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QUY TRINH NQI BO PA PUQC TAI CAU TRUC
QUY TRINH 11
PANH GIA PAP UNG THU'C HANH TOT PHAN PHOI THUOC,
NGUYEN LIEU LAM THUOC POI VOI CO SO KINH DOANH
KHONG Vi MUC PiCH THUONG MAI
(Ban hanh kém Quyét dinh s6 2676/0P-UBND ngay 29 thang 9 ndm 2023
ctia Chui tich Uy ban nhdn ddn thanh phd)
I. THANH PHAN HO SO'
TT Tén hd so S6 Ghi chi
lwgng
1. | Pon ding ky danh gia dap tmg GDP doi vdi co so Ban chinh
kinh doanh khéng vi muc dich thwong mai-Mau s6 01
02/GDP
2. | Tai liéu ky thuft doi voi co s& ban buén thude, Ban sao co
nguyén liéu lam thude: Tai liéu vé dia diém, khu chimg thue

vue bao quan, trang thiét bi bao quan, tai liéu
chuyén moén k¥ thuat va nhan sy theo nguyén tac
Thuyc hanh t6t co so phan phdi thude, nguyén liéu
lam thudc. Cu thé:

Hb so tf‘)ng thé:

a) Danh muc cdc logi san phdm phdn phoi (Du
kién phdn phoi vi chua kinh doanh) Ban chinh

b) Ban sao Gidy chu’ng nhdn di diéu kién kinh 01

doanh dugc hodc Glay chung nhdn GPP cua ting
nha thuoc trong chudi cia co s¢ bdn buén néu 6
chitc chudi nha thudc (néu cé)

¢) So db nhdn su ciia co s6, bao gom vi tri quan 1y
chdt lwong, quan 1y kho bao quan, kiém tra chdt
lwong, giao nhdn, kinh doanh, ...

Danh sdch nhdn sw cua co so

d)- So do vi tri dia Iy cua kho bdo quan
thuoc/nguyén liéu lam thuoc/ vdc xin sinh phdm

! Thanh phén hé so nao da duoc bai bo: khong co
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trong mdt bang tong thé cia co so
- Ban vé thiét ké kho va cdc khu viee bao quan cho
cdc san phafm khdc nhau, cdac khu viec biét trit va
xw [y chdt c6 déc tinh cao, hoat chdt nguy hiém va
cdc nguyén liu nhay cam (néu cé)

- M6 ta ngdn gon vé cdc diéu kién bao quan cu thé
(néu dp dung) nhung khong diroc thé hién trén cdc
ban vé ¢) Danh muc trang thiét bi (bao goém ca
thong tin vé hé thong mdy tinh va phdn mém quan
Iy néi mang)

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

e) Tu thanh tra: Mo ta ngén gon vé hé théng i
thanh tra cua co so, két qua tu thanh tra va tu
ddnh gia mirc do dap vung 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 xir ly

Lé phi

B6 phan tiép nhan va tra két qua tai
Cong
https://dichvucong.hochiminhcity.gov.vn

Dich vu cong:

22 ngay lam vigc
ké tir ngay nhan
di ho so hop 1€

4.000.000,00VND

III. TRINH TU XU LY CONG VIEC (Phong Quan Iy dich vu y té)

Bude | Noidung | Trich | Thoi Ho .
cong A en oA . so/Biéu Dién giai
. n cong viec nhi¢m gian X
viéc mau
Nophd | To chuc, Theo muc | Thanh phan hd so theo
SO’ canhan I muc |
Tiép nhén trwe tiép:
- Trudong hop ho so day
Bl Kid B6 phan BM 01 du: AL i A )
féns (t:a Tiép nhan | 01 ngay | BM 02 Lap §}1ay tiep nlAlan hqo‘
hd so lam viéc | BM 03 so va hen tra} 'ketA qua;
trao cho nguoi ndp hod
SO thep BM 01; thuc
hién tiép budc B2
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Buéc
cong
viéc

Noi dung
cong viéc

Trach
nhiém

Thoi
gian

Ho
so/Biéu
mau

Dién giai

- Truong hop hd so
chwa day di: Hudng
dan bo sung, hoan thién
ho so dén ngudi nop hd
so va ghi o ly do theo
BM 02.

