PHONG DPoc lap - Ty do —Hanh phuc

GIAY BAO THU

Kinh gtri: Phong Ké hoach - Tai chinh
Cuc Quan ly Duoc

Be nghi phong Ke hoach - Tai chinh thu I& phi cua:

CoNg ty: e, K o PRSP

D L= oA o I 1

veé viéc ndp cac phiéu, hd so (Cong bd my pham, Bang ky thudc, dang ky quang céo,...) nhu
sau:

STT TEN HO SO MA HO SO NOI DUNG

N

o o b w

TONG SO: coeeieeeeeeeee, (ho s0)

Ha Noi, ngay thang nam 20
Nguoi bao thu

Luu y:

1) Chuyén khoan/nop tién tai Kho bac theo ndi dung:

Pon vi thu hwdng: Cuc Quan ly duoc

S6 tai khoan: 3511.1057209

Tai: Kho bac Nha nwéc Ba Binh Ha Néi (Pia chi s6 8 Kim Ma Thuong -Ba Dinh - Ha Ni) (Ma don
vi SDNS: 1057209)

Hoac

Don vi thy huéng: Cuc Quéan ly dugc

S0 tai khodn (VND) : 84668688 Tai : VPBank- Ngan hang Viét Nam Thinh Vuong Vietnam
Prosperity Joint Stock Commercial Bank

2) Ba&i voi s6 tién < 6 triéu dong, DN ¢6 thé ndp tién mét tai Phong KHTC-Cuc QLD
* HO so dwoc coi la hop 1& dé dwa ra thdm dinh sau khi Doanh nghiép d& ndp phi va nhan bién lai thu phi
tai Phong KHTC - Cuc Quan ly dugc (Dién thoai: 04.38459668)
HO $Dsé khong con gia tri néu sau thoi han 30 ngay (tinh tir ngay ghi gidy béo thu phi) cong ty
chwa ndp phi va chwa nhan bién lai thu phi tai Phong KHTC-Cuc QLD.



BM.VP.07.04/02

BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Doc lap - Tv do - Hanh phc
V/v: Khéng/chua ti€p nhan ho so.... Ha Noi, ngay thang nam 20
Kinh gti :

Can c Qui dinh vé viéc .... ban hanh theo Théng tv s6 .... cia B trudng
BO Y té€,

Can ct hé so ... do cbng ty glri theo duong buw dién, Cuc Quan ly Duoc
thong béao:

Khéng/chwa dongy tiép nhan hd so................ ;

Ly do:

(D06i véi trvong hop chua ti€ép nhan hd so: “Trong vong 30 ngay ké tir
ngay ky céng van nay, cong ty phai b6 sung mét lan day du cac ndi dung néu
trén hodc clr can bd truc ti€p dén nhan lai ho so tai Van phong Cuc Quan ly
duoc. Sau thoi han trén thi ho so da glri khéng con gia tri.”)

Cuc Quan ly Duoc théng bao dé Cong ty biét va thyc hién theo ding cac
quy dinh hién hanh.

Noi nhan: TL.CUC TRUONG

_ Nhu trén; CHANH VAN PHONG
- Lwu: VP



BM.VP.07.04/03
BIEN BAN BAN GIAO HO so DANG KY THUOC
C6 yéu cau bao mat dir liéu

STT Tén thudc Tén cong ty dang ky Ma ho so  Phan tai liéu c6
yéu cau bao
mat di liéu

Ngay thang nam 20...

Ngu0i nhan ban giao Nguwoi ban giao



BM.VP.07.04/04

BIEN BAN BAN GIAO HO so DANG KY THUOC

STT Tén thubc

Nguoi nhan ban giao

wu tién tham dinh nhanh

Tén cong ty dang ky

Ngay thang nam 20...

Nguoi ban giao

Ma ho so



BM.VP.07.04/05
DANH MUC HO so
Khoéng nop phi, Ié phi day du theo quy dinh

STT %{1 Réso Ma ho s Codng ty nép ho so Ngay nop

Ngay thang nam 20...
Ngueoi 1ap danh muc
(ky, ghi rd ho tén)



BM.VP.07.04/06

CUC QUAN LY DUQC CONG HOA XA HOI CHU NGHTA VIET NAM
HOI BONG HUY HO so Poc 1ap - Tu do - Hanh phuc

Ha Noi, ngay thdng  nam 20

BIEN BAN HUY HO so

Vao hoi.......... gio....... phat, Ngay........... thang...... nam 20....
15| DOPPTR

HG6i dong hay ho so gom:

e - Cha tich Hoi doéng,

2. Dai dién Lanh dao Van phong Cuc

3. Pai dién Lanh dao phong......cccceeovevieiieciecie e,

4. Pai dién Lanh dao phong Ke hoach - Tai chinh

D e - Chuyén vién b6 phan M6t ctra

B e - K& toan vién

[T TRV PRSP OPTPRPRRPON - Chuyén vién phong...............

Pa tién hanh hdy.....hd so (cé danh muc kém theo) da nop tai B6 phan
M6t clra tr ngay ... thang........ nam ....... dén ngay......... thang......... nam

nhwng khong nop phi, 1é phi day da theo quy dinh.

PAI DIEN CHU TICH THU KY DAl DIEN
PHONG..... HOI BONG HOI BONG PHONG KH-TC

(Ky vaghird ho tén)  (Kyvaghird ho tén) (Kyvaghi rd ho tén) (Ky va ghi ré ho tén)



BM.VP.07.04/07
NOi dung phan mém quan ly ho SOdang ky thuéc

HO So LUU THUOC TRONG NUGC/NUOC NGOAI

%
Ngay Mahé so Tén thuéc  Tén cong ty Pia chi  Chu thich



BM.VP.07.04/08

CUC QUAN LY DUOC CONG HOA XA HOI CHU NGHTA VIET NAM
VAN PHONG Poc 1ap - Ty do - Hanh phuc

GIAY BIEN NHAN HO so BANG KY THAY POI/BO SUNG
Tén Cong ty dang ky:

Cuc Quan ly dwoc da tiép nhan (cac) ho Othay d6i ctia Cong ty nhw sau:

STT Tén thuoc M3& ho so Ghi chu

Tong sob: b6 hd so.

