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QUY TRINH 06

Panh gia dap ing thwe hanh t6t co' sé phan phéi thudc,

nguyén liéu l1am thudc

(Ban hanh kém theo Quyét dinh s6 940/0OP-UBND ngay 31 thdng 3 nam 2022 cua

Chui tich Uy ban nhdn ddn thanh phd)

I. THANH PHAN HO SO

STT

Tén ho so

S6
lwgng

Ghi chu

01

Tai liéu k¥ thuat bao géom Gidy chimg nhan du diéu
kién kinh doanh duoc hoac Giéy chirng nhan Thuc
hanh t6t tai dia diém kinh doanh (néu cd) va cac tai
liéu k¥ thuat sau:

+ Doi voi co s& ban buon thude, nguyén liéu lam
thudc: Tai liu vé dia diém, khu vuc bao quan, trang
thiét bi bao quan, tai liéu chuyén mon k¥ thuat va nhan
su theo nguyén tic Thyc hanh tot co s& phan phdi
thudc, nguyén liéu lam thudc

Cu thé:

1. Ho so tong thé:

a) Danh muc cdc logi san phdm phdn phéi (Du kién
phdn phéi vi chiea kinh doanh)

b) Ban sao Gl’dy chung nhdn du diéu kién kinh doanh
duwoc hodc Glay chung nhdn GPP cua tung nha thubc
trong chudi ciia co s¢ bdn buén néu té chike chudi nha
thubc (neu co)

¢) So dé nhdn si cia co so, bao gém vi tri quan Iy
chdt lwong, quan 1y kho bdo quan, kiém tra chdt
lwong, giao nhdn, kinh doanh, ...

Danh sdach nhdn suw cua co so

d)- So do vi tri dia Iy ciia kho bdo quan thubc/nguyén
liéu lam thudc/ vic xin sinh phdm trong mdt bang tong
thé cia co s6

- Ban vé thiét ké kho va cdc khu viee bao quan cho cdc
san phafm khdc nhau, cdc khu vwc biét triv va xu ly
chdt ¢é doc tinh cao, hoat chdt nguy hiém va cdc
nguyén liéu nhay cam (néu co)

01

Ban
chinh
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- M6 ta ngdn gon vé cdc diéu kién bao quan cu thé
(néu dp dung) nhung khong dwoc thé hién trén cdc
ban vé

d) Danh muc thiét bi bdo quan, phuong tién vdn
chuyén

Danh muc trang thiét bi (bao gém ca théng tin vé hé
thong mdy tinh va phdn mém quan 1y néi mang). Liét
ké danh muc cdc thiét bi chinh si dung dé bao quan,
van chuyén, thoi han kiém dinh thiét bi.

e) Tu thanh tra: Mo ta ngén gon vé hé théng tw thanh
tra cia co so, két qua tu thanh tra va tu danh gid muc

dé ddp vmg dat yéu cdu GDP cua co so

II. NOI TIEP NHAN, TRA KET QUA, THOI GIAN VA LE PHi

Noi tiép nhin va tra két qua

Thoi gian xwr ly

Lé phi

Bo phin Mot cira - S¢ Y té
TPHCM, dia chi: 59 Nguyén
Thi Minh Khai, Phuong Bén
Thanh, Quan 1, H5 Chi Minh

22 ngay lam viéc ké tir ngay nhan
du ho so ddi véi truong hop khong
ban budn thudc, nguyén liéu lam
thube phai kiém soat diic biét

4.000.000
VND/co so

III. TRINH TU XU LY CONG VIEC

Buoéc Noi A z
A dung Trach Thoi | Ho so/Biéu K ens
cong A " . x Dién giai
o n cong nhi¢m gian mau
viéc "
: viéc
. Ca nhén chuan bi day du
Nop ho Ca nhan Theo Muc 1 h? 59 ther quy du}h nop
SO’ vé BO phan Mot cwrra cua
S Y te
' Nhan hd S0 va kiém tra
Gio thanh phan ho so theo
B1 hanh | -BM 0l dung quy dinh;
, chinh |-BM 02 ) . A A
Tiep Bo phan BM 03 quru"O’n E ho? hq Sohdi‘y
nhin HS | Mot cira ) o va 1op e, T phieu
: - Theo Muc | ti€p nhéan hé so theo BM
I 01 trao cho nguoi nop ho
SO.
- Truong hop hd so chua
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Buoéc Noi > 2
con dung Trach Thoi | HO so/Biéu Didn siii
ne cong nhiém gian mau g
viéc "
: viéc
dﬁy dua hoac chwa hop INé,
chuyén vién hudng dan
ngudi ndp ho so bo sung,
hoan thién ho so theo BM
02.
- Truong hop tur chéi, tiép
nhan ho so: Lap Phiéu tur
choi ti€p nhan giai quyet
ho so theo BM 03
. jy | - Theo Muc én hd 3
Chuyé | B6phan 01 ngay u Chuyen\ ho sorqchor Laph
B2 nhdse | Mot oira lam I dao phong Quan ly Dich
' viéc - BM 01 vu Y te
A Lanh dao - Lanh dao phong phan
Phan \ . . N R N .
A phong | 01 ngay | Thanh phan | cong chuyén vién thu ly
cong thy [ Prong | Ol ! X , |
B3 Iy " | Quanly lam h6 so theo | ho so theo cac quy dinh
dich vuy viéc muc | vé phan céng xir ly ho so
te cua phong
- Nhén ho 807 lap phié}l
- Phiéu tham | thdm x&t h6 so co ket
xét hd so|luan ho so dat yu cau
hanh nghé; |chuyén tham dinh hodc
- Chuyén . 2| yéu cAu tra bd sung hd so
A -Van ban dé|Y g
vien nghi bb sung trinh 1anh dao phong phé
phong T duyét
1Y ho so hoac yet.
Quan ly * Neéu ho so chua dat yéu
dich vu y -Van ban tra | | ary
A A cau:
, té 02 ngay | ho so o ‘
Thu ly Bdy - Lap phiéu tham xét ho
B4 A lam \ A o
ho so vide so hanh nghé ghi 18 ly do

khong dat yéu cau va co
két luan dé nghi bo sung
ho so, du thao van ban dé
nghi bo sung.

- Trinh lanh dao phong
phé duyét van ban dé
nghi bo sung.

* Néu hod so dat yéu cau
thi 14p phiéu tham xét dé
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Buoéc Noi > z
A dung Trach Thoi | Ho so/Biéu K ens
cong A oA . x Dién giai
o n cong nhi¢m gian mau
viéc "
: viéc
nghi chuyén tham dinh
trinh 1anh dao phong.
- Lap danh sach cac co so
tham dinh trong tuan, du
£ x| thao lich tham dinh trinh
-Phicu tham | 1o 1 dao phong duyét
) xét ho so; Tha ' é) f y'q
Lo 1 Chp}/en _ Lich thm | ongq a0 i oc?'so‘
ap ke Vl‘en 01 ngay | dinh -~Du’ thao G}ay moi ;[rlnf‘l
hoach phong . - 1.+ |lanh dao phong duyét va
BS5 % N lam | -Van ban dé PO AR
tham Quan ly A 2 chuyén van thu g dén
dinh dichvuy vice I nghi b6 sung CO SO
: e ho so hoac Treome h : hos
- Van bin tra|  FOmE hop 0 56 hoin
hd so tham dinh, chuyén vién
' thuc hién Phiéu tham xét,
van ban b0 sung trinh
lanh dao phong duyét.
- Tham dinh dat (mﬁc do
1): 1ap phi€u yéu cau du
thao trinh 1anh dao phong
duyét;
- Tham dinh dat (muc do
o 2): chuyén vién thuc hién
banh Cgliléyne n Phiéu tham xét, van ban
g1a lfet phong 12 V83 phigu yéu (tr?ng 05 ng?Y) d? ngP '
B6 qua N lam N \ khac phuc, stra chira ton
2 quan ly " cau du thao : : A
tham ; viéc tai duwoc ghi trong bién
. dich vuy 4z .
dinh & ban danh gia
- Thidm dinh khéng dat
(mirc d6 3): chuyén vién
thuc hién Phiéu tham xét,
van ban (trong 05 ngay)
thong bao viéc khong dap
ung va chwa cap giay.
Xem xét Larﬁgfao 02 ngay ‘ ) ANéél kh@n? dgflg iyéﬁ
B7 |va trinh| P'0°% | lam | Hosotrinh |MO! dung van ban: Lanh
k¢ Quan ly " dao phong ghi y kién va
y . e Vviece 2 , A
dichvuy té chuyén tra cho chuyén
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Buwéc Noi A z
A dung Trach Thoi | Ho so/Biéu K ens
cong A " . x Dién giai
o n cong nhi¢m gian mau
viéc "
: viéc
vién thuc hién.
- Néu doéng y véi noi
dung van ban: Lanh dao
phbng k}? Xac qnhén va
chuyén ho so dé trinh ky
Lanh dao S¢.
- Trinh ky Lanh dao S¢.
Ky duyét két qua, chuyén
Phé Lanh dao 01 ngay ‘ ho so cho chuyén vién
B8 | duyét ho S§ lam HO so trinh | phong Quan ly dich va y
SO’ viéc t¢ xir ly ho so da phé
duyét.
- Nhan hé so ky dat tu
. A Lanh dao S¢.
Xir Iy he | Chuyen < N
- vién . A .~ |- Lap danh sach giao
so da . 01l ngay | HOsoda A A 1A z
phong . ~ |nhan, chuyén két qua va
B9 dwoc ., lam dugce phé A -
A Quan ly A ~ ho so cho Van thu.
phé dich viéc duyét 3 [N
duyét 1C AVU y - Hoac qchuyen van ban de
i te nghi bo sung/ttr choi cho
Van thu.
. - Nhap sb, dong dau két
Phit | Vanthw |Olngay| Hésodd | . P 8
B10 hanh Vian lam dugce phé Cﬁ A kbt qud cho BS
van ban | phong S& viéc duyét - hauyen ket qua cho Bo
phan Mot cira.
Chuyén , '
Tra két | Vién UeP Theo ;lATra két qua cho nguoi
Bl | qua | "MhO o Kétqua |4 q
so - Bo h - Thu lai BM 01 d¢€ luu
A A en ~
phan Mot tri.

cua
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IV. BIEU MAU

Cac biéu mau st dung tai cac budc cong viéce:

STT | Mi hiéu Tén biéu miu
1 BM 01 | Mau Giay tiép nhan ho so va hen tra két qua.
2 BM 02 | Mau Phiéu yéu cau bo sung, hoan thién ho so
3 BM 03 | Mau Phiéu tir chdi tiép nhan giai quyét ho so
A BM 04 HSNSO’ téng thé vé co so phan phdi thude, nguyén liéu lam thude
(Mau s0 05/GDP Thoéng tu so 03/2018/TT-BYT)
Tai liéu ky thuat twong g vdi co s¢ kinh doanh dugce quy dinh
5 BMO05 | theo cac bi€u mau twong Gng qui dinh trong Théng tu vé “Thyc
hanh t6t”- Mau tham khao
i BMoq | Bién ban danh gia GDP (Mau s6 03/GDP Théng tu sb
03/2018/TT-BYT)
Danh muc kiém tra “thuc hanh tbt phan phéi thuéc”(cdc muc
7 BM 07 trong danh muc kiém tra nay dwoc tham chiéu trong phu luc 1,
thong tw 03/2018/TT-BYT va Nghi dinh 54/2017/NP-CP) (Mdu
tham khao)
Mau Giay chung nhan dat Thyc hanh tot co s& phan phdi thudc,
8 BM 08 | nguyén liéu lam thudc theo Mau s6 06 quy dinh tai Phu luc IV

kém theo Thong tu s6 03/2018/TT-BYT

V. HO SO CAN LUU

STT | Mi hiéu Tén biéu miu

1 BM 01 |Mau Giay tiép nhan ho so va hen tra két qua.

2 BM 02 | Mau Phiéu yéu cau b6 sung, hoan thién ho so

3 BM 03 | Mau Phiéu tir chdi tiép nhan giai quyét ho so

A BM 04 HSNSO’ tong thé vé co s phan phoi thude, nguyén lidu lam thude
(Mau s0 05/GDP Thoéng tu so 03/2018/TT-BYT)
Tai liu k¥ thudt twong ing voi co so kinh doanh duge quy dinh

5 BMO05 | theo cac biéu mau twong ing qui dinh trong Théng tu vé “Thuc
hanh t6t”- Mau tham khao

6 BMog |Bién ban danh gia GDP (Mau s6 03/GDP Thong tu sb
03/2018/TT-BYT)

7 BM 07 Danh muc kiém tra “thyc hanh tot phan phdi thudc”(cdc muc

trong danh muc kiém tra nay dwoc tham chiéu trong phu luc I,
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thong tw 03/2018/TT-BYT va Nghi dinh 54/2017/ND-CP) (Mdu
tham khao)

Mau Giay chimg nhan dat Thye hanh tot co so phan phdi thudc,
8 BM 08 | nguyén li€u lam thuQc theo Mau s6 06 quy dinh tai Phu luc IV
kém theo Théng tur s6 03/2018/TT-BYT

9 Cac thanh phan hd so khac theo quy dinh hién hanh.
VL. CO SO PHAP LY
- Luét Duoc s6 105/2016/QH13 ngay ngay 06/04/2016.
- Nghi dinh s6 54/2017/ND-CP ngay 08/05/2017 Qui dinh chi tiét mot s6 diéu
va bién phap thi hanh Luat duoc.

- Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cia Chinh phu sira d6i, bd
sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan

ly nha nude cua Bo Y té.

- Théong tu s6 277/2016/TT-BTC ngay 14/11/2016 cua Bo Tai chinh quy dinh
muc thu, ché d6 thu, nop, quan 1y va st dung phi trong linh vuc dugc, m§ pham.

- Théong tu s6 03/2018/TT-BYT ngay 09/02/2018 ciia B6 Y té Quy dinh vé Thyc
hanh tot co s& phan phéi thude, nguyén liéu lam thude.

- Nghi dinh s6 61/2018/ND-CP ngay 23 thang 4 niam 2018 ciia Chinh phu vé
thye hién co ché mot cira, mot cira lién thong trong giai quyét thu tuc hanh chinh.