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

Tiép nhin qua Cong
Dich vu cong truc
tuyén

- Kiém tra tinh chinh
xac, day du, hop 1é cua
ho so; kiém tra thong
tin chit ky s6 dé dam
bao tinh xac thuc, hop
1& (néu co).

- Sau khi kiém tra, néu
bao dam cac diéu kién
dé tiép nhan, Cong
chic Mot cua tiép
nhan, cap ma hd so va
xit ly hd so theo quy
trinh.

- Truong hop hd so
chua day du, dang quy
dinh thi thong bao cho
td chuc, ca nhan qua tai
khoan cua té chirc, ca
nhan qua Céng Dich vu
cong va hudéng dan day
du, cu thé dé té chie,
ca nhan b6 sung hd so
theo yéu cau

=> thoi gian tiép nhan
chinh thuc hodc yéu
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Bube | \sidung | Trach | Thoi Ho P
cong cong viéc nhiém gian SU/Bxleu Dién grai
viéc : : mau
cau chinh stra, bo sung
khéng mudn hon 08 gioy
lam viéc ké tir khi hé
thong tiép nhan, trir thi
7, chu nhat.
- Tiép nhan ho so va
chuyén cong chic thu
1y hod so phong Quan ly
dich vuy té
Chuyén vién tiép nhan
03 ngay hd so tir BO phan mot
lam viec ctra, tién hanh kiém tra
(dot voi tham dinh ho so.
h? SO ?0 Trwong hop ho so
van Pan chwa hop 1€: du thao
bo van ban dé nghi bd
sung) sung, thwe hién tiép tir
Theo muc | B2.1-B2.3
I Trwong hop ho so
Thim BM 01 hep 1€ va can hoi gﬁng
dinh ho Chuyén Du thao ‘ tham d%nh':A du El'laokho
s.(r, da vién van ban de so;xm y kién hoi dqrAlg
<ult két phong nghi bQ thAam‘ dinh, thuc hién
B2 qua gidi Quan Iy sung/két tiép tir B3.
quyét thii | Dich vuy qua giai Trudng hop ho so
tuc hanh t4 04 ngay | quyet hodc hep 1€ va khéng qua
chinh lam vige | VA2 Pap 0F | hoi dong tham djnh:
(d6i voi CI}OI néu | du thio ket qua giai
hdso | © qu}/ét thu tuc hanh
hop 18) chinh hoac van ban tu

chdi néu 5 1y do (néu
c0), thuc hién tiép tu
B4.

Hoan thién hd so trinh
Lanh dao phong xem
x¢€t.

Truwong hop hd so
hop 1€ phai dianh gia
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Buéc
cong
viéc

Noi dung
cong viéc

Trach
nhiém

Thoi
gian

Ho
so/Biéu
mau

Dién giai

thwe té tai co sé: tién
hanh danh gia va du
thao két qua giai quyét
thu tuc hanh chinh hoéc
van ban tir chéi néu rd
ly do (néu cb), thuc
hién tiép tir B4. Truong
hop co s& co d nghi
duoc hoan danh gia,
thuc hién van ban dé
nghi bo sung, trinh
Lanh dao phong xem
xét, thuc hién tiép tu
B2.1-B2.3

Luu Y: Sau khi tiép
nhdn hé so tir Bo phdn
mot cua, Chuyén vién
thu ly cé nhiém vu xdc
dinh thdm quyén gidi
quyét, néu khong ding
chuyén tra ngay vé Bo
phdn mdt cua.