Ha Néi, Ngay  théng

Nguwoi nhan:

nam 20



Stt

BM.VP.07.04/09

Check list ho so dang ky kiém tra GMP lan dau

Thanh phéan
Don dang ky kiém tra “Thuc hanh
tot san xuat thudc”;
Ban sao c6 chir ky va déng dau xac
nhan cla co so:
- Gidy phép thanh lap co sé, hoac
- Gidy dang ky kinh doanh, hoac
- Gidy chirng nhan dau tu;
So d6 to chirc, nhan s clia co s&
Tai I[éu, chuvong trinh va béao céo
tom tat vé huén luyén, dao tao “Thuc
hanh tot san xuat thudc” tai co so;
So do vi tri dia ly va thiét ké cua nha
may, bao gom:
- So d6 mét bang téng thé
- So d6 duwong di clia cong nhan
- So d6 dwong di cha nguyén liéu,
bao bi, ban thanh pham, thanh pham
-So d6 hé théng cung cap nuwéc phuc
vu san xuat
- So do cung cap khi cho nha may
- So d6 thé hién cac cap do sach cla
nha may
- So do xt ly chat thai
Danh muc thiét bi hién c6 cla nha
may;

S6 lvong

01

01

01

01

01
01

01

01
01

01
01

01

Co
0

O oOoogd

O

Khéng Ghi chu
0

O 0Oodo

O



Stt

BM.VP.07.04/10

Check list ho so dang ky tai kiém tra GMP

Thanh phan
Pon dang ky tai kiém tra “Thuc hanh
tot san xuat thuéc”
Ban sao c6 chit ky va dong dau xac
nhan cla co so:
- Gidy phép thanh lap co s, hoac
- Gidy dang ky kinh doanh, hoac
- Gidy chirng nhan dau tu;
Bao c&o khac phuc cac ton tai trong
kiém tra lan truéc
Bao c4o tom tat hoat dong cla co s&
trong 03 ndm qua
Bao cao nhitng thay do6i cla co s&
trong 03 nam trién khai “Thuc hanh
tot san xuat thudc” va ho so co lién
quan, néu co.

S6 lvong

01

01

01

01

01

Co

O

O 0O0o0od

O

Khéng Ghi chd

O

O O 0o

O



BM.VP.07.04/11

CHECKLIST HO so PANG KY KIEM TRA GLP LAN PAU:

Stt Thanh phan S6 luogng C6  Khdng Ghi chi
1 Don dang ky kiém tra “Thuc hanh tot 01 B 0
phong kiém nghiém thuoc”;
2 Ban sao c6 chit ky va dong dau xac 01
nhan cla co so:
- Gidy phép thanh lap co s&, hoac 0 O
- Gidy dang ky kinh doanh, hodc O O
- Gidy chi*rng nhan dau tu; O O
3 So do to chirc, bién ché cla co so 01 O O

4 So do6 phong kiém nghiém, bao gom:

- So do vi tri dia ly 01 O O
- So do thiét ké 01 O O

5 Danh muc thiét bi phan tich cla co 0l O 0
s0';

6 Danh muc céc loai phép thr (phwong
phap) va’hodc cac loai san pham co
s& thuc hién kiém tra chat lvgng



BM.VP.07.04/12

CHECKLIST HO so PANG KY TAI KIEM TRA GLP:

Stt Thanh phan S6 lugng C6  Khong Ghi cha
1 Don dang ky tai kiém tra “Thuwc hanh 01 0 B
t6t phong kiém nghiém thuéc”;
2 Ban sao c6 chir ky va dong dau xac 01
nhan cula co s&:
- Gidy phép thanh lap co s, hodc 0 N
- Gidy dang ky kinh doanh, hoac O O
- Gidy chirng nhan dau tu; O O
3 B&o céo khac phuc cac ton tai trong 01 0 O
kiém tra lan trugc
4 B4&o cao tom tat hoat dong clia co s 01 O [

trong 03 nam qua

5 Bao cdo nhitng thay do6i cla co s@
trong 03 nam trién khai “Thuc hanh 01 0 0
tot phong kiém nghiém thudc” va ho
so ¢o lién quan, néu co.



BM.VP.07.04/13
Checklist hd so dang ky kiém tra GSP lan dau

Stt Thanh phan S6 lvong Co Khéng Ghi chd
1 Don ding ky kiém tra 01 - 0
“Thuc hanh t6t bao quan
thuéc”;
2 Ban sao cé chi* ky va dong 01
ddu xac nhan cua co sb:
- Gidy phép thanh lap co 0 0
s¢, hoac O O
- Gidy dang ky kinh doanh, O [
hoac
- Gidy chirng nhan dau tu;
3 So do to chirc cla co so; 01 O O
Tai liéu, chuoqg trinh va
bdo cao tom tat vé huan o1 0 0

luyén, dao tao “Thwc hanh
t6t bdo quan thudc” tai co

s&;

5 So d6 kho bao quan, bao
gom: 01 O O
- So d6 vi tri dia ly 01 O O

- So d0 thiét ké
6 Danh muc thiét bi bdo quan 01

) i U 0
clia co s@;
7 Danh muc cac ddi tugng
dwoc bdo quéan va diéu kién 01 O O

bdo quan tvong tng



BM.VP.07.04/14
Checklist ho so’dang ky tai kiém tra GSP

Stt Thanh phan S6 lwong Cé Khéng Ghi chd
1 Don diang ky tai kiém tra 01 0 B
“Thuc hanh t6t bao quan
thudc”.
2 Ban sao c6 chir ky va dong 01
dau xac nhan cuta co so:
- Gidy phép thanh lap co O O
s¢, hoac O O
- Gidy dang ky kinh doanh, O n
hoac
- Gidy chirng nhan dau tu;
3 Bé&o céo khéc phuc céc ton 01 n .

tai trong kiém tra lan truéc
4 Bé&o cao nhiing thay dbi cla
co s& trong 03 ndm trién 01 O O
khai “Thuc hanh tot bao
quan thudc” va hd so cé
lién quan, néu co.