- Thong tu 01/2018/TT-VPCP ngay 23 thang 11 ndm 2018 cua Van phong
Chinh phi huéng dan thi hanh mét s6 quy dinh ctia Nghi dinh s6 61/2018/ND-CP
ngay 23 thang 4 nam 2018 cua Chinh phu vé thuc hién co ché mot ctra, mot cua lién
thong trong giai quyét tha tuc hanh chinh.
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02.GDP.SYT
CONG HOA XA HQI CHU NGHIA VIET NAM
Déc 1ap — Ty do — Hanh phic
DANH MUC TRANG THIET BI
Kinh giri: SO'Y TE TP. HO CHi MINH
- CosOr
- biachi:...................
- Dién tich: JRTTRTT m? ‘
- Cac trang thiét bi chuyén mén gom co:
STT Tén dung cu, thiét bi Don vi S6 lwong Tinh trang Ghi
chu
1.
2.
3.
4,
5.
6.
7.
8.
9.
10.
11.

Veé so do dwong di tir S6 Y 1é dén nha thuoc ‘
TP. Ho Chi Minh, ngay ... thang ... nam ...

Chu co sé&
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MAu s6 05/GDP: H6 so tong thé vé co sé phan phdi thudc, nguyén liéu 1am thude
HO SO TONG THE VE CO SO PHAN PHOI THUOC,
NGUYEN LIEU LAM THUOC
1.  Théng tin chung vé co sé phan phéi
1.1 Thong tin lién hé cta co s& phan phdi:

TencosO: ...
Diachi vanphong: ...............................
Sd dién thoai: ... Fax: ....................

Dia chi khobdoquan: ...............................

sodiénthoai: ............ ...

Giam doc: ... , sodiénthoai: .........................

Nguoi chiu trach nhiém chuyén moén: ................... ,sodiénthoai: ......................

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

Gidy chiing nhan dang ky kinh doanh s6: ........................

Giéy ching nhan du diéu kién kinh doanh duoc s&: ........................

Cdc hoat dong phdn phoi thude, nguyén liéu lam thuéc dwoc cdp phép tai dia chi trén:
Danh muc cac loai san pham phén phéi (Pinh kém)

Danh muc cac dot kiém tra GDP duoc tién hanh tai co s&, bao gdm thong tin vé ngay thang,

tén clia co quan co thim quyén thyc hién viéc kiém tra: (Pinh kém)

Ban sao Gidy ching nhan dang ky kinh doanh, gidy chung nhan du diéu kién kinh doanh

thudc (Pinh kem)

2.

Ban sao Gidy ching nhan GDP (Dinh kém)

Nhan su:

So d6 nhan sy cua co s¢ (Pinh kém)

Danh sach nhan su cua co s¢ (Pinh kem)

Kho bao quan:

So dd vi tri dia ly cta kho bao quan thudc trong mit bang tong thé cta co sd (Pinh kém)

Ban vé thiét ké kho va cac khu vuc bao quan cho cac san pham khac nhau, cac khu vuc biét

.. (Pinh kem)

Céac diéukiénbaoquancuthé: ..........................................

Danh muc thiét bi bao quan, phwong tién van chuyén:
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- Danh muc thiét bi chinh st dung dé bao quan, van chuyén, thoi han kiém dinh thiét bi (Dinh
kem)

5. HO so tai liéu:

- Cong ty luu giti: 01 ban chinh cac Quy trinh thao tac chuan va file trén may tinh, ban photo
cac Nghi dinh, thong tu va ban Pdf trén may tinh

- Danh muc cac quy dinh, ho so, tai liéu lién quan dén hoat dong phan phéi thube, nguyén lidu
lam thube (Dinh kém)

- Danh muc cic quy trinh thao tac chudn thuc hién viéc phan phdi thude/nguyén liéu lam
thudc (Pinh kem)

6.  Tuw thanh tra:

- Hé thong ty thanh tra ciia co so: Doan ty thanh tra GDP do Giam dc Cong ty ra quyét dinh
thanh 1ap hang ndm bao gém: Trudng ban: Giam déc; Thanh vién: Duoc si phu trach chuyén mén;
Thu ky: Thu kho

- Két qua tu thanh tra: Bién ban kiém tra GDP nim ..... (Pinh kém)

Ngay ..... thang ..... nam
Lanh dao co s&
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MAu s6 03/GDP: Bién ban danh gia GDP

UY BAN NHAN DAN CONG HOA XA HQI CHU NGHIA VIET NAM
T]NH Doc lap - Ty do - Hanh phuc
SOYTE.. e
SO: Lo ,ngay... ... thang ... ndm 20 .......
BIEN BAN PANH GIA

"Thye hanh t6t Phan phéi thudc, nguyén liéu 1am thudc"

Can ct Quyét dinh sb ........ ngay ......... CUA.....oovviiiiieiie vé viéc thanh 1ap doan kiém tra trién
khai ap dung céc tiéu chuan "Thuc hanh t6t phan phdi thude, nguyén liéu lam thuoc" cia, thanh
phan doan danh gia gom:

Lo - Trudng doan.
TN UUUURUURRUR - Thu ky
3 -

Tén co so:

- Pia chi:

-Tén nguoi dai dién phap luat va tén nguoi chiu trach nhiém chuyén mén

- Ban ding ky danh gia dé ngay .............. CUR ..ot
- Ngay tién hanh danh GIA .........ocoooiviioeeeoe e,

- Noi dung danh gia: viéc trién khai ap dung cac tiéu chuan "Thyuc hanh tét phan phdi thude, nguyén
liéu lam thudc" cta BO Y té

- Tiep doan co:

I/ Mot s6 y kién cua doan kiém tra:

Sau khi tham dinh ho so, nghe bao céo ciia Cong ty va tién hanh kiém tra thuc té, Poan danh gia co
mot sO y kién sau:

A. Uu diém:
1. TO ChUC VA QUAN 1Y oo,

2 N A S oo
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5. Phuong tién van chuyén va trang TRt DI
6. Bao bl va nhan 1180 Dao DI ..o

7. Glaohang va gUim hang: ...

O HO SO T LIBU. oo
10. Bong gbi lai vadan nhan lai: ...

L1 KU NI oo

17. Tu kiém tra:

B. Ton tai:

. Tham xép
STT Ton tai i
chiéu loai

1.1.

1.2.

2.1

22

I/ Két luan:
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I/ Y kién cua Co s
Bién ban duoc théng nhét gitta Poan kiém tra va CONG Y .....oovovveoeeeeeeeeeeeeee.

Bién ban nay duoc lam thanh hai ban, kem theo ban Danh muc danh gia. Cong ty gilt mot ban, So

Y té gilt mot ban./.

Truong Doan danh gia Thu ky Lanh dao co sé
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01.GDP.SYT (1)
CONG HOA XA HQI CHU NGHIA VIET NAM
TEN CO SO Poc lap - Tw do - Hanh phic

BAN KE KHAI DANH SACH NHAN SU VA BANG CAP CHUYEN MON

Coso kinhdoanh: .....................
Hoténchl co SO ..o oo, SO CCHND:

Pia diém kinh doanh: ...

Biénthoal : ... ... .

Pham vi kinh doanh: ... ... .. .
Namsinh | pjachi | Trinhdo | Namtot | Congvige
STT | Hovatén [am [ Ng | thuong | chuyen | €ME | dugc phan
trd/tam tra mon Noi cép b éng cong
1
2
3

TP. Ho Chi Minh, ngay .... thang .... nam .....
Cht co s6 cam doan khai ding su that

Dai dién theo Gy quyén



TEN CO SO

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phic

SO PO TO CHUC NHAN SU

Giam doc

Phu trach chuyén mén

01.GDP.SYT (2)

l DSTH: oo

Thua Kho

91

TC0T1-S1 Ae3N/S9+79 9S/0Vd DNOD

iV



Nhan vién giao hang

DSTH: oo

TP. H6 Chi Minh, ngay ... thang .. nim ...

Chi co' sé cam doan khai dung sy that

LT

TC0T1-S1 Ae3N/S9+79 9S/0Vd DNOD

iV
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SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
S6:.../GDP Doc lap - Tw do - Hanh phic

GIAY CHUNG NHAN PAT “THU'C HANH TOT PHAN PHOI THUOC, NGUYEN LIEU
LAM THUOC”

GOOD DISTRIBUTION PRACTICES (GDP)
GIAM POC SO Y TE CHUNG NHAN

Co so:

Tru sé:

Pat “Thuwc hanh tét phin phdi thudc, nguyén liéu lam thudc” (GDP)
Tai dia chi:

Nguoi chiu trach nhiém chuyén mon:

Pham vi:

Gidy chiing nhan nay co gia tri ba nam ké t ngay ky. . ,ngay thang  nam
Lanh dao co s&

(Ky, ghi r3 ho tén, dong dau)



CONG BAO/SH 64+65/Ngay 15-4-2022

19

QUY TRINH 07

Cho phép mua thudc giy nghién, thuéc hwéng than, thudc tién chit, thudc dang

phdi hop c6 chira tién chit thudc thim quyén cia S¢' Y té

(Ban hanh kém theo Quyét dinh s6 940/0OP-UBND ngay 31 thang 3 nam 2022 cia
Chii tich Uy ban nhdn dén thanh phd)

I. THANH PHAN HO SO

STT Tén ho so S6 lwong | Ghi cha
bon hang mua thuéc gay nghién, thudc huodng
01 |than, thudc tién chat, thudc dang phdi hop co 03 Ban chinh
chira tién chat (theo mau).
Van ban giai thich 6 ly do khi sérlu’o’ng thude dé
02 | nghi mua vuot qua 150% so vdi s6 lwong sir dung 01 Ban chinh

lan trude.

I1.

NOI TIEP NHAN, TRA KET QUA, THOI GIAN VA LE PHi

Noi tiép nhén va tra két qua

Thoi gian xir ly

Lé phi

B6 phan Mot ctra - SGNY té
TPHCM, dia chi: 59 Nguyén Thi
Minh Khai, Phuong Bén Thanh,

Quéan 1, Hb Chi Minh lam viéc).

15 ngay lam viéc ke tir ngay nhan du | Khong
hd so hop 1¢ (Rut ngan thot gian giai
quyét tir 30 ngay xudng con 15 ngay

III. TRINH TU XU LY CONG VIEC

Buoe | Noidung | Trach o Ho P
cong A A ‘n Thoi gian | so/Biéu Dién giai
. n cong viec nhiém p
viéc mau
T6 chfrc, ca nhén chuan
Nop hd | Tb chirc, ca Theo Muc b1 day‘ du h? S0 Athef?
B1 o nhan I quy dinh nop vé€ bo
Gi0 hanh phém mot cua cua S6 Y
chinh teé
Tiép | Bophan -BMO1 |- Nhin ho so d¢ nghi
n Mot cir i mua thuqc va kiém tra
nhan oteua BMOZ | hanh phan hd so theo
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Buwéc
cong
viéc

N¢i dung
cong viéc

Trach
nhiém

Thoi gian

Ho
so/Biéu
mau

Dién giai

HS

-BM 03

- Theo
Muc I

dung quy dinh (03 ban
don hang mua thudc
ban chinh ¢ cung sb
don hang, cung noi
dung va van ban giai
trinh néu co);

- Trudong hop ho so day
da va hop 1¢, viét Phiéu
tiép nhan hd so va hen
tra két qua (néu hd so
dugc ndp truc tiép)
theo BM 01 trao cho
ngudi nop hd so.

- Chuyén ho so dé nghj
mua thuéc dén Phong
Nghiép vu Duoc.

- Truong hop hd so
chua dﬁy du hoac chua
hop 1€, chuyén vién
huéng dan ngudi nop
hd so bo sung, hoan
thién hd so theo BM
02.

- Truong hop tir choi
tiép nhan hd so: Lap
Phiéu tir chdi tiép nhan
giai quyét hd so theo
BM 03.

B2

Ch}lyén
ho so

B0 phén
Mot cua

01 ngay
lam viéc

- Theo
Muc I

-BM 01

Chuyén hd so cho
Phong Nghiép vu Duoc

B3

Phin
cong thu
1y ho so

Lanh dao
phong
Nghi€p vu
Duoc

03 ngay
lam viéc

Theo Muc
I

Phan céng chuyén vién
thu 1y hd so theo cac
quy dinh vé phan cong
xtr 1y ho so ciia phong.

B4

Thim ‘
dinh  hd

Chuyén
vién phong
Nghiép vu

07 ngay
lam viéc

- Theo Muc
I

- Ra soat sd lidu phﬁn
bao cao ky trudc (can
ctr vao nhirng dot duyét
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Buwéc
cong
viéc

N¢i dung
cong viéc

Trach
nhiém

Thoi gian

Ho
so/Biéu
mau

Dién giai

SO’

Duoc

- Pon hang
mua thubc
hoac

- hodac Van
ban dé nghi
bo sung hd
so hoac

- hodac Van
ban tir chdi

trude) trong ho so de
nghi mua thuéc cua don
V1.

a. Truong hop hé so
dat yéu cdu:

Ghi s6 lwong duoc
duyét trén don hang
mua thuéc bang chir
vao cOt duyét va ky tat
vao don hang va trinh
Lanh dao phong xem
x¢t, phé duyét.

b. Truong hop hé so
cdn bo sung:

Du thao van ban dé
nghi bo sung hd so. Ghi
16 noi dung can bo sung
kém theo can cur phap
ly va ky tit vao van
ban.

c. Truong hop tir chéi
hé so:

Dy thao van ban tu
chdi duyét don hang
mua thudc va néu rd ly
do khong duyét dwa
trén can cu phap ly cu
thé va ky tit vao van
ban.

Chuyén ho so cho Lanh
dao phong xem xé&t, phé
duyét.

BS

Xem xét
va trinh
ky

Lanh
phong
Nghiép wvu
Dugc

dao

03 ngay
lam viéc

- HO so
trinh

- Néu khong dong y véi
nodi dung van ban: Lanh
dao phong ghi y kién va
chuyén tra ho so cho
chuyén vién thuc hién.