Trwong hop hd so c6 vin ban dé nghi bo sung

B2.1

Xem xét,
ky duyét

Lanh dao
phong

02 ngay
lam viéc
(truong
hop uy
quyén)

Theo muc
I

BM 01
Du thao
van ban dé
nghi bb
sung

Lanh dao phong xem
xét ho so:

Truong hop Lanh dao
S¢ iy quyén Lanh dao
phong:

Néu dong y du thao:
Ky duyét du thao van
ban dé nghi b6 sung hod
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Buéc
cong
viéc

Noi dung
cong viéc

Trach
nhiém

Thoi
gian

Ho
so/Biéu
mau

Dién giai

01 ngay
lam viéc
(truong
hop
khéng
uy
quyén)

so. Chuyén sang B2.3
Néu khong dong v
chuyén tra chuyén vién
kém y kién chi dao.
Truong hop Lanh dao
S¢ khong Uy quyén
Lanh dao phong:

Néu dong y du thao: ky
nhay du thao van ban
dé nghi bb sung hé so,
trinh Lanh dao S& ky
duyét. Chuyén sang
B2.2

Néu khong dong v
chuyén tra chuyén vién
kém y kién chi dao.

B2.2

Ky duyét

Lanh dao
So

01 ngay
lam viéc

Theo muc
I

BM 01
Du thao ‘
van ban ;Ié
nghi b6
sung

Lanh dao S& xem xét
hd so:

- Néu dong y voi du
thao: ky phé duyét du
thao van ban d nghi bo
sung hd so. Chuyén
Vian phong So cép so,
déng dau, ban hanh.
Chuyén sang B2.3

- Néu khong dong y véi
duy thao: chuyén tra
Phong Quan ly Dich vu
y té kém y kién chi dao.

B23

Ban hanh
van ban

Van thu
Van
phong S&

Olngay
lam viéc

Ho so da
phé duyét

Cho sb, vao s0, dong
d4u, ban hanh van ban
va chuyén hd so cho Bo
phan Tiép nhan va Tra
két qua.

Trong thoi han 06 thang, ké tir ngay S& Y té ¢ vin ban thong béo sira d6i, bo sung,
co so dé nghi phai nop ho so sira doi, bo sung theo yéu cau. Sau thoi han trén, co
so khong sira doi, bo sung hodc sau 12 thang ké tir ngay ndp ho so 1an dau ma ho
so bo sung khong dap tmg yéu cau thi ho so da nop khong con gia tri. Sau khi tiép
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Bude | Ngidung | Trich | Thoi Ho, P
cong NI A . so/Biéu Dién giai
o n cong viec nhi¢m gian x
viéc mau

nhan ho so bd sung tir co s&, chuyén chuyén vién thu ly thuc hién tiép quy trinh

B3. Trwong hop hod so cin thong qua Hoi dong tw vin

B3.1

Xem xét,
ky duyét

Lanh dao
phong

02 ngay
lam viéc
(truong
hop uy
quyén)

Theo muc
I

BM 01
Vajn ban
de nghi
hop HD

Ho so
trinh HD

Truong hop Lanh dao
S¢ iy quyén Lanh dao
phong: Lanh dao Phong
xem xét ho so.

Néu dong v:

1. Ky du thao van ban
thong bao xu 1y hd so
can Trinh Héi dong tu
van (chuyén sang B2.3)
2. Trinh xin lich hop
Hoi dong tu van, thoi
gian hop phu thudc vao
Chu tich Ho1 déng (Ban
Giam dbc S&) Chuyén
sang B3.2

Néu khong dong v
chuyén tra chuyén vién
kém y kién chi dao.
Truong hop Lanh dao
S¢ khong Uy quyén
Lanh dao phong:

Néu dong y du thao:
Lanh dao phong ky
nhay du thao van ban
thong bao xu 1y hd so
can Trinh Héi dong tu
van, trinh Lanh dao S&
ky duyét. Chuyén sang
B2.2