BM.VP.07.04/15

CHECKLIST HO so CONG BO SAN PHAM MY PHAM
Tén Cong ty cdng ho:
S6 Cdng van dén:

STT No6i dung Co
1. Phiéu cong b6 s&n phdm my phdm (02 ban) O

Kem theo Di lieu cong bd (ban mém Phiéu cong bd) O
2. Ban sao Gidy chirng nhan dang ky kinh doanh ctia td chirc, cd nhan O

chiu trach nhiém dwa san pham ra thi truong

3. Ban chinh hodc ban sao cong chitng Gidy Uy quyén O

4, Ban chinh hodc ban sao cong chirng Gidy chirng nhan lwu hanh ty O
do (CFS)

5. Ban sao cong van yéu cau b6 sung clia Cuc Quan ly Dugc (d6i voi O

truong hop la hd so bé sung)
6. Tai liéu khac (Ghi ro, néu co) O
HO so chi dwoc coi la day du khi don vi dé& hoan thanh viéc ngp phi theo quy dinh.

Ha Noi, ngay thang nam

Nguwei nhan



BM.VP.07.04/16

CHECKLIST HO so NHAP KHAU THUOC THAN[—| PHAM CHUA
DUQC CHAT CHUA CcO SPK/THUOC THANH PHAM CHUA DU’(_YC
CHAT CO SDK NHUNG CHUA DAP UNG DU NHU CAU/ SINH PHAM

YTE
Tén cong ty :
Dia chi :
Tén thudc dé nghi nhap khau :
STT Danh muc tai liéu gt kem co/ Ghi cha
Khong

Don hang nhap khau (03 ban)

CPP (hoac GMP va FSC)

Tiéu chuan va phrong phap kiém nghiém
Nhan thudc gdc va Hwéng dan st dung gdc
Nhan thudc Viét Nam va Heédng dan st dung
Viét Nam (02 bd)

gaa AP WDN R

Poi voi thudc

6 Bao cao ton kho gay nt::jhlen,“
hwdng tdm than,
tién chat
" A A Doi voi thube
7  HO so tién l1am sang va lam sang pe

Doi véi cong ty

lan dau lap don

hang NK thu6c
TP

Gidy chrng nhan du diéu kién kinh doanh
8  thudc (pham vi XNK thudc thanh pham) va
kho GSP



BM.VP.07.04/17

CHECKLIST HO so NHAP KHAU THUOC HIEM, THUOC CHO NHU
CAU BENH VIEN TRONG TRUONG HOP BDAC BIET

Tén cong ty :
Pia chi :
Tén thu6c dé nghi nhap khau :

A s Co/
STT Danh muc tai liéu gri kém Khong

1 Don hang nhap khau (03 ban)
) Dv tru thudc hiém, thuéc cho nhu cau diéu

tri cla bénh vién trong trvdng hop dac biét
3  Bao céao sl dung thudc cltia bénh vién
4 CPP (hoic GMP va FSC)
5 Nhan thubc géc va Hudng dan st dung

goc
g Nhan thu6c Viét Nam va Hudng dan st

dung Viét Nam (02 bd)
7  Bé&o céo ton kho
8 HO so tién lam sang va lam sang

Gidy chdng nhan da diéu kién kinh doanh
9  thudc (pham vi XNK thudc thanh pham)

va kho GSP

Ghi chu

Doi v6i thube
gay nghién,
hwdng tam

than, tién
chat

Dai voi thube

mai

Doi voi cong

ty lan dau lap

don hang NK
thuéc TP

Trur trvong
hop cong
ty cd cong
van néu rd
ly do chua
cung cap
duoc va
cam két
chiu trach
nhiém dam
bao chat
lvong
thudc



BM.VP.07.04/18

CHECKLIST HO so NHAP KHAU VAC XIN, SINH PHAM Y TE THEO
NHU CAU PAC TRI CUA co SOPIEU TRI,co SO TIEM PHONG, co
SO XET NGHIEM

Tén cong ty :
Pia chi :
Tén thudc dé nghi nhap khau :

STT Danh muc tai liéu gtri kém CE)/ Ghi chd
Khéng

1 Don hang nhap khau (03 ban)

Du tri vac xin, sinh phdm y t€ clia co s&

tiém phong, co s& xét nghiém

Cam két clia cong ty vé viéc dam bao chat

lugng vX, SP cung cdp cho VN

GMP hoac I1SO Néu co

Gidy phép lvu hanh vx, SP tai nuéc sé tai

Gidy phép lwu hanh vx, SP tai 1s6 nu¢c

o o1~ W
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CHECKLIST HO so NHAP THUOC:
PHUC VU CHUONG TRINH MUC TIEU Y TE QUOC GIA/
THUOC VIEN TRO, VIEN TRO NHAN dao (Thudc méi, VX, SPYT)

len cong ty :
Pia chi :
STT Danh muc tai liéu gri kém
1 Don hang nhap khau (03 ban)
2 Van ban cla co quan ¢ tham quyén
vé viéc nhap khau thudc
3 Danh muc thudc vién tro, vién trg
nhan dao
Gidy chirng nhan cta co quan c6 tham
4 quyén nuoc s tai cho phép lwvu hanh
hodc xuét khau vx, SPYT
5 GMP
6 COA
7 Két qua thir 1am sang hodc két qua thiy