- Néu dong y voi noi
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Buoe | Noidung |  Trach o Ho, P
cong A A ‘n Thoi gian | so/Biéu Dién giai
. n cong viec nhiém p
viéc mau
dung van ban: Lanh
dao phong ky xac nhan
va chuyén ho so cho
van thu cap so, dong
dau.
- Cap s6 va dong dau
Phit 01 ngi Ho so da | van ban;
B6 | hanh van Van thu lam \%ié}(]: duoc phé | - Scan van ban ket qua;
ban ' duyét |- Chuyén két qua cho
B6 phan mét ctra
- Tra két qua cho tb
churc, ca nhan:
+ 01 ban cho B6 phan
M6ét ctra tra cho nguoi
Tra két| Bo phan| Theo gi4 dan;
ra e 0 phan €o giay X o , .
B7 qui Mot cira hen Két qua + .91 ban cho phong
nghiép vu Duoc luu
trir;
+ 01 ban cho bd phan
van thu lvu trit cua S&
lwru tri.
4. BIEU MAU
Cac biéu mau str dung tai cac budc cong viéc:
STT | M3 hiéu Tén biéu miu
BM 01 |Mau Gidy tiép nhan ho so va hen tra két qua.
2 | BMO02 |Mau Phiéu yéu cau bo sung, hoan thién ho so
BM 03 | Mau Phiéu tir chéi tiép nhan giai quyét ho so
Pon hang mua thuéq gay nghién, thuéc hudng th:?m, thuéc tién
chét, thude dang phoi hop c6 chira tién chat (Mau s6 19, Phu
4 BM 04 | luc II dwgce ban hanh kém theo Nghi dinh s6 54,/2017/N,D-(;P
ngay 08/5/2017 ctua Chinh phu Quy dinh chi tiét mét s6 diéu
va bién phap thi hanh Luat duoc)
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5.HO SO CAN LUU
STT | M3 hiéu Tén biéu miu

1 BM 01 |Mau Gidy tiép nhan ho so va hen tra két qua.

2 BM 02 | Mau Phiéu yéu cau bo sung, hoan thién ho so

3 BM 03 | Mau Phiéu tir chéi tiép nhan giai quyét ho so

Pon hang mua thudc gay nghién, thuéc hudéng than, thude tién
chat, thudc dang phdi hop co chira tién chat (Mau s6 19, Phy
4 BM 04 |luc II duoc ban hanh kém theo Nghi dinh s6 54/2017/ND-CP
ngay 08/5/2017 cta Chinh phu Quy dinh chi tiét mot s6 diéu
va bién phap thi hanh Luat duoc)

5 /] Céc thanh phan ho so khac theo quy dinh hién hanh.

6. CO SO PHAP LY

- Luat duoe s6 105/2016/QH13 ngay 06/4/2016 do Qudc Hoi ban hanh.

- Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phi Quy dinh chi tiét
mot s6 diéu va bién phap thi hanh Luat duoc.

- Nghi dinh s6 155/2017/ND-CP ngay 12/11/2018 ctia Chinh phu Nghi dinh
155/2018/ND-CP Sira d6i, bd sung mdt sé6 quy dinh lién quan dén diéu kién dau tu
kinh doanh thudc pham vi quan 1y nha nude cua BO Y té

- Thong tu s6 20/2017/TT-BYT ngay 10/5/2017 cua Bo truong Bo Y té Quy
dinh chi tiét mot s6 diéu cia Luat duge va Nghi dinh s6 54/2017/ND-CP ngay 08
thang 5 nam 2017 cua Chinh phu vé thudc va nguyén liéu lam thudc phai kiém soat
dac biét.

- Quyét dinh s6 3021/QD-SYT ngay 9 thang 5 nam 2017 ctia Giam doc SO Y té
ban hanh Quy dinh ty quyén va ky thira Gy quyén cua Giam déc S¢ Y té d6i véi
Trudng phong chuyén mon.

- Nghi dinh s6 61/2018/ND-CP ngay 23 thang 4 nim 2018 cua Chinh phi veé
thuc hién co ché mot ctra, mot cira lién thong trong giai quyét tha tuc hanh chinh.

- Théng tu 01/2018/TT-VPCP ngay 23 thang 11 nam 2018 cia Van phong
Chinh phu huéng dan thi hanh mét sé quy dinh cia Nghi dinh s6 61/2018/ND-CP
ngay 23 thang 4 nam 2018 cua Chinh phu vé thue hién co ché mot ctra, mot cua lién
thong trong giai quyét thii tuc hanh chinh./.



BM04
Tén co sé:
So:
PON HANG MUA THUOC GAY NGHIEN, THUOC HUONG THAN, 'THU()C TIEN CHAT, THUOC DANG PHOI HQP
CO CHUA TIEN CHAT
Kinh gtri: S¢ Y té TP. H6 Chi Minh
Tén thudc, Phan bao cdo ky truée (Tir ngdy....dén ngdy......)
dang bao ché | Pon - - So lugng
TT | nong d§/ ham vi Sg lugng | SO lu;(.)'ng Téng | Téng s xuét | Tén kho mua/nh.u’(.)'ng Duyét | Ghi cha
lwgng, quy tinh | ton kho nhap £ . PO lai
, > . . , . i} trong ky cuoi ky
cach dong goi ky truwée | trong ky
(D 2 3) 4) ) (6) (7) ®) ©) (10) (11)
Noinhdn: ,ngay thang nam S6:..........ngay ... thang.....ndm......
- Nhu trén; Nguwoi lap Nguwdi dai dién phap Chép thuan cia co quan quan 1y:

- Luu tai co so.

ludit/Ngudi dwoc ity quyén

(Ky,ghi v0 ho tén, chirc danh

dong dau (néu cd))

Pon hang nay gom....trang.....khoan
DPugc mua tai cong ty.................
Pon hang ndy c6 gia tri mot nam ké tir ngay ky ban hanh
Co quan chip thuin
(Ky tén, dong dau)

104

TC0T1-S1 Ae3N/S9+79 9S/0Vd DNOD

iV



- Pon hang nay ap dung cho céac co so kinh doanh thudc gy nghién, thuéc huéng than, thude tién chat, nguyén liéu lam thude 13 duoc
chat gay nghién, duoc chat huéng than, tién chat dung lam thude. Pdi véi cac co sd kham chita bénh thuc hién theo két qua trang thau

thudc.

- Pon hang lam thanh 3 ban (co s& luu 1 ban, noi ban 1 ban, co quan chap thudn lvu 1 ban).

4

TC0T1-S1 Ae3N/S9+79 9S/0Vd DNOQD

iV
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QUY TRINH 08

Cép sb tiép nhan Phiéu cong bd sin pham my phim san xuit trong nwéc
(Ban hanh kém theo Quyét dinh s6 940/0D-UBND ngay 31 thdng 3 ndm 2022
ctia Chui tich Uy ban nhdn ddn thanh pho)

I. THANH PHAN HO SO

STT Tén h so 50 | Ghi chi
luwgng

01 |Phiéu cong bé san pham m¥y pham (theo mau) 02 Ban chinh
Giay uy quyén cia nha san xuat hodc chu sé hiru
san pham uy quyén cho t6 chtrc, ca nhan chiu trach Ban chinh
nhiém dwa san pham ra thi truong duoc phan phoi hodc ban

02 |san pham m¥y pham tai Viét Nam (ap dung doi véi 02 sao co
m¥y pham san xuat trong nudc ma td chirc, ca nhan ching
chiu trach nhiém dua san pham ra thi truong khong thure
phai 1a nha san xuat)

I1. NOI TIEP NHAN, TRA KET QUA, THOI GIAN VA LE PHi

Noi tiép nhin va tra két qua

Thoi gian xir ly

Lé phi

Bo phan Mét ctra - S6 Y té€
TPHCM, dia chi: 59 Nguyén
Thi Minh Khai, Phuong Bén
Thanh, Quén 1, H5 Chi Minh

+ 03 ngay lam viéc ké tir ngay
nhan duge ho so cong bd hop
1¢ va phi cong bo theo ‘quy dinh
(ddi voi trudomg hop cap sb tiép
nhan);

+ 05 ngay lam viéc ke tur ngay
nhan duwoc hé so cong bd va
phi cong bé theo quy dlnh (d01
voi truong hop chua cap so tiép
nhan)

500.000d6ng/

01 Phiéu cong

bo san pham
my pham




CONG BAO/SH 64+65/Ngay 15-4-2022

27

III. TRINH TU XU LY CONG VIEC
Buge | Noidung | Trich | Thoi | Hb so/Bidu
cong N on . 3 x Dién giai
o n cong viec nhi¢m gian mau
viéc
C4a nhan chuan bi
Bl A > @R
| Canhan, | Giohanh Gy du ho 5g fheo
Nop ho so 2 , Theo Muc I | quy dinh nop vé Bo
: td chire chinh : o i
phan Mot cra cua
S& Y te
Nhin hé so yél kjém
tra thanh phan ho so
theo ding quy dinh;
- Trwong hop ho so
day du va hop 1€, in
phiéu ti€p nhan ho
so theo BM 01 trao
cho nguoi nop ho
Chuve -BM 01 SO
. uyen -BM 02 ‘ 5
Tiep nhian | vién ticp ) Truorn;g hQP ho SO
: A 1A - BM 03 chra day da hoac
HS nhan ho R R
SO - Theo Muc | chua hop 1¢, chuyén
I vién huéng  dan
nguol ndp hd so b@
sung, hoan thién ho
so theo BM 02.
- Truwong hop tur
choi tiép phém ho S0
Lép Phicu tr choi
tiép nhan giai quyet
ho so theo BM 03.
Chuyén ho so cho
. - Theo M
B Chuyén Bo phan | 0.5 ngay e? B Lanh dao phong
ho so Mot cira | lam viéc Quan ly Dich vu Y
-BM 01 té
[ o phon
Phin cong| phong . Thanh phan Pl £ Y
, . 5. | 0,5ngay 3 vién thu ly ho so
B3 |thuly Quan ly — R ho so theo . : A
) lam viéc theo cac quy dinh vé
dichvuy muc | R 1, A
& phan cong xir ly ho
so cua phong
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Budce | Nsidung | Trich | Thoi | Hb so/Bibu
cong N o n on . x Dién giai
‘n cong viec nhi¢m gian mau
viéc
A. Trwong hop ho so dat yéu ciu:
Chuva o - Lap phiéu tham
wyell Phiéu thim | xét.
- vién 4 hA 2 TN,
Thu ly ho phong 01 ngay xét h? SO Chuygn toa}n bo ‘}}0
B4 SO’ o s oA - Thanh so (dinh kem phicu
quan ly | lam viéc N PPN N
dich vu y phan h6 so | tham xét) trinh Lanh
e theo Muc I | dao phong Quan ly
dich vu y t€ xem x&t.
- Néu dong y vai y
kién cua CV:
Lanh dao phbng
Quan ly dich vu y t&
ky vao phi€u tham
. xét, chuyén cho bd
Lanh dao Lanl} dao phan Van thu - Van
phong xem phong 0,5 ngay | ;2 phong S&
B5S | L&t két qua Quan ly 1" .~ | HO so trinh y A N
WA gich vy | 1M viee - Néu khong dong
té y volr y kién cua
chuyén vién: Lanh
dao phong Quan ly
dich vu y t€ ghi y
kién, chuyén tra
chuyén vién thuc
hién lai.
Nhan két qua tham
x¢ét tor phong Quan
s . ly dich :
Phithanh | Vanthe | | Hésoda [0
B6 | vanban | van | 28| qugcphe |Cho o, dong day
phong S& am vige duyét vao phxleu cong Po
san pham my pham
va chuyén cho B0
phan Mot ctra.
B6 phan - Tra két qua cho tb
Tra két | Mot cua Theo v chirc/ca nhan.
B7 " 4 Két qua N <
qua gidy hen - Luu hod so, thong
ké, theo doi
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Bube | \sidung | Trach | Thoi | Hb so/Bidu
cong N o n on . x Dién giai
‘n cong viec nhi¢m gian mau
viéc
B. Truong hop hé so khong dat yéu cu:
Lap du thao van ban
yéu cau bod sung;
- Chl}yén - Thanh Chuyéfl toan bd ~h6
. vién phin hé so so giay cho Lanh
Thu ly ho phong . dao phong Quan ly
. | 2,5ngay | theoMucl | PR
B4 SO’ quan ly lam viee Vin b? dich vu y té€ va
dich vu y - S {“)2 chuyén hd so (dinh
té yeucau bo ey du thao van
sung ban) cho Trudng
phong Quan ly dich
vu y t€ xem x¢&t.
- Néu dong y vai y
kién cua chuyén
vién: Ky vao phiéu
tham xét va Trudng
phong Quan ly dich
vu y té ky ban du
Lanh d thao van ban tra 101;
Lanh dao ?)EOngO chuyen ho so va van
ph(‘)ng xem g 01 ngay N . ban tra lo1 cho To6
B> Iyt kétqua | QU ya vise | HOSOtN ) vy thy
dichvuy £ R A ,
& - Neu khong dong y
volr y kién cua
chuyén vién: Lanh
dao phong phong
Quan ly dich vuy _j[é
ght y kién, chuyén
tra chuyén vién thuc
hién lai.
Cho sO, déng dau
Phat hanh Vanvthu 0.5 ngdy Ho so da} vago du t‘hao Vaxn ba}n
B6 in ban Van 1am viee dugc phé | tra 161 va chuyén van
van ba phong S& ' duyét ban tra 101 cho B
phan Mot ctra.
. «, | Bophan - Tra két qua cho to
B7 Trz} ke Mot cuira Iheo Két qua chtrc/ca nhan.
qua gidy hen N .
- Luu ho so, thong
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Buoéc . . p A -2

A NOi dung Trach Thoi Ho6 so/Biéu K .
cong N . & on . x Dién giai
viée cong viéc nhiém gian mau

ké, theo doi

Truong hop nhdn HS bé sung: Néu Dat sé Cdp phiéu cong bo san phdm my U phdm
cho cd nhdn, 16 chitc. Néu vdn chira dat: thuec hién van ban tir choi giai quyét.

4. BIEU MAU

Cac bi€u mau sur dung tai cac budc cong viée:

STT | M3 hiéu Tén biéu miu
1 | BMO01 |Mau Giay tiép nhan ho so va hen tra két qua.

2 BM 02 | Mau Phiéu yéu cau bo sung, hoan thién ho so

BM 03 | Mau Phiéu tir chéi tiép nhan giai quyét ho so

4 BM 04 | Phiéu cong b6 san pham my pham

5. HO SO CAN LUU
STT | M3 hiéu Tén biéu miu
1 BM 01 |Mau Giay tiép nhan ho so va hen tra két qua.

2 BM 02 | Mau Phiéu yéu cau bo sung, hoan thién ho so
3 BM 03 | Mau Phiéu tir chéi tiép nhan giai quyét ho so
4 BM 04 | Phiéu cong b6 san pham my pham
5 // Cac thanh phan ho so khac theo quy dinh hién hanh.
6 // Phiéu tham xét hd so cong bo san pham my pham
6. CO SO PHAP LY

- Nghi dinh 93/2016/ND-CP ngay 01/7/2016 cia Chinh phu quy dinh vé diéu
kién san xuat m§ pham

- Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cia B6 Y Té Quy dinh vé
quan ly my pham

- Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cta Chinh phu sira doi, bo
sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan
1y nha nude cua Bo Y té.

- Thong tu s6 277/2016/TT-BTC ngay 14/11/2016 ciua Bo Tai chinh quy dinh
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muec thu, ché d6 thu, nop, quan 1y va st dung phi trong linh vic degce, my pham.