nghiém an toan trén nguoi & thuc dia

col/
Khong

Ghi chu

B6i voi vX, SPYT la
huyét thanh chira khang
thé

B6i voi vX, SPYT la
huyét thanh chira khang
thé

B6i voi vX, SPYT la
huyét thanh chira khang
thé

DBai voi vx, SPYT la
huyét thanh chira khang
thé

D6 vbi vX, SPYT tring thau, da dwoc xem xét khi xét ho so thau thi khéng can céc
khoan 4,5,6
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CHECKLIST HO SO NHAP THUOC DUNG CHO MUC BICH THU
LAM SANG, MAU BANG KY, NGHIEN CUU, KIEM NGHIEM,
NGHIEN CUU SINH KHA DUNG/ TUONG PUONG SINH HOC

Tén cong ty :
DPia chi :
Tén thudc dé nghi nhap khau :

STT

1

Danh muc tai liéu gtri kéem
Pon hang nhap khau (03 ban)
Van ban cho phép thuc hién déi voi dé tai
nghién ctru ¢ phé duyét hodc van ban cé tham
quyén vé viéc nhap khau thudc dé kiém dinh,
nghién ctu

DPe cuong nghién cru thir thudce trén Iam sang

Bé cuong nghién ctru sinh kha dung, tuvong
duwong sinh hoc

Gidy chiing nhan da diéu kién kinh doanh thudc

Co/
Khong

Ghi chu

DBai véi thube thir
trén 1am sang
Dai v6i thube

nghién ctru sinh
kha dung/ twong
duong sinh hoc

DGi voi truong

hop doanh nghiép

lan dau xin nhap
khau thudc lam
mau dang ky
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CHECKLIST HO so NHAP KHAU NGUYEN LIEU, BAO Bi TIEP xUc
TRUC TIEP VOI THUOC

Tén cong ty :
Dia chi :
STT Danh muc tai liéu g&ri kém Co/ Ghi chu
Khong

1 Don hang nhap khau (03 ban)

Néu ap dung tiéu
TCCL cuaNSX/

Photo chuyén luan cla

) Tiéu chudn va phuong phap kiém Duoc dién (néu khong

nghiém ap dung TCCL Duoc

dién Chau Au, Anh,
Hoa Ky, Qudc t€,
Nhat Ban)

Dadi voi nguyén liéu
lam thu6c la thudc gay
nghién, huéng tam
than, tién chat

Gidy ching nhan du diéu kién kinh D6i véi cong ty lan
4 doanh thu6c (pham vi XNK) va kho dau lap don hang NK
GSP thuéec TP

3 Béao céo ton kho
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GIAY BIEN NHAN HO so DPANG KY DOANH NGHIEP NUOC NGOAI

Tén cong ty :

Pia chi :

Ma ho so :

STT Tén tai liéu col Ghi cha
Khong

1 Don dang ky (Application)

Tom tat hoat dong cta doanh nghiép

(Company’s Profile)
U Bang ky mai doi voi

Giay phép thanh lap/dang ky kinh doanh 4 A1

3 (License of Establishment/Business tphha[n Vi hoaAt dﬁf]g la

Registration) uoc, nguyen lieu
lam thudc

Bang ky mai

Giay phép budn ban, xuat nhap khau

(Drug Trading/Drug Import -Export License)

5  Gidy phép san xuat (Manufacturing License)

Gidy chirng nhan GPs (GMP, GSP, GDP

Certificate)

Xac nhan clia co quan thué (Tax Obligation

Fullfilment Certificate)

8  Ba&o céo hoat dong bang ky lai
9  Tai liéu khéc (Others):
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CHECK LIST HO so PANG KY THONG TIN

THUOC
Tén thubc/Cong ty dang ky: /
Stt Noi dung Co
1 Gidy dang ky hé so thdng tin, quang cao O
2 Mau thiét ké ndi dung thdng tin, quang cao O
Bang hinh, béang tiéng O
3 Ban sao Gidy phép lvu hanh san pham/Quyét dinh cdp SDK O

dang con hiéu lwc ctia Cuc QLD cép.

Trwong hop don vi khéng s& hitu SDK, phai co:

+ Gidy Oy quyén ding tén dang ky TTQC thudc O
+ B&n sao Gidy phép dang ky kinh doanh

4 Ban sao To hwéng dan st dung thudc clia Cuc QLD cép theo O
SDK con hiéu luc.

5 BAan sao gidy chirng nhan da diéu kién kinh doanh dwgc/ Gidy O
phép hoat dong cong ty nwdc ngoai tai VN con hiéu luc.

6 Tai lieu tham khao (Ghi rd s6 lvong, néu co) O

7 Tai liéu khac (Ghi r6, néu co) O

HO so chi duoc coi la day da khi don vi dd hoan thanh viéc ndp phi theo
quy dinh.

Ha Noi, ngay thang nam

Nguwei nhan
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BO YTE CONG HOA XA HOI CHU NGHTA VIET nam '
CUC QUAN LY DUOC Paoc 1ap - Tu do - Hanh phic

GIAY BIEN NHAN HO so DANG KY THUOC
(Bang ky lan dau)
Tén Cdng ty dang ky:
STT Tén thudc Ma ho so Ghi chu
1
2

8
9
10

H6 SOda nop bao gom

A Ghi
NG&i dung chi
I 01 b6 ho SO gbc, bao gom:
1 HO6 so hanh chinh va théng tin san pham
11  Trang bia theo mau s6 07/TT
12  Muc luc

13  Pon dang ky theo mau 6A/TT

14  Gidy uy quyén (néu c6) theo mau 05/TT

15 Gidy chirng nhan da diéu kién kinh doanh thu6c néu do S& Y té cap

' (co s& dang ky thu6c trong nuoc)