- Nghi dinh s6 61/2018/ND-CP ngay 23 thang 4 nim 2018 cua Chinh phi veé
thuc hién co ché mot ctra, mot cira lién thong trong giai quyét tha tuc hanh chinh.

- Théng tu 01/2018/TT-VPCP ngay 23 thang 11 nam 2018 cia Van phong
Chinh phu huéng dan thi hanh mét sé quy dinh cia Nghi dinh s6 61/2018/ND-CP
ngay 23 thang 4 nam 2018 cua Chinh phu vé thue hién co ché mot ctra, mot cua lién
thong trong giai quyét thu tuc hanh chinh.
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PHU LUC1
(Ban hamh kém theo Thong twso  /2020/TT-BYT ngay /12/2020 ciia Bé truong Bo Y té)

MAU PHIEU CONG BO SAN PHAM MY PHAM

Phu luc s6 01-MP

PHAN DANH CHO CO QUAN QUAN LY (FOR OFFICIAL USE)

Ngay cdp sé tiép nhan (Date acknowledged):
Sé tiép nhan Phiéu cong bo (Product Notification No):

Phiéu cong bé co gid tri 05 naim ké tir ngay cdp.

PHIEU CONG BO SAN PHAM MY PHAM
TEMPLATE FOR NOTIFICATION OF COSMETIC PRODUCT

M Danh dau vao 6 thich hop (Tick where applicable)
THONG TIN SAN PHAM

PARTICULARS OF PRODUCT

1. Tén nhan hang va tén san pham (Name of brand & product):
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1.1. Nhan hang (Brand)

1.2. Tén san pham (Product Name)

1.3. Danh sach cac dang hoac mau (List of Variants or Shade). Tén (Names)

2. Dang san pham (Product type(s))

O Kem, nhil twong, sita, gel hodc dau dung trén da (tay, mit, chan, ....)
Creams, emulsions, lotions, gels and oils for skin (hands, face, feet, etc)

0 Mt na (chi trir san pham lam bong da ngudn gdc hoa hoc)
Face masks (with the exception of chemical peeling products)

O Chat phu mau (I6ng, nhio, bot)
Tinted bases (liquids, pastes, powders)

O Phin trang diém, phén dung sau khi tém, bot vé sinh, . ...
Make-up powders, after-bath powder, hygienic powders, etc.

O Xa phong rira tay, xa phong khir mui, ... ..
Toilet soaps, deodorant soaps, etc

O Nudc hoa, nudc thom dung vé sinh,. ...
Perfumes, toilet waters and eau de Cologne

0 San pham dé tam (mudi, sita, xa phong, dau, gel,....)
Bath or shower preparations (salts, lotions, foams, soaps, oils. gels, etc)

O San pham tay long
Depilatories

O San pham khir mui va chéng mui (giam mui mo hoi)
Deodorants and anti-perspirants

[0 San pham cham soc toc (Dé nghi danh dau vao dang san pham cu thé bén dudi)
Hair care products (Please stick on specific product type below)
O Nhudm va tdy mau toc
Hair tints and bleaches

O Ubn toc, dudi toc, gilt nép toc
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Products for waving, straightening and fixing
O Cac san phém dinh dang toc
Setting products
O San pham lam sach (sita, bot, dau goi)
Cleansing products (lotions, powders, shampoos)
O San pham dudng toc (sita, kem, dau)
Conditioning products (lotions, creams, oils)
[0 Cac san pham tao kiéu toc (sira, keo xit toc, sap)
Hairdressing products (lotions, lacquers, brilliantines)
0 San pham dung cho cao rau hoic sau khi cao rdu (kem, xa phong, sita,....)
Shaving product (creams, foams, lotions, etc)

O San pham trang diém va tay trang dung cho mat va mat
Products for making-up and removing make-up from the face and the eyes

O San pham dung cho méi
Products intended for application to the lips

O San pham chim soc rang va miéng
Products for care of the teeth and the mouth

O San pham dung dé cham soc va trang diém cho mong tay, mong chan
Products for nail care and make-up

O San pham dung dé vé sinh co quan sinh duc ngoai
Products for external intimate hygiene

O San pham chong ning
Sunbathing products

O San pham lam sam da ma khong can tim ning
Products for tanning without sun

O San pham lam tring da
Skin whitening products

O San pham chong nhin da
Anti-wrinkle products

O San pham khac (dé nghi ghi rd)
Others (please specify)

3. Muc dich st dung (Intended use)

4. Dang trinh bay (Product presentation(s))
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O Dang don 1€ (Single product)

O Mot nhém cac mau (Arange of colours)

O Béng cac mau trong mot dang san pham (Palette(s) in a range of one product type)

O Cac san pham phdi hop trong mét bd san pham (Combination products in a single kit)

O Cac dang khac (dé nghi ghi r3). Others (please specify)

THONG TIN VE CONG TY SAN XUAT/PONG GOI/XUAT KHAU
PARTICULARS OF MANUFACTURER(S)/ASSEMBLER(S)/EXPORTER

5. Tén cong ty san xuat (Name of manufacturer) (Liét ké tat ca cac cong ty san xuit, trong
truong hop nhiéu cong ty tham gia vao qua trinh ché bién san pham)

Dia chi cong ty san xuat (Nudc san xuat) (Address of manufacturer (state country)):

Country

Tel: Fax:

6. Tén cong ty dong goi (Dé nghi danh ddu vao muc thich hop. C6 thé danh dau nhiéu hon 01
0) (Name of assembler (Please tick accordingly. May tick more than one box)):

O Pong goi chinh O Pong goi thu cap

Primary assembler Secondary assembler

Dia chi cua cong ty dong go6i(Address of assembler (state country)):
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Country

Tel: Fax:

7. Tén nudc xuit khau (Dé nghi danh diu vao muc thich hop. Chi 4p dung ddi véi san phém
m¥ pham nhap khau) (Name of exporting country (Please tick accordingly. Only apply to imported
cosmetic products)):

Country

San pham m§ pham duoc luu hanh tu do tai (Cosmetic product(s) are free sold in):

- Nudc xuat khau (Exporting country): O
- Nudc san xudt (Manufacturing country) O

THONG TIN VE TO CHUC, CA NHAN CHIU TRACH NHIEM
PUA SAN PHAM MY PHAM RA THI TRUONG

PARTICULARS OF LOCAL COMPANY RESPONSIBLE FOR PLACING THE
COSMETIC PRODUCT IN THE MARKET

8. Tén cong ty (Name of company):

Dia chi cong ty (Address of company):

Tel: Fax:

S6 gidy phép kinh doanh/Sé gidy phép hoat dong

Business Registration Number/License to Operate Number
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THONG TIN VE NGUOT PAI DIEN THEOQ PHAP LUAT CUA CONG TY
PARTICULARS OF PERSON REPRESENTING THE LOCAL COMPANY

9. Ho va tén (Name of person):

Tel: Email:

Chtrc vu & cong ty (Designation in the company):

THONG TIN VE CONG TY NHAP KHAU
PARTICULARS OF IMPORTER

10.Tén cong ty nhap khau (Name of importer):

Dia chi cong ty nhap khau (Address of importer):

Tel: Fax:

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

11. Pé nghi kiém tra 6 sau ddy (Please check the following boxes):

O T6i da kiém tra ban stra d6i tir Phu luc 1T dén Phu luc VII clia danh muc céac thanh phén my
pham ASEAN nhu duoc cdng bd trén ban stra d6i gan diy nhat cua Hiép dinh my pham ASEAN.
Téi xin xac nhan rang san pham duoc dé cap dén trong ban coéng bd nay khong chira bt cir mot
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thanh phan bi cdm nao va ciing tuan thu voéi danh muc han ché va cac diéu kién quy dinh trong cac
phu luc.

I have examined the latest revisions of the Annexes II to VII of the ASEAN Cosmetic
Ingredient Listing as published in the latest amendment of the ASEAN Cosmetic Directive and
confirmed that the product in this notification does not contain any prohibited substances and is in
compliance with the restrictions and conditions stipulated in the Annexes.

[0 T6i dam nhan trach nhiém tra 10i va hop tac toan dién voi co quan c6 tham quyén vé bat ky
hoat dong ki€ém soat sau khi ban hang khi ¢6 yéu cau béi co quan c6 tham quyén.

I undertake to respond to and cooperate fully with the regulatory authority with regard to any
subsequent post-marketing activity initiated by the authority.

Danh sach thanh phan diy di (Product full ingredient list)

(Yéu cau ghi day du danh sach tat ca cac thanh phan va ti 18 % cua nhitng chat ¢ giéi han vé ndng
dd, ham lugng st dung trong m§ pham - To submit ingredient list with percentages of restricted
ingredients)

Tén day du thanh phan (tén danh phap | Tilé % cua cac chit co Ghi cha
qudc té hodc tén khoa hoc chuan da duoc | gidi han vé ndng do, ham
cong nhan) luong
No
Full Ingredient name (use INCI or | (Percentage of restricted
approved  nomenclature in  standard ingredients)
references)
1
2
3
4
5
6
7
8
9
CAM KET (DECLARATION)

1. Thay mit cho cong ty, tdi xin cam két san pham duoc dé cip trong Phiéu cong bd nay dat
duoc tat ca cac yéu cu cla Hiép dinh m§ pham ASEAN va cac phu luc kem theo.

I hereby declare on behalf of my company that the product in the notification meets all the
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requirements of the ASEAN Cosmetic Directive, its Annexes and Appendices.

2. T&i xin chiu trach nhiém tuin thu cac diéu khoan sau day (I undertake to abide by the
following conditions):

i. Pam bao co san dé cung cip cac thong tin k§ thuat va tinh an toan khi co quan c6 tham
quyeén yéu cau va c6 day dua ho so vé cac san pham da duoc phan phoi dé bao cao trong truong hop
san pham phai thu hoi.

Ensure that the product’s technical and safety information is made readily available to the
regulatory authority concerned (“the Authority”) and to keep records of the distribution of the
products for product recall purposes;

ii. Phai théng bao ngay cho co quan c6 thdm quyén vé cac tac dung phu nghiém trong' cua
san pham gay chét ngudi hodc de doa tinh mang bang dién thoai, fax, thu dién t& hodc van ban
trong thoi han 07 ngay ké tir ngay biét thong tin.

Notify the Authority of fatal or life threatening serious adverse event' as soon as possible by
telephone, facsimile transmission, email or in writing, and in any case, no later than 7 calendar
days after first knowledge;

iii. Phai hoan thanh bao c4o tac dung phu cia san phdm (theo mau quy dinh)® trong thoi han
08 ngay lam viéc ké tir ngay thong bao cho co quan c6 tham quyén vé nhiing tac dung phu nghiém
trong nhu dd néu trong muc 2 ii ndi trén va cung cip bt ctr thong tin ndo theo yéu ciu cia co quan
c¢6 tham quyén.

Complete the Adverse Cosmetic Event Report Form® within 8 calendar days from the date of
my notification to the Authority in para 2 ii. above, and to provide any other information as may be
requested by the Authority;

iv. Thong bao ngay cho co quan c6 thAm quyén vé cac tac dung phu nghiém trong cta san
pham nhung khéng gdy chét ngudi hoic de doa dén tinh mang va trong bat cir truong hop nao, viéc
bao cao (st dung miu bao cao) vé tac dung phu phai dugc tién hanh trong thoi han 15 ngay ké tur
ngay biét vé tac dung phu nay.

Report to the Authority of all other serious adverse events that are not fatal or life
threatening as soon as possible, and in any case, no later than 15 calendar days after first
knowledge, using the Adverse Cosmetic Event Report Form;

v. Cong bé voi co quan c6 tham quyén khi co bat cir sy thay ddi nao trong ban cong bd nay.

Notify the Authority of any change in the particulars submitted in this notification;

3. Téi xin cam doan rang nhiing thong tin duoc dua ra trong ban cong bd nay 1a dung sy that.
Tat ca cac tai li€u, cac thong tin lién quan dén ndi dung cdng bo s€ duoc cung cap va cac tai lidu
dinh kém 1a ban hop phap hodc sao y ban chinh.

I declare that the particulars given in this notification are true, all data, and information of

relevance in relation to the notification have been supplied and that the documents enclosed are
authentic or true copies.

4. T61 hi€u rang to1 s€ co trach nhiém dé dam bdo tat ca cac 16 san pham cda ching téi déu

' Nhw da dugc dinh nghia rd rang trong tai liéu hwéng dan cho cac cdng ty v& bao cdo tac dung phu cla san phdm my phdm. As
defined in the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.
2 Trinh bay trong phu luc | trong tai liéu huéng dan cho cac cong ty vé& béo cdo tac dung phu clia sdn phdm my pham.
Set out in Appendix | to the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.
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dap tg céac yéu cau phap luat, va tuan thu tat ca tiéu chuan va chi tiéu sdn pham da dugc cong bo
vdi co quan c6 tham quyén.

I understand that I shall be responsible for ensuring that each consignment of my product
continues to meet all the legal requirements, and conforms to all the standards and specifications
of the product that I have declared to the Authority.

5. Toi hiéu ring trong trudng hop c6 tranh chap phap luat, t6i khéng duoc quyén sir dung ban
cong bd san pham my pham da duoc co quan c6 tham quyén chap nhan néu san pham caa ching
té1 khong dat duoc cac yéu cau vé tiéu chuan, chi tiéu ma ching téi da cong bo.

1 understand that I cannot place reliance on the acceptance of my product notification by the

authority in any legal proceedings concerning my product, in the event that my product has failed
to conform to any of the standards or specifications that I had previously declared to the Authority.

Tén va chit ky cua nguoi dai dién theo phap ludt cua cong ty

[Name and Signature of person representing the local company]

Dau cua cong ty

1
[Company stamp] Ngay/Date]
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QUY TRINH 09
Cép gidy xac nhin ni dung quing cido my phim
(Ban hanh kém theo Quyét dinh s6 940/0OP-UBND ngay 31 thdng 3 ndam 2022
ctia Chui tich Uy ban nhdn ddn thanh pho)

I. THANH PHAN HO SO

STT Tén hd so S0 Ghi chi
luwgng

Vin ban dé nghi xac nhan nd1 dung quang cao theo
01 | quy dinh tai Phu luc 01 ban hanh kém theo Thong tu 01 Ban chinh
09/2015/TT-BYT;

Giay chimg nhan dang ky kinh doanh ciia doanh
02 | nghiép hodc gidy phép thanh 1ap van phong dai dién 01 Ban sao
cua thwrong nhan nudc ngoai;

Phiéu cong bd san pham my pham da duwoc co quan

03 N AL A
nha nudce c¢6 tham quyén cap.

01 Ban sao

No6i dung dé nghi xac nhan quang cdo:

Mau quang cao (ma-két) bang in mau ghi ndi dung
du kién quang cdo (c6 dong moc dd cia Doanh
nghiép).

Luu y:

04 |- Néu quang cdo trén bajo noi, bdo hinh thi trinh bay 03 Ban chinh
03 ban kich ban dy kién quang cdo, trong dé miéu
a ro noi dung, phuong tién die kién quang cdo,
phdn hinh anh (@i véi bdo hinh), phdn 1oi, phdn
nhac.

- Néu quang cdo thong qua hoi thao, hoi nghi, 16
chire su kién trinh bay 03 ban bai bdo cdo.

File mém (CD/ USB) ghi noi dung du kién quang
cao

05 Lym y: A‘Né'u quang c?o trén bd? no'l',’bdo hiﬁfl th% 01 Ban chinh
File mém phai ghi noi dung quang cdo du kién co
hinh anh va dm thanh/ ém thanh kich ban duw kién
quang cdo.




42

CONG BAO/SH 64+65/Ngay 15-4-2022

06

Néu quang cao thong qua hoi thao, hoi nghi, to chuc
su kién can co thém (ngoai thanh phan néu trén):

- Cac tai liéu: mau quang cao str dung trong chuong
trinh da duoc co quan c6 tham quyén phé duyét con
hiéu lyc (trong truong hop mau quang cdo da duge
duyét nd1 dung).

01

Ban sao

07

- Chuong trinh ¢6 ghi 16 t€n n61 dung bao cdo, thot
gian (ngay/thang/nam), dia diém t6 chuc (dia chi cu
thé).

01

Ban chinh

08

- Tai liéu trinh bay, phat cho nguoi du.

01

Ban sao

09

- Bang ké tén, chirc danh khoa hoc, trinh d6 chuyén
mon ciia bao cao vién ( bao cdo vién phai co bang
cap chuyén mon, trinh d6 phu hop véi linh vue san
phém, hang hoa dich vu duoc quang cdo).

01

Ban chinh

10

Tai li¢u hop 1€, tin cay chirng minh cho tinh nang,
cong dung cta san pham trong truong hop ndi dung
quang cao my pham néu tinh nang, cong dung cua
san pham khong c6 trong noi dung cia Phiéu cong
bo san pham m§ pham d3 duoc co quan co tham
quyeén cap so tiép nhan.

01

Ban sao

11

Cac yéu cau khac d6i véi hd so:

a)  Truong hop don vi dé nghi xac nhan noi dung
quang cao 1a don vi duge uy quyén thi phai c6 cac
gidy to sau day:

- Van ban uy quyén hop 1¢;

- Giay chimg nhan dang ky kinh doanh hoic Giay
phép thanh 1ap Van phong dai dién cua thwong nhan
nude ngoai ciia don vi duoc Gy quyén.

b) Tai liéu tham khao, chung minh, xac thuc
thong tin trong nd1 dung quang cao:

- Céac tai liéu bang tiéng Anh phai dich ra tiéng Viét
kém theo tai liéu gbc bang tiéng Anh. Ban dich
tiéng Viét phai dugc dong dau xac nhan cia don vi
dé nghi xac nhan noi dung quang cao;

- C4c tai liéu bang tiéng nudc ngoai khong phai 1a
tiéng Anh phai dich ra tiéng Viét va kém theo tai
liéu gbc bang tiéng nude ngoai. Ban dich tiéng Viét
phai duge cong ching theo quy dinh ctia phap luat.
¢) Céc tai liéu trong ho so dugc in 16 rang, sip xép
theo trinh tu quy dinh tai cac diéu cia Thong tu
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09/2015/TT-BYT, giita cac phan c6 phan cach bang
gidy mau, cé trang bia va danh muc tai liéu;

d) Cac gidy to trong ho so d& nghi xac nhan noi
dung quang cao phai con hiu luc, 1a ban sao chirng
thuc hodc ban sao c6 dong dau cua don vi dé nghi
x4c nhan noi dung quang cao. Cac tai liéu trong hd
so phai ¢6 dau, dau giap lai cua don vi dé nghi xac
nhan nd1 dung quang céo;

e) Mau noi dung quang cdo duoc trinh bay trén
kho gidy A4. Mau hinh thitc quang cdo ngoai troi
kho 16m co thé trinh bay trén kho gidy A3 hodc khd
giay khac va ghi 16 ty 1& kich thude so véi kich
thude that.

I1.

NOI TIEP NHAN, TRA KET QUA, THOI GIAN VA LE PHi

Noi tiép nhan va tra két qua

Thoi gian xwr ly

Lé phi

Bo phan Mot cira - SO Y té
TPHCM, dia chi 59 Nguyén
Thi Minh Khai, Phuong Bén
Thanh, Quan 1, H5 Chi Minh

nhan ho so

10 ngay lam viéc, ké tir ngay

1.600.000
dong / HO so

III. TRINH TU XU LY CONG VIEC

ljg:gc Néi dung Trich Thoi | HO so/Biéu Ditn gidi
A cong viéc nhiém gian mau
viéc
chirc, ca nhan chuan
| T4 chite. ch bi ddy du ho so theo
Nop ho so nhén’ Theo Muc I | quy dinh ndp vé bd
phan mot ctra cua
S& Y té
_ - Nhan hd so va
B1 Gio ’he‘mh -BM 01 kiém tra thanh phan,
chinh _BM 02 hinh thirc ho so theo
Tiép nhan B6 phan -BM 03 ding ‘quy dinh. N
HS Mot cura - Theo Myc | . :F ruomg hop h? 50
I ‘ day du va hop 1€, in
phi€u ti€p nhan hoé
so theo BM 01 trao
cho nguoi ndp hod
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Buéc
cong
viéc

Noi dung
cong viéc

Trach
nhiém

Thoi
gian

Ho6 so/Biéu
mau

Dién giai

SO.

- Truong hop ho so
chua dﬁy du hoac
chua hop 1€, chuyén
vién hudéng dan
ngudi nop ho so bo
sung, hoan thién hd
so theo BM 02.

- Truong hop tu
chdi tiép nhan ho
so: Lap Phiéu tur
chdi tiép nhan giai
quyét ho so theo
BM 03.

B2

Ch}lyén
ho so

Bo phan
Mot cura

I ngay
lam viéc

- Theo Muc
I

-BM 01

Chuyén hd so cho
Lanh dao phong
Nghiép vu Duoe.

B3

Phan cong
thu ly ho so

Lanh dao
phong
Nghiép vu
Duoc

I ngay
lam viéc

Theo Muc

Lanh dao phong
phan cong chuyén
vién thu ly theo quy
dinh phan céng xur
1y ho so cua phong

B4

Thim dinh
ho so

Chuyén
vién phong
Nghiép vu

Duoc

06 ngay
lam viéc

- Theo Muc |
- BM 05 hoac
- Van ban yéu
cé}u stra dou,
bo sung hoidc
- \,/én‘bém tur
cho1 ho so;

a) Truong hop ho
so dat yéu cau:

- Du thao van ban
cap Gidy xac nhan;
- Chuyén ho so cho
Lanh dao phong
xem Xet.

b) Truonmg hop ho
so khong dat yéu
cau:

- Du thao van ban
yéu cau stra doi, bo
sung hodc tu choi
ho so;

- Chuyén ho so cho
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Buéc
cong
viéc

Noi dung
cong viéc

Trach
nhiém

Thoi
gian

Ho6 so/Biéu
mau

Dién giai

Lanh dao
xem xé€t.

phong

BS

Xem xét va
trinh ky

Lanh
phong
Nghiép  vu
Duogc

dao

01 ngay
lam viéc

Hd so trinh

- Néu khong dong y
vor nd1 dung van
ban: Lanh dao
phong ghi y kién va
chuyén tra hd so
cho chuyén vién
thuc hién.

- Néu dong y voi
nd1 dung van ban:
Lanh dao phong ky
xac nhan va chuyén
hd so cho van thu
cap so, dong dau;

B6

Phat hanh
van ban

Van thu

01 ngay
lam viéc

Ho so d3
dugce phé
duyét

- Céap s6 va doéng
dau van ban;

- Scan vin ban két
qua.

- Chuyén két qua
cho B0 phan mdét
ctra

B7

Tra két qua,
lwu hd SO,
thong ké va
theo doi

B0 phan
Mot cura

Theo
giay hen

Két qua

- Tra két qua cho to
chirc, ca nhan:

+ 01 ban cho B
phan Mot cua tra
cho nguo1 dan;

+ 01 ban cho
phong nghiép vu
Duoc luu trir;

+ 01 ban cho bd
phan van thu luu tri
cua S¢ luu trir.

Luu y déi véi hd so c6 yéu ciu sira ddi, b sung:
Trong thoi han 03 thang ké tir ngdy S& Y t€ ¢d van ban thong bao stra doi,
b6 sung, KH phai ndop ho so stra do1, bo sung theo yéu cau.

Sau thoi han trén, KH khong stra d6i, bo sung hoic sau 04 thang ké tir ngay
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Bube | \si dung Trach Thoi | Hb so/Biéu
cong N on " . x Dién giai
. cong viec nhi¢m gian mau

viéc
nop ho so 1an dau ma hd so bd sung khong dap ng yéu cau thi ho so da
nop khong con gia tri.
Khi KH bo sung ho so, quy trinh giai quyét bat dau nhu tiép nhan HS mdi.

4. BIEU MAU

Cac bi€u mau sur dung tai cac budc cong viée:

STT | M4 hiéu Tén biéu mu

1 | BMO01 |Mau Giay tiép nhan ho so va hen tra két qua.

2 | BMO02 |Mau Phiéu yéu cau bo sung, hoan thién ho so

3 | BMO03 |Mau Phiéu tir choi tiép nhén giai quyét ho so

4 | BMo4 Pon d nghi cap gidy xdc nhan ndi dung quang cdo (Phuy luc
01 ban hanh kem theo Thong tu 09/2015/TT-BYT)

5 | BMOS Giay x4c nhan ndi dung quang cao (Phu lyc 03 ban hanh kém
theo Thong tu 09/2015/TT-BYT)

5.HO SO CAN LUU
STT | M3 hiéu Tén biéu miu

BM 01 |Mau Giay tiép nhan ho so va hen tra két qua.

2 BM 02 | MAu Phiéu yéu cau bd sung, hoan thién ho so

BM 03 | Mau Phiéu tir chéi tiép nhan giai quyét ho so

Pon dé nghi cap gidy xac nhan noi dung quang cao (Phu luc 01
ban hanh kém theo Thong tu 09/2015/TT-BYT)

Giay xac nhan noi dung quang cao (Phu luc 03 ban hanh kém
theo Thong tu 09/2015/TT-BYT)

4 BM 04

5 BM 05

6. CO SO PHAP LY

- Luat Quang cao s6 16/2012/QH13 ngay 21 thang 6 nam 2012 cua Quoc Hoi
khoa XIII,;

- Nghi dinh s6 181/2013/ND-CP ngay 14 thang 11 nam 2013 cua Chinh phu quy
dinh chi tiét thi hanh mot sd diéu cia Luét quang cao;

- Nghi dinh s6 155/2018/ND-CP ngay 12 thang 11 nam 2018 ciia Chinh phi sira
do6i, bo sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham
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vi quan ly nha nudc ciia BO Y té.

- Théng tu s6 10/2013/TT-BVHTTDL ngay 06 thang 12 nam 2013 cua Bd Vin
hoa Thé thao va Du lich quy dinh chi tiét va huéng dan thue hién mot sb diéu cua
Luat quang cao va Nghi dinh s6 181/2013/ND-CP ngay 14 thang 11 nam 2013 cua
Chinh phu quy dinh chi tiét thi hanh mot s6 diéu cia Ludt quang cdo;

- Théng tu 09/2015/TT-BYT ngay 25 thang 5 nam 2015 cia B Y té quy dinh
vé x4ac nhan noi dung quang cao ddi véi san phém, hang hoa, dich vu dac biét thudc
linh vuc quan 1y cia Bo Y té.

- Thong tu s6 114/2017/TT-BTC ngay 24 thang 10 ndm 2017 cua Bo Tai chinh
quy dinh sira d6i, bd sung mirc thu phi grong linh virc Duoc, My pham ban hanh kém
theo Thong tu s6 277/2016/TT-BTC ngay 14 thang 11 nam 2016 cua Bo truong Bo
tai chinh quy dinh mirc thu, ché do thu, ndp quan ly va sir dung phi trong linh vuc
duoc, m§y pham

- Nghi dinh s6 61/2018/ND-CP ngay 23 thang 4 nim 2018 cua Chinh phi veé
thuc hién co ché mot ctra, mot cira lién thong trong giai quyét tha tuc hanh chinh.

- Théng tu 01/2018/TT-VPCP ngay 23 thang 11 nam 2018 cia Van phong
Chinh phu huéng dan thi hanh mét sé quy dinh cia Nghi dinh s6 61/2018/ND-CP
ngay 23 thang 4 nam 2018 cua Chinh phu vé thue hién co ché mot ctra, mot cua lién
thong trong giai quyét thu tuc hanh chinh.
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TEN PON VI CONG HOA XA HQI CHU NGHIA VIET NAM
S6: /Ky hiéu tén don vi Pjc lap - Tu do - Hanh phiic
................ , hgay ..... thdang .... nam 20....
PON PE NGHI

Xac nhan ndi dung quang cao
Kinh giti: S0 Y té Thanh ph6 H6 Chi Minh

L DO VE B8 MBI ettt e e,
LoL. T QO VLo e e
1.2, P18 G tU SO e e
Dien thoat: ... FaxX: oo
Pé nghi dugc cap xac nhan ndi dung quang cao ddi VOi............ooooeeiiiiii i
STT Tén san pham S6 Phiéu cong bd san pham my pham

Phuong tién quang cao:

(Truong hop quang cao trén bao néi, bao hinh, bao in thi néu rd tén bao dy kién quang céo;
truong hop quang cao thong qua hoi thao, hoi nghi, t6 chire su kién thi néu r6 thoi gian, dia
di€ém cu thé dy kién t6 chirc)

T61 xin cam doan céac thong tin va ho so néu trén 1a diung sy that va cam két thuc hién quang
cao san pham, hang héa, dich vu thudc linh vuc quan ly ctiia B Y t€ theo dung ndi dung khi
da duogc xac nhan.
Kinh d nghi Quy co quan xem xét va cap gidy xac nhan ndi dung quang cio./.
Giam dbc hoic dai dién hop phép cia don vi
Ky tén (Ghi ho tén ddy du, chirc danh)
Pong dau
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UY BAN NHAN DAN CONG HOA XA HQOI CHU NGHIA VIET NAM
THANH PHO HO CHI MINH Poc 1ap - Ty do - Hanh phiic
SOY TE

SH:...... /20..../XNQC-YTHCM  Thanh phé Ho Chi Minh, ngay thdng ..... ndm 20.....