- Giay phép san xudt, kinh doanh thuéc do co quan quan ly nha nwéc

16 6 thdm quyén nwdc ngoai cdp va Gidy phép thanh Iap van phong dai
dién tai Viét Nam (co s& dang ky thu6c nuéc ngoai)
- Hodc Gidy phép hoat dong vé thudc va nguyén liéu lam thudc tai Viét
Nam (co s& dang ky thudc nuéc ngoai)

17 CPP

1.8 Nhan (nhan thiét ké, to huéng dan st dung): 03 bd

19 T6m tat dac tinh san pham (d6i véi thube héa dwoc méi, véc xin, huyét

' thanh chira khang thé, sinh pham vy té)



1.10

111

1.12

113

2.1
2.2
2.3
231

2.3.2

2.4
2.5
2.6

31
3.2
3.3
3.4
35

41
4.2
4.3

Thoa thuan/hgp dong san xudt nhwong quyén, san xuat gia cong (néu
c0)

Gidy chirng nhan, van bang béo hd, hop déng chuyén giao quyén doi
twong s& hitu cbng nghiép cd lién quan (néu co)

Gidy chirng nhan GMP cla co s& san xudt bao b

i tiép x(c truc tiép voi thude theo quy dinh tai Thong tw s6
14/2012/TT-BYT hodc Gidy chitng nhan tvong dwong vé diéu kién san
Xuat clia co s¢ san xudt bao bi ti€p xdc truc tiép voi thube (ap dung
theo 16 trinh)

Céc gidy to phap ly khac (néu co)

HO so chat lvgng

Muc luc

Tom tat tong thé vé chét lvong

NOi dung chinh

Duoc chat

2.3.1.1. Théng tin chung (S 1)

2.3.1.2. San xudt (S 2)

2.3.1.3. Dic tinh (S 3)

2.3.1.4. Kiém tra dwoc chét (S 4)

2.3.1.5. Chaét chuan hoac nguyén liéu doi chiéu (S 5)

2.3.1.6. Hé thdng bao bi déng goi (S 6)

2.3.1.7. B0 on dinh (S 7)

Thanh pham thudc

2.3.2.1. M0 ta& va thanh phan (P 1)

2.3.2.2. Phat trién duoc hoc (P 2)

2.3.2.3. San xuét (P 3)

2.3.2.4. Kiém tra ta dwoc (P 4)

2.3.2.5. Kiém tra thanh pham (P 5)

2.3.2.6. Chat chuan hoéc chat doi chiéu (P 6)

23.2.1. Hé thdng bao bi déng goi (P 7)

2.3.2.8. DO 6n dinh (P 8)

2.3.2.9. Kha nang thay thé lan nhau ctia san phdm (néu co) (P 9)
Phiéu kiém nghiém

Hb so téng thé clia co s san xudt theo mau 10/TT

Bao cdo BA/BE (néu co)

Ho so tién 1am sang (thudc héa duoc moi, véc xin, huyét thanh
chtta khang thé, sinh pham y t€)

Muc luc

Khai quat nghién ctru tién l1am sang

Tom tat vé nghién clu tién 1am sang

Bao cao nghién ctru tién 1am sang

Tai liéu tham khao

Ho so 1am spng (thudc héa dugc mai, vac xin, huyét thanh chira
khang thé, sinh pham y t€)

Muc luc

Tong guan lam sang

T6m tat 1am sang



V.

Bang liét ké cac nghién ctru 1am sang

Béo céo nghién ctru 1dm sang

Tai liéu tham khao

Mau thu6c

Tom tét vé san phadm theo mau 4A

02 ban sao bao gom:

Pon dang ky

Tiéu chuan va phuong phap kiém nghiém thanh pham

01 ban sao day da hd so gdc d6i vai hd SOdang ky vac xin, huyét

thanh chira khang thé, sinh pham y té (trir sinh pham chan doan)

Bién lai thu tién do phong KH-TC cép
Ha Noéi, ngay thang nam
Chuyén vién tiép nhan hé so
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BOY.TE.. CONG 110A XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOQOC Poc 1ap - Tw do - Hanh phic

GIAY BIEN NHAN HO so DANG KY THUOC |
(Pang ky lan dau: thudc tir dwoc liéu, thudéc déng y, nguyén liéu lam thudc)

Tén Cong ty dang ky:
Cuc Quan ly duogc da tiép nhan (cac) ho so dang ky thu6c ciia Coéng ty nhuw

sau :
STT Tén thuodc Ma ho so Ghi chu

© o0 N o o A W DN
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HO So da ndp bao gom:

.- Ghi
NoOi dung chi
l. 01 bd ho so gbc, bao gom:
1 HO6 so hanh chinh va thong tin san pham
11 Trang bia theo mau s6 07/TT
1.2 Muc luc
1.3 DPon dang ky theo mau 6A/TT
1.4 Gidy uy quyén (néu c6) theo mau 05/TT
15 Gidy chirng nhan da diéu kién kinh doanh thuéc néu do S¢ Y té
' cap (co s& dang ky thudc trong nu6c)
1.6 - Gidy phép s&n xuét, kinh doanh thu6c do co quan quan ly nha



nwdc co6 tham quyén nwdc ngoai cdp va Gidy phép thanh 1ap van

phong dai dién tai Viét Nam (co s& dang ky thuéc nwdc ngoai)

- Hoac Gidy phép hoat dong vé thu6c va nguyén liéu lam thu6c

tai Viét Nam

1.8 CPP

1.9  Nhén (nhan thiét ké, to hwéng dan st dung): 03 bd

Thod thuan/hop doéng san xudt nhwong quyén, san xuat gia cong

(néu co)

Gidy chung nhan, van bang bao hd, hop dong chuyén giao quyén

doi tvong s& hiru cong nghiép co lién quan (néu co)

Giay chirng nhan GMP cua co s& s&n xuat bao bi tiép xdc truc

ti€p voi thudc theo quy dinh tai Thong tv s6 14/2012/TT-BYT

1.12  hodc Gidy ching nhan tvong duong vé diéu kién san xuat cla co
s& san xuat bao bi ti€p xuc truc ti€p voi thudc (&p dung theo 16

1.7

1.10

111

trinh)
1.13  Cac gidy to phap ly khac (néu co)
2 Ho6 so chat luong

2.1 Quy trinh san xuat

2.1.1 Nguyén liéu

2.1.2  Thanh pham

2.2 Tiéu chudn chat lvong va phwvong phap kiém nghiém

2.2.1. Nguyén liéu

2.2.2. Thanh pham

2.2.3. Tiéu chuén bao bi déng goi

2.2.4. Phiéu kiém nghiém

2.2.5. Tai liéu nghién ctu d6 on dinh

H6 so an toan hiéu qua (ap dung ddi voi thuéc maéi, nguyén liéu
lam thu6c méi)

3.1 Cac béao céo vé doc tinh hoc

Cac bao cao vé nghién ctru lam sang (khdng ap dung quy dinh

3.2 nay voi dang ky nguyén liéu)
4. Mau thuéc
5. TOm tat vé san phdm theo mEu 4A/TT

Il. 02 ban sao bao gom:

1 Bon dang ky

2 Tiéu chuan va phurong phéap kiém nghiém thanh pham

1. Bién lai thu tién do phong KH-TC cép
Ha Noi, ngay  thang  nam
Chuyén vién tiép nhén ho so
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.BOYTE..o...... .CONGHOAXAHOICHUNGHTAVIETNAM
CUC QUAN LY DUOC I Poc 1ap - Tv do - Hanh phuc

GIAY BIEN NHAN HO so PANG KY THUOC
(bang ky gia han)

Tén Cong ty dang ky:

Cuc Quan ly dwoc da tiép nhan (cac) ho so dang ky thubc ctia Cong ty nhuw
sau :

STT Tén thu6c Ma ho so Ghi chu

© 00 N O o b WO N P
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HO6 so da ndp bao gom:

N6i dung Ghi cha
I. 01 bd ho so gbc, bao gom:

Trang bia theo mau s6 07/TT

Muc luc

Tom tat vé san pham theo mau s6 4C/TT
Gidy 0y quyén (néu cd) theo mau s6 05/TT
Pon ding ky theo mau s6 6D/TT

o ok W DN

Tom tat lich st s6 dang ky theo mau s6 09/TT

7 Gidy ching nhéan du diéu kién kinh doanh thudc néu do S&
Y té cép (co s& dang ky thudc trong nwéc)

g - Gidy phép san xudt, kinh doanh thu6c do co quan quan ly
nha nwéc cod tham quyén nudc ngoai cap va Gidy phép thanh



10.

11.

12.

13.

(AVA

lap van phong dai dién tai Viét Nam (co s& dang ky thubc
nu@c ngoai)

- Hoac Gidy phép hoat dong vé thuéc va nguyén liéu lam
thudc tai Viét Nam

CPP
Nhan thu6c: 1ban sao mau nhan da dwoc duyét

To’ hwéng dan st dung: 1 ban sao hwéng dan st dung da
dwoc duyét

Gidy chirng nhan, van bang bao hd, hop déng chuyén giao
quyén do6i twong s& hiru cong nghiép cé lién quan (néu co)

Gidy chirng nhan GMP clia co s& san xuat bao bi ti€p xulc
truc ti€p voOi thubc theo quy dinh tai Théng tv sO
14/2012/TT-BYT hoac Gidy ching nhan twong dwong vé
diéu kién san xuat cla co s& san xudt bao bi tiép xlc truc
tiép voi thube (ap dung theo 16 trinh)

HO6 so’ khac

Ban sao cdc cdng van cua Cuc Quan ly dugc cho phép thay
d6i, bd sung trong qua trinh luvu hanh

Ban sao ho so, tai liéu da thuc hién thay déi, bd sung theo
hinh théc chi yéu cau thong bao
Ban sao tiéu chudn va phuong phap kiém nghiém thanh
pham (do6i voéi thudc khong theo tiéu chuan duoc dién)
HO so, tai liéu ching minh thudc da nhap khau hoac san
xuét, phan phoi tai Viét Nam
Mau thuéc
02 ban sao, bao gom:
Bon dang ky
Tiéu chuan va phuvong phap ki€ém nghiém thanh pham
(Riéng d6i voi vac xin, huyét thanh chira khang thé, sinh
pham y té (tru' sinh phdm chan doan in vitro), bd sung thém 01
ban sao day du ho so goc)
Bién lai thu tién do phong KH-TC cap

Ha Noi, ngay thang

Chuyén vién tiép nhan ho so
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BOYITE CONGHOAXAHOICHUNGHTAVIETNAM
CUC QUAN LY DUOC Poc lap - Tv do - Hanh phtc

GIAY BIEN NHAN HO so PANG KY THUOC
(Bang ky gia han: thuéc tr duoc liéu, thuéc dong y va nguyén liéu lam
thudc)

Tén Cong ty dang ky:

Cuc Quan ly duoc da tiép nhan (cac) ho so dang ky thudc clla Cong ty nhuw
sau :
STT Tén thu6c Ma ho so Ghi cha

© o0 N o o B~ W N
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H6 so da nop bao gom:
No6i dung Ghi chu
I. 01 b6 ho so gbc, bao gom:
Trang bia theo mau s6 07/TT
Muc luc
Tom tat vé san pham theo mau s6 4C/TT
Gidy ty quyén (néu cd) theo mau s6 05/TT
DPon ding ky theo mau s6 6D/TT

AN



10.