GIAY XAC NHAN NOI DUNG QUANG CAO

Tén to chlrc, CANMNAN: ...

Daa G e
bién thoai: ......................... ,Faxe oo
STT Tén san phim m§ phim S6 Phiéu cong bd san phaim m§ pham

Phuong tién quang cao:

(Truong hop quang cao trén bao néi, bao hinh, bao in thi néu rd tén bao dy kién quang céo;
truong hop quang cdo thong qua hdi thao, hdi nghi, td chirc sy kién thi néu r6 thot gian, dia
di€ém cu thé dy kién t6 chirc, bao céo vién)

Noi dung quang cdo: Theo noi dung di duoc duyét (dinh kém) cua t6 chirc/ca nhan phu
hop véi quy dinh hién hanh.

T6 chirc/ca nhan c6 trach nhiém quang cao ding ndi dung dd duoc xac nhan /.
GIAMPOC
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QUY TRINH 11

Cép lai gidy xac nhin ndi dung quing cio m§y phim trong trudng hop hét hiéu
lwc tai Khoén 2 Piéu 21 Thong tw s6 09/2015/TT-BYT

(Ban hanh kém theo Quyét dinh s6 940/0D-UBND ngay 31 thdng 3 ndm 2022
ctia Chui tich Uy ban nhdn ddn thanh pho)

I. THANH PHAN HO SO

STT Tén ho so S6 lwong | Ghi cha

01 Drorn de ngh; cap lai gidy xac noi dung quang 01 Ban chinh
céo (theo mau)

02 Phiéu cong bp san p}lam my phAam da duoc co 01 Ban sao
quan nha nudc cé tham quyén cap;
Giay xac nhan ndi dung quang cao da hét hiéu

03 | luc kém theo mau hoac kich ban quang cao da 01 Ban chinh
dugce duyét.

II. NOI TIEP NHAN, TRA KET QUA, THOI GIAN VA LE PHi
Noi tiép nhén va tra két qua Thoi gian xir ly Lé phi
B6 phan Mot cira - S& Y t¢ TPHCM, dia | 05 ngay lam viéc ké tir | Khong

chi: 59 Nguyén Thi Minh Khai, Phuong
Bén Thanh, Quan 1, H6 Chi Minh 1é

ngay nhan du hé so hop

III. TRINH TU XU LY CONG VIEC

Buge | O N
n dung Trach Thaoi Ho so/Biéu K o
cong A ‘n . x Dién giai
. n cong nhiém gian mau
viéc "
: viéc
To WChl’IC,‘ ca qhén
Nop hd | Té chitc, cé chuén b; day du ho so
: n Theo Muc 1 |theo quy dinh ndp vé
SO’ nhan . R A L \
Gid hanh bo pha}n mot ctra cua
Bl chinh S& Y té
T“Ep Bo phan - Theo Muc | | Nhar} 10 50 ‘Ava kl? N
nhan Mot cira I tra thanh phan, hinh
HS ' thuc ho so theo diung
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Budéc Noi > 2
n dung Trach Thaoi Ho so/Biéu K o
cong A " . x Dién giai
vidc cqlAlg nhiém gian mau
: viéc
-BM 01 quy dinh.
-BM 02 - Truong hop ho so
_BM 03 day di va hop 18, in
phiéu tiép nhan hd so
va hen tra theo BM 01
trao cho nguoi nop hod
SO.
- Chuyén ho so cho
lanh dao phong
Nghiép vu Duoge.
- Truong hop ho so
chua dﬁy du hoac chua
hop 1€, chuyén vién
huéng dan ngudi nop
hd so bo sung, hoan
thién hd so theo BM
02.
- Truong hop tir choi
tiép nhan hd so: Lap
Phiéu tir choi tiép nhan
giai quyét ho so theo
BM 03
Chuyé | Bophan | 0.5ngay | - Theo Muc Ctluyen ho so f:ho
B2 n hod so Mot cua | lam viéc : Lanh ~ dao  phong
' ' -BM 01 | Nghiép vu Duoc.
Phin | Lanh dso cong chayen vien th
B3 ]c?n% th,l'l phgng O"S N8AY 1 Theo Muc I |ly theo quy dinh phan
y ho so Nghiép vu | lam viéc A T B ,
Duge cong xir ly hé so cua
phong
- Theo Muc | a) Truong hop hé so
Thim . Chuyén I dat yéu cdu:
pq |dinh hd| viénphong | 02ngay | -BMO5 |- Dy thao vin ban cap
J1) nghiép vu | lam viéc hodc Giay xac nhan;
Dugc - Vian ban|- Chuyén hd so cho

yéu cau sura

Lanh dao phong xem




52

CONG BAO/SH 64+65/Ngay 15-4-2022

Buéc
cong
viéc

Noi
dung
cong
viéc

Trach
nhiém

Thoi
gian

Ho6 so/Biéu
mau

Diéen giai

doi, bo sung
hodc tir choi
ho so.

x¢€t.

b) Truong hop hé so
khong dat yéu cdu:

- Du thao van ban yéu
cau stra doi, bo sung
hodc tir chdi ho so;

- Chuyén ho so cho
Lanh dao phong xem
x¢€t.

B5

Xem Xxét
va trinh
ky ho so

Lanh
phong
nghiép
Duoc

dao

vu

01 ngay
lam viéc

Hd so trinh

- Néu khéng dong y
vo1 nd1 dung van ban:
Lanh dao phong ghi y
kién va chuyén tra ho
so cho chuyén wvién
thuc hién.

- Néu dong y véi noi
dung van ban: Lanh
dao phong ky xac nhan
va chuyén ho so cho
van thu cap so, dong
dau.

B6

Phat
hanh
van ban

Van thu

01 ngay
lam viéc

Ho so da
dugce phé
duyét

- Cap so va dong dau
van ban;

- Scan vin ban két
qua;

- Chuyén két qua cho
B6 phan mét ctra

B7

Tra két
qua

B6 phan
Mot cua

Theo
gidy hen

Két qua

- Tra két qua cho to
churc, ca nhan:

+ 01 ban cho B
phan Mdt cura tra cho
nguot dan;

+ 01 ban cho phong
nghiép vu Duoc luu
trir;

+ 01 ban cho bd
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Budéc Noi A z
n dung Trach Thaoi Ho so/Biéu K o
cong A ‘n . x Dién giai
‘n cong nhiém gian mau
viéc o n
: viéc
phan van thu luu triv
cua S¢ luu trir.
4. BIEU MAU

Cac bi€u mau sur dung tai cac budc cong viée:

STT | M4 hiéu Tén biéu miu

1 | BMO01 |Mau Giay tiép nhan ho so va hen tra két qua.

2 | BMO02 |Mau Phiéu yéu cau bo sung, hoan thién ho so

3 | BMO03 |Mau Phiéu tir choi tiép nhén giai quyét hd so

Pon dé nghi cap lai gidy xac ndi dung quang cao (Phu luc 04

4 BMO4 ban hanh kém theo Thong tu 09/2015/TT-BYT)

Mau gidy xac nhan ndi dung quang cao (Phu luc 03 ban hanh

S| BMOS e theo Thong tir 09/2015/TT-BYT)

5.HO SO CAN LUU
STT | Ma hiéu Tén biéu miu

BM 01 |Mau Giay tiép nhan ho so va hen tra két qua.

2 BM 02 | Mau Phiéu yéu cau bo sung, hoan thién ho so

BM 03 | Mau Phiéu tir chéi tiép nhan giai quyét ho so

Pon d& nghi cap lai gidy xac ndi dung quang cao (Phu luc 04
ban hanh kém theo Thong tu 09/2015/TT-BYT)

Mau gidy xac nhan ndi dung quang cao (Phu luc 03 ban hanh
keém theo Thong tu 09/2015/TT-BYT)

4 BM 04

5 BM 05

6. CO SO PHAP LY

- Luat Quang cao s6 16/2012/QH13 ngay 21 thang 6 nam 2012 cua Quoc Hoi
khoa XIII,;

- Nghi dinh s6 181/2013/ND-CP ngay 14 thang 11 nam 2013 cua Chinh phu quy
dinh chi tiét thi hanh mot sd diéu cua Luét quang cao;

- Théng tu s6 10/2013/TT-BVHTTDL ngay 06 thang 12 nam 2013 cia Bo Vin
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hoa Thé thao va Du lich quy dinh chi tiét va huéng dan thue hién mot sb diéu cua
Luat quang cao va Nghi dinh s6 181/2013/ND-CP ngay 14 thang 11 nam 2013 cua
Chinh phu quy dinh chi tiét thi hanh mot s6 diéu cia Ludt quang cdo;

- Théng tu 09/2015/TT-BYT ngay 25 thang 5 nam 2015 cia B Y té quy dinh
vé x4ac nhan noi dung quang cao ddi véi san phém, hang hoa, dich vu dac biét thudc
linh vuc quan 1y cia Bo Y té.

- Thong tu s6 114/2017/TT-BTC ngay 24 thang 10 ndm 2017 cua Bo Tai chinh
quy dinh sira d6i, bd sung mirc thu phi grong linh virc Duoc, My pham ban hanh kém
theo Thong tu s6 277/2016/TT-BTC ngay 14 thang 11 nam 2016 cua Bo truong Bo
tai chinh quy dinh mirc thu, ché do thu, ndp quan ly va sir dung phi trong linh vuc
duoc, m§y pham

- Nghi dinh s6 61/2018/ND-CP ngay 23 thang 4 nim 2018 cua Chinh phi veé
thuc hién co ché mot ctra, mot cira lién thong trong giai quyét tha tuc hanh chinh.

- Théng tu 01/2018/TT-VPCP ngay 23 thang 11 nam 2018 cia Van phong
Chinh phu huéng dan thi hanh mét sé quy dinh cia Nghi dinh s6 61/2018/ND-CP
ngay 23 thang 4 nam 2018 cua Chinh phu vé thue hién co ché mot ctra, mot cua lién
thong trong giai quyét thii tuc hanh chinh./.
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BM 04
TEN DON VI CONG HOA XA HOI CHU NGHIA VIET NAM
------- Poc lap - Tu do - Hanh phuc
S6: /Ky hiéuténdonvi  Thanh phd HO Chi Minh, ngay........ théng........ ndm 20....
PON DE NGHI
Cép lai Gidy xac nhan ndi dung quang cdo
Kinh giti: S0 Y té Thanh phd H6 Chi Minh
1. DO VE B8 MBI oot
Lo L. T eI QO VL e et e
1.2, 1A ChI tTU SO oo e e e
Dien thoat: . ..o Fax: .,
Gidy x4c nhan ndi dung qUANE A0 Gl SO:.........oveeeeeeeeee oo,
NEAY CAP: .o NOT CAP: ittt
Pé nghi dugc cap xac nhan ndi dung quang cao d0i VOi..............coooeii
STT  Tén san pham m§ pham S6 Phiéu cong bo san pham my pham

Phuong tién quang cao:

(Truong hop quang cao trén bao néi, bao hinh, bao in thi néu rd tén bao dy kién quang cao;
truong hop quang cao thong qua hoi thao, hoi nghi, t6 chire su kién thi néu 18 thot gian, dia
di€ém cu thé dy kién t6 chirc)

Ho so bao gom cac giay to, tai lidu:
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T61 xin cam doan céac thong tin va ho so néu trén 1a diung sy that va cam két thuc hién quang
cao san pham, hang héa, dich vu thudc linh vuc quan ly ctiia B Y t€ theo dung ndi dung khi
da duogc xac nhan.

Kinh d& nghi Quy co quan xem xét va cap lai gidy xac nhan ndi dung quang cao./.

Giiam ddc hodc dai dién hop phip cia don vi
Ky tén (Ghi ho tén ddy du, chirc danh)
Pdng dau
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BM 05
PHU LUC 03

MAU GIAY XAC NHAN NOI DUNG QUANG CAO ,
(Ban hanh kém theo Thong twso  /2015/TT-BYT'ngay  thang  ndm 2015 cia Bo truong Bo Y té
hudng dan hoat dong quang cdo thudc linh vuc quan ly ciia Bo Y té)

BO Y TE/SOY TE CONG HOA XA HQOI CHU NGHIA VIET NAM
......... “Al...... Doc lap - Ty do - Hanh phuc
S6:  /XNQC-...[5]... Tén tinh/thanh pho, ngay ... thang ... ndm 20...

GIAY XAC NHAN NQI DUNG QUANG CAO

Ténto chirc, canhan: ...

STT | Tén san pham, [S6, ky hiéu cia Gidy phép luu hanh san phidm hodc Quyét dinh cip sd
hang hoa, dich |ding ky thudc/Phiéu cong bd san pham m§ pham/ Gidy xac nhan cdng bd
vu pht hop quy dinh an toan thuc pham hoic gidy tiép nhan ban cong bd hop
quy/Gidy chung nhan dang ky luu hanh hoa chit, ché pham diét con trung,
(néu rd chung |diét khuan dung trong gia dung va y té/Gidy phép nhap khau trang thiét bi
loai, ...... néu co|y té hodc Gidy chimg nhan ding ky luu hanh trang thiét bi y té/Gidy phép
hoat dong kham bénh, chita bénh va Quyét dinh phé duyét danh muc k¥
thuat chuyén moén

Phuong tién quang cao:

(Truong hop quang cao trén bao noi, bao hinh, bao in thi néu ré tén bao du kién quang cao; truong
hop quang cao thong qua héi thao, hoi nghi, t6 chirc sy kién thi néu rd thoi gian, dia diém cu thé du
kién t6 chirc, bao cao vién)

Néi dung quang cao: Theo ndi dung da duoc duyét (dinh kém) ciia to chirc/ca nhan phu hop voi
quy dinh hién hanh.

T6 churc/ca nhan cé trach nhiém quang cdo dung ndi dung da duoc xac nhan.