11.

12.

13.

Tom tat lich st s6 dang ky theo mau s6 09/TT

Gidy chirng nhan du diéu kién kinh doanh thuéc néu do Sé&
Y té cap (co s& dang ky thudc trong nudc)

- Giady phép san xuét, kinh doanh thuéc do co quan quan ly
nha nuéc c6 thdm quyén nwéc ngoai cdp va Gidy phép
thanh 1ap van phong dai dién tai Viét Nam (co s& dang ky
thu6c nudc ngoai)

- Gidy phép hoat dong vé thuéc va nguyén liéu lam thudc
tai Viét Nam

CPP
Nhan thubc: 1ban sao mau nhin da duoc duyét

To hwéng dan s dung: 1 ban sao hudng dan st dung da
dwoc duyét

Gidy chirng nhan, van bang bao hd, hop ddng chuyén giao
quyén doi tvong s& hiru cdng nghiép cé lién quan (néu co).

Gidy chitng nhan GMP cla co s& san xuat bao bi ti€p xuc
truc ti€p voi thuéc theo quy dinh tai Thong tw s6
14/2012/TT-BYT hodc Gidy chdng nhan twong duong vé
diéu kién san xudt cla co s& sadn xuat bao bi ti€p xuc truc
tiép véi thube (ap dung theo 16 trinh)

HO so khac

Ban sao cac c6ng van cua Cuc Quan ly dugc cho phép thay
doi, bo sung trong qua trinh lwu hanh
Ban sao ho so, tai lieu da thuc hién thay 66i, bd sung theo
hinh thirc chi yéu cau thdng bao
Ban sao tiéu chuan va phwong phap kiém nghiém thanh
pham ddi v6i cac thudc khong theo tiéu chuan duoc dién
HO so, tai liéu chirng minh thuéc d& nhap khau hodc san
xuat, phan phdi tai Viét Nam
Mau thudc
02 b6 ho so sao, bao gom:
Bon dang ky
Tiéu chuan va phuong phéap kiém nghiém thanh pham
Bién lai thu tién do phong KH-TC cép

Ha Noi, ngay  thang

nam

Chuyén vién tiép nhan hd so
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BOYTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DuQC BOC lap - Tv do - Hanh phic

GIAY BIEN NHAN HO so XIN CAP LIEN THONG GlAY CHUNG
NHAN DU PIEU KIEN KINH DOANH THUOC

(bang ky lai)

Tén cong ty :
Pia chi:
Ma ho so :
STT Thanh phan C6/Khdng Ghi cha
1 DBon dé nghi cdp Gidy chirtng nhan di O

diéu kién kinh doanh thu6c
2 Ban chinh Ching chi hanh nghé dugc O
3 Ban sao co chir ky va dong dau xac nhan

clia co so:

- Giay phép thanh lap co s&, hoac

_ Gidly dang Ky kinh doanh, hoic =
- Gidy chirng nhan dau tu; 0
Tai lieu Ky thuat GPs
STT Thanh phan C6/Khong Ghi chua
San  Kiém Bao

xudt  nghiém  quan
Pon dang ky kiém tra
- GMP-WHO/GLS/GSP hoac
1 - GMP-WHO
-GLP
- GSP
2 Béo céo khéc phuc cac ton tai trong kiém
tra lan trudc
3 Béo céo tom tat hoat dong clia co sd trong O m O
03 nam qua
Bao cao nhitng thay doi cla co so trong
03 nam trién khai
- “Thye hanh t6t san xuat thu6c” hoac O
4 - “Thuc hanh t6t phong kiém nghiém O
thuc” hoac
- “Thuc hanh t6t béo quan thudc” O
va ho so co lién quan (néu co)
3 Tai liéu khac . u O

Ooooao
O

Ha Noi,ngay thang nam
Chuyén vién ti€ép nhan ho O



CUC QUAN LY DUQC

GIAY BIEN NHAN HO so XIN CAP LIEN THONG GIAY CHUNG

BM.VP.07.04/29

Bo Y TE

NHAN PU PIEU KIEN KINH DOANH THUOC

(bang ky mai)

Tén cong ty :

Dia chi:

Ma ho so :

STT Thanh phan

1 DBon dé nghi cdp Gidy chirtng nhan di

2
3

diéu kién kinh doanh thuéc

Ban chinh Ching chi hanh nghé dugc
Ban sao c6 chir ky va déng dau xac nhan
clia co so:

- Giady phép thanh lap co s&, hoac

- Gidy dang ky kinh doanh, hoac

- Gidy chi*ng nhan dau tu;

Tai liéu ky thuat GPs

STT

Thanh phan

DPon dang ky kiém tra

- GMP-WHO/GLS/GSP hoac

- GMP-WHO

-GLP

-GSP

So do td chirc, nhan suw cla co s&

Tai liéu, chuong trinh va béo céo tom tat
vé huan luyén, dao tao

- “Thuc hanh t6t san xuat thudc” tai co s&
hoac

- “Thyc hanh t6t phong ki€ém nghiém
thubc” tai co s& hodc

- “Thyc hanh t6t bao quan thudc” tai co
G

- So d06 vi tri dia ly va thiét ké cla nha
may, bao gom:

+So do mat bang tong thé

+S0 do dwong di clia cong nhan

+S0 do dwong di cla nguyén liéu, bao bi,
ban thanh pham, thanh pham

San
xuai

Odoono

O

Co6/Khéng
O
O
O
O
O
C6/Khbéng
Kiém Bao
nghiém  quan
O
O
O O
O
O

CONG HOA XA HOI CHU NGHTA VIET NAM
BOC 1ap - Tw do - Hanh phuc

Ghi chad

Ghi chu



+S0 d0 duong di cta nguyén liéu, bao bi,
béan thanh pham, thanh pham

+So do hé thdng cung cdp nuéc phuc vu
san xuat

+So d6 cung cap khi cho nha may

+So d6 thé hién cac cdp do sach cula nha
may

+S0 do xr ly chat thai

- So do vi tri dia ly va thiét ké phong
kiém nghiém

- So d6 vi tri dia ly va so do thiét ké cla
kho bado quan

- Danh muc thiét bi san xuat hién c6 cua
nha may va/hoac

- Danh muc thiét bi phan tich cla co s&
va Danh muc céac loai phép thr va/hoac
cac loai san pham co s& thwc hién kiém
tra chat lugng va/hoac

- Danh muc thiét bi b&o quan cua co s& va
Danh muc cac doéi twong dugc bao quan
va diéu kién bao quan tuong (rng

Tai liéu khac (néu co)

Ha Noi, ngay

0O O

O

O

thang

O

nam

Chuyén vién tiép nhan ho so



BM.VP.07.04/30
CHECK LIST HO so PE NGHI XAC’NHAN NOI DUNG
QUANG CAO THUOC

Tén thudc/ Cong ty dé nghi xac nhan: /

Stt NoOi dung

1. Van ban dé nghi xac nhan ndi dung quang cao theo quy dinh tai
Phu luc 01 ban hanh kém theo Théng tw 09/2015/TT-BYT.

2. Gidy chirng nhan dang ky kinh doanh cta doanh nghiép hoac
gidy phép thanh lap van phong dai dién clta thwong nhan nuéc
ngoai.

3. NOoi dung dé nghi xac nhan quang cao:

- B4o noi, béo hinh:

+ 03 ban kich ban du kién quang céo, trong dé miéu ta r6 noi
dung, phuong tién dv kién quang cao, phan hinh anh (d6i voéi
bao hinh), phan Ioi, phan nhac

+ 01 ban ghi ndi dung quang cao dv kién trong dfa hinh, dia am

thanh, file mém

- Hinh thirc quang céao trén phwong tién khac khéng phai
b&o ndi, bao hinh:

+ Ma-két ndi dung dv kién quang cao in mau (03 ban)

+ File mém ghi ndi dung duv kién quang céao

- Ho6i thao, hdi nghi, t6 chirc sy kién:

+ Mau quang céo st dung trong chwong trinh da dwgc phé duyét
con hiéu luc (trong trwdng hop mau quang cao da duoc duyét
noi dung)

+ Chuwong trinh c6 ghi rd tén ndi dung bdo cao, thoi gian
(ngay/thang/nam), dia diém t6 chic (dia chi cu thé)

+ NOi dung bai bao cao va tai liéu trinh bay, phat cho ngu¢i du

+ Bang ké tén, chic danh khoa hoc, trinh d6 chuyén moén cua
bao céo vién.

4, MAau nhan san pham da dwoc Cuc Quan ly Dwoc - BO Y té phé
duyét con hiéu luc.

5 Treong hop don vi dé nghi xac nhan ndi dung quang céo la don

vi dwgc Oy quyeén thi phai c6 cac gidy to sau day:

- Van ban y quyén hop Ié;

- Gidy chirng nhan dang ky kinh doanh hoac Gidy phép thanh
lap Van phong dai dién cua thwong nhan nuéc ngoai cta don vi
duoc Oy quyeén.

Co



Stt N@i dung

6. Tai liéu tham khdo, chirng minh, x&c thyc théng tin trong noi
dung quang céo (Ghi ro s lvgng, néu co)

7. To hwéng dan st dung thuéec da duoc Cuc Quan ly Duoc - BO Y
té phé duyét con hiéu luc.

8. Gidy phép lvu hanh san phdm do Cuc Quan ly Dwoc cdp hodc
quyét dinh cdp s6 dang ky thudc tai Cuc Quan ly Duoc con hiéu
luc.

9.  Tai liéu khac (Ghi rd, néu cd)

Co

O

- HO so chi dwoc coi la day da va hop Ié khi don vi da hoan thanh viéc n6ép phi

theo quy dinh.

- Céac gidy to trong ho so dé nghi xac nhan ndi dung quang cdo phai con hiéu
luc, 1a ban sao ching thuc hodc ban sao cé déng dau cla don vi dé nghi xac
nhan ndi dung quang cao. Cac tai liéu trong ho so phai c6 dau, dau giap lai cla

don vi dé nghi xac nhan ndi dung quéang cao.

- Mau ndi dung quang céo dugc trinh bay trén khdé gidy A4. Mau hinh thic
quang céo ngoai troi kho 16n cé thé trinh bay trén khd gidy A3 hodc kho gidy

khac va ghi rd ty 1€ kich thuwéc so véi kich thwéc that.

Ha Noéi, ngay  thang

Nguei nhan

nam



11
12

13

14
15
16
17

18
19

BM.VP.07.04/31

CHECKLIST HO so BANG KY THUOC Nop BAN GIAY SAU KHI
NOP TRywC TUYEN

Trang bia theo mau s6 07/TT

Muc luc

Pon ding ky theo mau 6A/TT (Néu don ding ky khdng ding chit ky va dong
dau dién tl)

Gidy ching nhan CPP

Gidy chirng nhan GMP

Gidy phép san xudt, kinh doanh duwoc

Gidy phép thanh lap van phong dai dién

Gidy to phap ly khac (néu co6) (Co s& dang ky thudc khdng phai ndp ban gidy
cac loai gidy to phép ly do B y té Viét Nam (Cuc quan ly duwgc) cép

Mau thuéc



BM.VP.07.04/32

Ban giao ho so ................ nop phi ngay

STT SO bién lai Loai hd so0 Nhom (TN/NN) MaHG6 so Tén don vi

~No ok WD R

Ngay thang nam
Nguoi ban giao Nguoi nhan ban giao

(Ky va ghi rd ho tén) (Ky va ghi rd ho tén)