Co quan xdc nhan
(Ky ghi 1o ho tén va dong dau)
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QUY TRINH 12
Cép lai gidy xac nhin ndi dung quing cio m§y pham khi c6 thay dbi vé tén, dia
chi ciia t6 chire, ca nhan chiu trach nhiém va khong thay d6i n§i dung quang cio
(Ban hanh kém theo Quyét dinh s6 940/0P-UBND ngay 31 thang 3 ndam 2022
ctia Chui tich Uy ban nhdn ddn thanh pho)

I. THANH PHAN HO SO

STT Tén hd so S0 Ghi chu
luwgng

Pon dé nghi cap lai gidy xac noi dung quang cao

(theo mau). 01 Ban chinh

01

Van ban cia co quan ¢é tham quyén vé viéc thay
doi1 vé tén, dia chi cua to chirc, ca nhan chiu trach 01

02 nhiém dua san phém, hang hoéa, dich vu ra thi Ban sao
truong.
Giay xac nhén n61 dung quang cao da duoc cap

03 |keém theo mau hoac kich ban quang cdo da duoc 01 Ban chinh
duyét.

II. NOI TIEP NHAN, TRA KET QUA, THOI GIAN VA LE PHi

Noi tiép nhin va tra két qua Thoi gian xir 1y Lé phi

BG phan Mét cira - S6'Y t¢ TPHCM, dia | 10 ngay lam viéc ké tir| Khéng
chi: 59 Nguyén Thi Minh Khai, Phuong | ngay nhan du ho so hop
Bén Thanh, Quan 1, H6 Chi Minh 1€

III. TRINH TU XU LY CONG VIEC

Ko viét tit trong quy trinh

Buoéc A . \ . A ‘R
A Noi dung Trach Thoi HO0 so/Biéu SR ane
cong N on on . ; Dién giai
‘n cong viec nhi¢m gian mau
viéc
B1 G106 hanh
Nép hé so | To chuec, chinh | Theo MycI [T chirc, ¢4 nhan
cdnhan chuan bi day du ho so

theo quy dinh ndp vé
bd phan mot ctra cua
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Buge | Ngidung | Trach | Thei | HO so/Bibu
cong A on on . x Dién giai
o n cong viec nhi¢m gian mau
viéc
S Y té
- Nhan hd so ‘Vé‘l kiém
tra thanh phan, hinh
thic ho so theo ding
quy dinh.
- Truong hop ho so
day du va hop I¢, in
phi€u tiép nhan ho so
 Chuyén _BM 01 theo‘ 'Bl\A/I (})IIA trao cho
T 2 _BM 02 nguoi nop ho so.
] vien tlep True h ha
Tiép nhén ho -BM 03 - N m(gng i %’Pv OhSO’
nhﬁn HS SO - B6 - Theo Muc chua ?y u O,\aC c .lfa
: A A ' hop 1€, chuyén wvién
phan Mot I R o
) huéng dan ngudi ndp
cua A A N
h6é so bo sung, hoan
thien ho so theo BM
02.
- Truong hop tir choi
tiép, nhan ho so: Lap
Phi€u tir choi tiep
nhan giai quyét ho so
theo BM 03.
" - Theo Muc 8 O
Chuyén B6 phan | 01 ngay 4 Ctluyen ho - so ?ho
B2 ho so Mot ctra | lam viéc ! Lanh —dao ~ phong
' ' -BM 01 | Nghiép vu Dugc
Phin cong | Linh dao Lflnh dao E)hon% phan
thu 1y hd| phong 01 ngay cong chuyén vién Fhu
B3 : A . 2.2 | TheoMucl [ly hoé so theo quy dinh
SO’ Nghiép vu | lam viéc N 1 1A
phan céng xur ly ho so
Dugc \ \
cua phong
. - Theo Muc|a) Trieong hop ho so
Thim dinh Chuyen I dat yéu cdu:
m din .
Jam G VIS 1 06ngay |- BM 05 |- Du thio vin ban cip
B4 | hoso phong A y A s Any-
A lam viéc | hoac Giay xac nhan;
Nghiép vu ‘ 2 ~
Duoc - Van ban|- Chuyén cho Lanh

yéu cau sua

dao phong xem xét.
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Bube | Nsidung | Trach | Thoi | H) so/Bidu
cong A on on . x Dién giai
o n cong viec nhi¢m gian mau
viéc
doi, bd sung | b) Truong hop hé so
hoac khéng dat yéu cdu:
- Véan ban tr | - Dy thao van ban yéu
chdihdso; |cau sira doi, bo sung
hodc tir chéi hd so;
- Chuyén cho Lanh
dao phong xem xét.
- Néu khong dong v
- Theo Muc | vgi noi dung VB:
I Lanh dao phong ghi y
- BM 05 |kién va chuyén tra hd
Xem xét Vi Lﬁnl} dao ‘ hodc SO chpA chuyén wvién
B5 |trinhky: | Phong | Olngdy |- Van ban | thuchién.
Nghiép vu | lam vi€c | yéu cau sua |- Néu dong y véi noi
Dugc d6i, bo sung | dung van ban: Lanh
hoac dao phong ky xac
_ Van ban tir | nhan va chuyén hé so
chéihd so; |cho van thu cap so,
dong dau:
- Cap sb va déng dau
. | van ban;
Phathanh | Vanthu | 01ngay | 205994 | goan van ban két
B6 N . . duoc phé )
van ban lam viéc duyét qua.
' - Chuyén két qua cho
B6 phan mét ctra
- Tra két qua cho tb
churc, ca nhan:
+ 01 ban cho BO
] phan mot cua tra cho
Tra ket A nguol dan;
B7 |qua 1]3[%5)2? 2 gigzlehoen Keét qua + 01 ban cho phong

Nghiép vu Duoc luu
trir;

+ 01 ban cho bo
phan van thu luu triv
cua So luu trir.
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4. BIEU MAU

Cac bi€u mau str dung tai cac budc cong viée:

STT | M3 hiéu Tén biéu miu

1 | BMO01 |Mau Giay tiép nhan ho so va hen tra két qua.

2 | BMO02 |Mau Phiéu yéu cau bo sung, hoan thién ho so

3 | BMO03 | Mau Phiéu tir choi tiép nhén giai quyét ho so

Pon dé nghi cap lai gidy xac ndi dung quang cao (Phu luc 04
ban hanh kém theo Thong tu 09/2015/TT-BYT)

Giady xac nhan noi dung quang cdo (Phy Iuc 03 ban hanh kém
theo Thong tu 09/2015/TT-BYT)

4 | BMO04

5 BM 05

5.HO SO CAN LUU
STT | M3 hiéu Tén biéu miu

BM 01 |Mau Gidy tiép nhan ho so va hen tra két qua.

2 BM 02 | Mau Phiéu yéu cau bo sung, hoan thién ho so

BM 03 | Mau Phiéu tir chéi tiép nhan giai quyét ho so

Pon d& nghi cap lai gidy xac ndi dung quang cao (Phu luc 04

4 BM 04 ban hanh kém theo Thong tu 09/2015/TT-BYT)

5 BM 05 Giady x4c nhan ndi dung quang cao (Phy luc 03 ban hanh kém
theo Thong tu 09/2015/TT-BYT)

6 // Céc thanh phan ho so khac theo quy dinh hién hanh./.

6. CO SO PHAP LY

- Luat Quang cdo sd6 16/2012/QH13 ngay 21 thang 6 nam 2012 cia Qubc Hoi
khoa XIII,;

- Nghi dinh s6 181/2013/ND-CP ngay 14 thang 11 nam 2013 ciia Chinh phu quy
dinh chi tiét thi hanh mot sd diéu cia Luét quang cao;

- Théng tu s6 10/2013/TT-BVHTTDL ngay 06 thang 12 nam 2013 cua Bd Vin
hoa Thé thao va Du lich quy dinh chi tiét va huéng dan thue hién mot sb diéu cua
Luat quang cao va Nghi dinh s6 181/2013/ND-CP ngay 14 thang 11 nam 2013 cua
Chinh phu quy dinh chi tiét thi hanh mot s6 diéu cia Ludt quang cdo;

- Théng tu 09/2015/TT-BYT ngay 25 thang 5 nam 2015 cia B Y té quy dinh
vé xac nhan noi dung quang cdo d6i voi san pham, hang hoa, dich vu dic biét thudc
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linh vuc quan 1y cia Bo Y té.

- Thong tu s6 114/2017/TT-BTC ngay 24 thang 10 ndm 2017 cua Bo Tai chinh
quy dinh sira d6i, bd sung mirc thu phi grong linh virc Duoc, My pham ban hanh kém
theo Thong tu s6 277/2016/TT-BTC ngay 14 thang 11 nam 2016 cua Bo truong Bo
tai chinh quy dinh mirc thu, ché do thu, ndp quan ly va sir dung phi trong linh vuc
duoc, m§y pham

- Nghi dinh s6 61/2018/ND-CP ngay 23 thang 4 nim 2018 cua Chinh phi veé
thuc hién co ché mot ctra, mot cira lién thong trong giai quyét tha tuc hanh chinh.

- Théng tu 01/2018/TT-VPCP ngay 23 thang 11 nam 2018 cia Van phong
Chinh phu huéng dan thi hanh mét sé quy dinh cia Nghi dinh s6 61/2018/ND-CP
ngay 23 thang 4 nam 2018 cua Chinh phu vé thue hién co ché mot ctra, mot cua lién
thong trong giai quyét thu tuc hanh chinh.
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BM04
TEN DON VI CONG HOA XA HOI CHU NGHIA VIET NAM
------- Poc lap - Tw do - Hanh phic
S6: /Ky hiéu tén don vi Thanh ph6 HO Chi Minh, ngay........ thang........ ndm
20....
PON PE NGHI

Cap lai Giay xdc nhan ngi dung quang cdo

Kinh giti: S0 Y té Thanh ph6 H6 Chi Minh

1. DO VE B8 MBI oot
LoL. T QOM VL e e
1.2, 1A G tTU SO oo e
Dien thoat: . ..o Fax: .
Gidy x4c nhan ndi dung qUANE CA0 G SO: ..o,
NEAY CAP: .o NOT CAP:.eviiieeiiiie e

Pé nghi dugc cap xac nhan ndi dung quang cao ddi VOi............ooooeeiiiiiii
STT  Tén san pham m§ pham S6 Phiéu cong bd san pham my pham

Phuong tién quang cao:

(Truong hop quang cao trén bao néi, bao hinh, bao in thi néu rd tén bao dy kién quang cao;
treong hop quang cdo thong qua hoi thao, hoi nghi, t6 chire su kién thi néu rd thoi gian, dia

diém cu thé du kién t6 chic)
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T61 xin cam doan céac thong tin va ho so néu trén 1a dung sy that va cam két thuc hién quang
cao san phém, hang héa, dich vu thudc linh vyc quan ly cia BO Y té theo diung n61 dung khi

da duogc xac nhan.

Kinh d& nghi Quy co quan xem xét va cap lai gidy xac nhan ndi dung quang cao./.

Giam dbc hoic dai dién hop phap caa don vi
Ky tén (Ghi ho tén ddy du, chirc danh)
Pdng dau
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PHU LUC 03

MAU GIAY XAC NHAN NOI DUNG QUANG CAO ,
(Ban hanh kém theo Thong twso  /2015/TT-BYT'ngay  thang  ndm 2015 cia Bo truong Bo Y té
hudng dan hoat dong quang cdo thudc linh vuc quan ly ciia Bo Y té)

BO Y TE/SOY TE CONG HOA XA HQOI CHU NGHIA VIET NAM
......... ... Doc lap - Ty do - Hanh phuc
S6:  /XNQC-...[5]... Tén tinh/thanh pho, ngay ... thang ... ndm 20...

GIAY XAC NHAN NOI DUNG QUANG CAO
Tén t6 Chire, CANMNAN: ..o
Baa G oo

Dién thoat: ... Faxo. ..

STT | Tén san pham, [S6, ky hiéu cia Gidy phép luu hanh san phidm hodc Quyét dinh cip sd
hang hoa, dich |ding ky thudc/Phiéu cong bd san pham m§ pham/ Gidy xac nhan cong bd
vu pht hop quy dinh an toan thuc pham hoic gidy tiép nhan ban cong bd hop
quy/Gidy chung nhan dang ky luu hanh hoa chit, ché pham diét con trung,
(néu rd chung | diét khuan dung trong gia dung va y té/Gidy phép nhap khau trang thiét bi
loai, ...... néu co|y té hodc Gidy chimg nhan ding ky luu hanh trang thiét bi y té/Gidy phép
hoat dong kham bénh, chita bénh va Quyét dinh phé duyét danh muc k¥
thuat chuyén moén

Phuong tién quang cao:

(Truong hop quang cao trén bao ndi, bao hinh, bao in thi néu rd tén bao du kién quang cdo; truong
hop quéang cao thong qua hdi thdo, hoi nghi, t6 chic su kién thi néu ro thoi gian, dia diém cu thé du
kién t0 chuc, bao cdo vién)

Néi dung quang cao: Theo ndi dung da duoc duyét (dinh kém) ciia to chirc/ca nhan phu hop voi
quy dinh hién hanh.

T6 churc/ca nhan cé trach nhiém quang cdo dung ndi dung da duoc xac nhan.

Co quan xdc nhan
(Ky ghi 1o ho tén va dong dau)
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QUY TRINH 13
K& khai lai gia thudc san xuit trong nwéc
(Ban hanh kém theo Quyét dinh s6 940/0OP-UBND ngay 31 thang 3 nam 2022 cia
Chii tich Uy ban nhdn dén thanh phd)

I. THANH PHAN HO SO

STT Tén hd so S0 Ghi chi
luwgng

Bang ké khai lai gia thudc san xuat trong nudc

01 (theo mau)

01 Ban chinh

02 | Van ban gia1 trinh 1y do tang gia va ty 1€ tang gia 01 Ban chinh

03 | Bang thuyét minh vé co cau gia (theo mau) 01 Ban chinh

04 | Tailiéu chang minh khac (néu co) 01 Ban sao

II. NOI TIEP NHAN, TRA KET QUA, THOI GIAN VA LE PHi

Noi tiép nhin va tra két qua Thoi gian xir ly Lé phi

Bo phan Mot cira - SO Y té| 03 ngay lam viéc ké tir ngay
TPHCM, dia chi: 59 Nguyén | nhan da ho so hop 1é

Thi Minh Khai, Phuong Bén
Thanh, Quan 1, H5 Chi Minh

Khong co

III. TRINH TU XU LY CONG VIEC

SU0¢ | Noidung | Trich | Thoi | Hb so/Biéu DiZn sidi
ne cong viéc nhiém gian mau &
viée
. Ca nhan chuan bi day
M| Canhan Theo Muc | Lo b mot i
Gic cia S& Y té
10
Bl hé‘flh - Theo Muc | Nhan hé so va kiém tra
Tiep B6 pha chinh I thanh phan ho so theo
nhin MQGFCI?J"I;, -BM 01 | dung quy dinh.
HS ' -BM 02 |- Truong hop ho so day
-BM 03 | du, thu 1¢ phi, lap giay
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Budc

N Ngidung | Trich Thoi | Hb so/Biéu
cong A on " . x Dién giai
o n cong viec nhi¢m gian mau
viéc
tiép r}hén ho so va hen
tra két qua theo BM 01
giao cho ngudi ndp ho
SO,
- Truong hop ho so
chua day du, chuyén
vién huéng dan nguoi
nop h6é so bod sung,
hoan thién ho so theo
BM 02.
- Truong hop tur choi
tiépr nhan hﬁ S0 Lap
Phiéu tu ,chéi‘ ti€p nhan
gidl quyét ho so theo
BM 03.
2 A O’:S - Theo Muc | Chuyén hé so cho Lanh
Chuyén B6 phan ngay . n
B2 A o § I dao phong Nghiép vu
ho so Mot cira lam
" -BM 01 | Duoc.
viéc
N - Phan céng chuyén
Phan Lanh dao O’:S vién thu ly hod so theo
" phong ngay . : N
B3 cong thu A X Theomuc I | cac quy dinh vé phan
< | Nghiép vu lam A 1o 1A ,
ly A cong xur ly hd so cua
Duoc Vi€C \
phong.
Chuyén vién dgoc phafm
cong thu ly hdé so tién
hanh tham dinh:
Theo muc | an a}m n R
a) Truong hop ho so
- BM 06 d A A,
. _ at yeu cau.
2 Chuyén 0,5 hoac R )
Tham_ vién phong | ngay Vin b? - Du thao van ban bao
B4 | dinhhd Nghiép vu | lam - van ;‘f} cdo BO Y té cac thube
s Duac | TSN DA ks Khai lai theo BM 06
ugc vige cao vé muc . R .
gi4 ké khai b) Truong hop ho so bi

lai

ttr chéi gidi quyét:

- Du thao van ban yéu
cau doanh nghiép bao
cao vé muc gia ké khai
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Bube | Noidung | Trich | Thoi | Hb so/Biéu
cong N on " . x Dién giai
o n cong viec nhi¢m gian mau
viéc
lai phu hop véi bién
déng cua yéu to hinh
thanh gia.
- Néu khong dong v véi
no1 dung van ban: Lanh
dao phong ghi y kién va
. chuyén tra cho chuyén
Xem xét, Larﬁb dao O’:S vién thyuc hién.
BS | trinhky | P o8 N8AY | Hisotrinh |- Néu ddng ¥ véi noi
A Nghiép vu lam DI
ho so A dung van ban: Lanh dao
Dugc Vi€C \ s Ay
phong ky xdc nhén va
chuyén ho so dé trinh
ky Lanh dao So¢.
- Trinh ky Lanh dao S¢&.
Ky duyét két qua,
Phé duyét | Lanh dao nojs chuyén ho so cho
B6 cauye an’ g 88Y 1 1§ so trinh chuyén vién phong
ho so S lam o LS
viee Nghiép vu Duoc xu ly
‘ h6 so da phé duyét.
05 - Cap so6 va déng dau
Phat o Hbsoda | vanban; ,
B7 | hanh vin | Van thu lgrrfl duwoc phé | - Scan van ban két qua;
ban vide duyét - Chuyén két qua cho
' B6 phan Mot cira.
a) Truong hop hé so
dat yéu cdu:
+01 ban giri BO Y té;
+ 01 ban cho phong
Tra két o Theo N~ghlep vu Duoc luu
. Bo phan A £ \ trir;
B8 qua . giay Két qua ) A
Mot cura hen + 01 ban cho bd phan

van thu luu trit cia S&
luu trir.
b) Truong hop lgé so bi
ter choi giai quyeét.

+ 01 ban g1 doanh
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Bube | Noidung | Trich | Thoi | Hb so/Biéu
cong N on " . x Dién giai
o n cong viec nhi¢m gian mau
viéc
nghiép;

+01 ban giri BO Y té;

+ 01 ban cho phong
Nghiép vu Duoc Iluu
trir;

+ 01 két qua cho bd
phan van thu luu triv
cua S¢ luu trir.

4. BIEU MAU

Cac bi€u mau str dung tai cac budc cong viée:

STT | M3 hiéu Tén biéu miu

BM 01 |Mau Gidy tiép nhan ho so va hen tra két qua.

2 | BMO02 |Mau Phiéu yéu cau bo sung, hoan thién ho so

BM 03 | Mau Phiéu tir chéi tiép nhan giai quyét ho so

Bang ké khai lai gia thudc san xuat trong nude (Mau s6 04 tai

4| BMO3 b Tuc VIT ban hanh kem theo Neghi dinh sb 54/2017/ND-CP)
5 BM 05 Bang thuyét minh vé€ co cau gia (Mau s6 10 tai Phu luc VII ban

hanh kém theo Nghi dinh s6 54/2017/ND-CP)

Bao cao tinh hinh ké khai lai gia thudc san xuat trong nudce
6 BM 06 |(Mau s6 8 tai Phu luc VII ban hanh kém theo Nghi dinh s6
54/2017/NB-CP)

5.HO SO CAN LUU

STT | M3 hiéu Tén biéu miu

BM 01 |Mau Gidy tiép nhan ho so va hen tra két qua.

2 BM 02 | Mau Phiéu yéu cau bo sung, hoan thién ho so

BM 03 | Mau Phiéu tir chéi tiép nhan giai quyét ho so

Bang ké khai lai gia thudc san xuat trong nudc (Mau s6 04 tai

4| BMO% I o Tuc VII ban hanh kem theo Nghi dinh s6 54/2017/ND-CP)

Bang thuyét minh vé co ciu gia (Mﬁu s6 10 tai Phu luc VII ban

> | BMOS |y anh kem theo Nehi dinh sé 54/2017/ND-CP)
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Bao cao tinh hinh ké khai lai gia thudc san xuat trong nude
6 BM 06 |(Mau s6 8 tai Phu luc VII ban hanh kém theo Nghi dinh s6
54/2017/NB-CP)

6. CO SO PHAP LY

- Luat Duoc s6 105/2016/QH13 ngay 06 thang 4 nam 2016 cua Quéc Hoi khoa
XIIT;

- Nghi dinh s6 54/2017/ND-CP ngay 08 thang 5 nam 2017 cia Chinh phi quy
dinh chi tiét mot s6 Diéu va bién phap thi hanh Luat duoc.

- Nghi dinh s6 155/2018/ND-CP ngay 12 thang 11 nam 2018 cia Chinh phu sira
do6i, bod sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham
vi quan ly nha nudc ciia BO Y té.

- Nghi dinh s6 61/2018/ND-CP ngay 23 thang 4 nim 2018 cua Chinh phi veé
thuc hién co ché mot ctra, mot cira lién thong trong giai quyét tha tuc hanh chinh.

- Théng tu 01/2018/TT-VPCP ngay 23 thang 11 nam 2018 cia Van phong
Chinh phu huéng dan thi hanh mét sé quy dinh cia Nghi dinh s6 61/2018/ND-CP
ngay 23 thang 4 nam 2018 cua Chinh phu vé thue hién co ché mot ctra, mot cua lién

thong trong giai quyét thu tuc hanh chinh.



TEN CO SO

V/v bang ké khai lai gia thudc

san xuat trong nudc

BM 04

CONG HOA XA HOI CHU NGHIA VIET NAM

Poc 1ap - Tw do - Hanh phic

BANG KE KHAI LAI GIA THUOC SAN XUAT TRONG NUGC

Kinh gii: Uy ban nhan dan tinh/thanh phé ....

....... ngay........thang.........nam 20....

Tén thu(")c,
dang bao ché,
quy cach
dong goi

Hoat
chat

Nong d¢/
Ham
lwgng

S6 gidy
dang ky
lwu hanh

DPon
Vi
tinh

Gia thanh Gia ban budn,ban 1é dy kién (néu cé)
] | PAKK/KKL
ba KK/KKL | . | TyI¢ lién ké K& khai lai | Ty 1¢ tiing (%)
l‘len ké khai lai tang (Ngély// )
(Ngay.../../...) (%)
Buoén Lé Buén | Lé | Budn Lé

Céc tai liéu kem theo Bang ké khai:

1. Vian ban giai trinh ly do tang gia va thuyét minh vé ti 1é ting gia.

2. Tai liéu chimg minh 1y do ting gi4 va ti 1é ting gi4 gom:

- Bang thuyét minh vé co cau gia (Theo Mau s6 10 Phu lyc VII kém theo Nghi dinh nay)

LL

TT0T-7-S1 KeIN/S9+9 0S/0Vd DNOOD

v



Co s6 cam két va chiu trach nhiém truée phép luat vé tinh chinh xac cla cac thong tin da ké khai.

GIAM POC CO SO SAN XUAT THUOC
HOAC CO SO PAT GIA CONG THUOC

(Ky, ghi r6 ho tén, dong ddu)

iV

Ghi chi:
- Gia ban budn du kién va gia ban 1é du kién dd bao gom thué gia tri gia ting va tinh theo VND.

- Gia thanh tinh theo VND.

TC0T1-S1 Ae3N/S9+79 9S/0Vd DNOD
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BM 05
UBND TINH/THANH PHO CONG HOA XA HOI CHU NGHIA VIET NAM
............................ Poc lap - Ty do - Hanh phic
Vv bao cdo tinh hinh ké khai lai gid thube e, RGAY L thdng L ondm 20
san xuét trong nudc
BAO CAO
TIiNH HINH Ki KHAI LAI GIA THUOC SAN XUAT TRONG NUOC
Kinh giri: B6 Y té.
Thuc hién quy dinh tai Nghi dinh s& ............2017/ND-CP ngay .../.../......, ............tinh, thanh phé ....... bao

c4o tinh hinh ké khai lai gia thude ctia cc co s& san xuét thude trén dia ban tinh/thanh phd trong thoi gian tir ngay dén

ngay .../.../.... nhu sau:

Gia ban buén, ban 1& dy kién (néu c6)
A £ A A S6 gi{iy .
Tén thubc, , |Nong Ao/ Quy | (o an | ding Do vi DA KK/KKL | o hai | Tilg tang
STT | dang bao |Hoat chat| ham cach P , , lien ke (Ngay . .
ché luong |déng goi xuat ky luu | tinh [y lai (%)
0 hanh | | el
Buén| Lé [Budn| Lé |Buon| Lé
1
2
3
Ghi chu:

- Cot Hoat chit: Chi ghi tén hoat chét cua thude.
- Pon vj tinh: Tinh theo quy céch déng goéi nho nhét (vién, dng, lo, tuyp...).
- Gia ban budn, ban 1é ké khai, ké khai lai: Tinh theo VND, di bao gdém thué gia tri gia ting.

GIAM POC
(Ky tén, dong ddu)
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BM 06
Tén co sé san xudt hoiic dit gia CONG HOA XA HOI CHU NGHIA VIET NAM
cong thude Doc lap - Tw do - Hanh phuc
e, gAY . thdng ... ndm .. ...

BANG THUYET MINH VE CO CAU GIA
(P6i véi thude san xudt trong nudc)

Tén thude, s6 gidy dang ky luu hanh: ...

Hoatchét,néng dohoac ham luwong: ... .. ...

Dang bao ché, quy cach dONG SOI: ... .. .oe oo e e

TEN CO SO SAN XUAL. ..ot e e e e e e e e

1. BANG TONG HQP TiNH GIA VON, GIA BAN THUOC SAN XUAT TRONG NUGC CHO MQT
PON VI PONG GOI NHO NHAT

Pon S Don si Thanh
STT N¢i dung chi phi vi 1wo(1)1 (VN}g)‘)a tidn
tinh | "ON8 (VND)
A [San lwgng tinh gia
B |Chi phi sin xuit, kinh doanh
I |Chi phi truc tiép:
1 |Chi phi nguyén li€u, vat li€u, cong cu, dung cu, nhién li€u, ning
luong truc tiép
2 [Chi phi nhan cong truc tiép
3 [Chi phi khau hao may méc thiét bi truc tiép (truong hop duoc
trich khau hao)
4 |Chi phi san xuat, kinh doanh (chua tinh & trén) theo dic thu ciia
tung nganh, linh vuc
II  |Chi phi chung
5 [Chi phi san xuat chung (d6i vdi doanh nghiép)
6  [Chi phi tai chinh (néu co)
7  |Chi phi ban hang
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8  |Chi phi quan ly

Tong chi phi san xuét, kinh doanh

C |Chi phi phan bd cho san phdm phu (néu c6)

D [Gia thanh toan bo

P  |Gia thanh toan b 01 (mdt) don vi san phim

E |Lo¢inhuin dy kién

G [Thué gi4 tri gia ting, thué khac (néu c6) theo quy dinh

H (Gia ban dy kién

I1. GIAI TRiINH CHI TIET CAC KHOAN MUC CHI PHi CHO MOT PON VI PONG GOI NHO
NHAT (kém theo cac tai liéu lién quan dé chimg minh)

1. Chi phi nguyén li€u, vat li€u, cong cu, dung cu, nhién li€u, nang luong tryc tiép
2. Chi phi nhan c¢ng tric ticp

3. Chi phi khau hao may méc thiét bi truc tiép (trudong hop duoc trich khau hao)
4. Chi phi san xuat, kinh doanh (chua tinh & trén)

5. Chi phi san xuat chung (d6i v&i doanh nghiép)

. Chi phi tai chinh (néu co)

. Chi phi ban hang

8. Chi phi quan ly

9. Téng chi phi san xuét, kinh doanh

10. Chi phi phan b6 cho san pham phu (néu c6)

11. Gia thanh toan bd 01 (mét) don vi san pham

12. Loi nhuén du kién

13. Thué gia tri gia ting, thué khac (néu co) theo quy dinh

14. Gia ban du kién

15. Picu kién giao hang/ban hang

I1L. BANG SO SANH MUC GIA PE NGHI VOI MUC GIA THUOC TUONG TU' O THI TRUONG
TRONG NUGC VA THI TRUONG MOT SO NUOGC TRONG KHU VUC

Giam ddc co sé san xuét thude
hoiic co s¢ dat gia cong thudc
(Ky, ghi 16 ho tén, dong ddu)



VAN PHONG UBND THANH PHO HO CHi MINH
bia chi: 86 L& Thanh Ton, quan 1
Dién thoai: 38.233.686
Fax: (84.8) 38.233.694
Email: ttcb.ubnd@tphcm.gov.vn
Website: www.congbao.hochiminhcity.gov.vn

In tai Xi nghiép Ban d6 Pa Lat - B6 Qudc phong