Déng thoi Lanh dao
phong ky duyét vao
Phiéu tham xét cua
chuyén vién chuyén ho
so trinh hop HDTV.
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Buoe | Noidung | Trich | Thoi Ho, s
cong A e oA . so/Biéu Dién giai
o n cong viec nhi¢m gian x
viéc mau
Chuyén qua B3.2
Néu “khong dong vy
chuyén tra chuyén vién
kém y kién chi dao.
. Thoi gian hop Hoi
1 ngay déng do Chu tich Héi
e Thanh lam VICC | 1§ so hop | dong quyét dinh.
Hop Héi A rras | (tTHONE | A 1A A a Ar 2A
3 vien Ho1 hé1 dong | To chire hop Hoi dong
B3.2 dong tu ddne tu hop Bién b t vAn
van 4 khéng 1eh ban ' '
van iy hop theo quy dinh tai
quyén) Khoan 1 biéu 23 Luat
Duoc 105/2016/QH13
Thoi gian hop Hoi
d@ng do Chﬁ tich Ho1
Hoo Hoi Thanh 0.5 Ho so hop dong quyét dinh.
P L Vien Hoi ” hoi dong | T6 chire hop Hoi dong
B3.2 dong tw a5 ngay ol %
£ ong tu . - Bién ban | tu van
van < lam viéc . .
van hop theo quy dinh tai
Khoan 1 biéu 23 Luat
Duoc 105/2016/QH13
Theo muc LfgmhA dao phong xem
I x€t ho so:
02 ngay [BMo1 | Iruomg hop Lanh dao
1am viée | 1o so ho So uy quyén Lanh dao
Xem xét, | Lanh dao o . aA P phong:
B34 , A he (truong | hoi dong B R ) )
ky duyét | phong hop 0y | Bian ba Néu dong y du thao:
quydn) [pon 0 [KY duyét du thao ket
P lqua gigi quyét TTHC.
Du thao | Chuyén sang B3.6
két qua

Néu khéng déng y
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Buoe | Noidung | Trich | Thoi Ho, s
cong A e oA . so/Biéu Dién giai
o n cong viec nhi¢m gian x
viéc mau
giai quyét | chuyén tra chuyén vién
TTHC kém y kién chi dao.
. Trwong hop Lanh dao
O‘l ngay S¢ khong tuy quyén
1am\v1ec Linh dao phong:
g ruong Néu dong y du thao: ky
khQIogn nhay du thao, trinh
. & Lanh dao S¢ ky duyét.
- Chuyén sang B3.5
quyén) , ‘
Neu khong dong vy
chuyén tra chuyén vién
kém y kién chi dao.
Theo muc Lfmh dao SO& xem xét
I ho so:
BM 01 - Néu dong y véi du
1 so hop thao: ky phé duyét.
hoi dd Chuyen Van phong So¢
N . 01 dong
B35 | Ky duyét Lanh dao | 01 ngay Bién bi cap sO, dong dau, ban
' y S& lam vige | PN DA\ hanh Chuyén  sang
hop B3.6
Duthao | _ Ny khéng dong y véi
kétqua | gy thao: chuyén tra
glai quyet Phong Quan ly dich vu
TTHC y té kém y kién chi dao.
Cho sO, vao so, dong
Ban hanh | VMY |01 ngay | HEsoda |daw ban hanh van ban
B3.6 sn bin Van 1am viee | ohé duvét va chuyqn ho so cho Bo
v phong S& ' P ye phan Tiép nhan va Tra

két qua.
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B4. Di thim dinh thuc té

Lanh dao phong xem xét hd

;Fheo muc | ..
BM 01 Néu dong y dw thao: Ky
X 7 duyét du tbéo Vép ban dé
B41 , e111(1’ Lanh dao | 06 ngay Pu’ tPaO . |nght  chuyén tham dinh.
' xet, o phong |lam viéc | V4 bag d€ | Chuyén sang 4.2
duygt nghi A A Ao 2
hive Neu khéng dong y chuyén
hCA u?n h tra chuyén vién kem y kién
tham 1? chi dao.
thuc té
To ghwc Doan 01 A Poan tham dinh thyc hién
tham 2 \ HO so . o 1A~ 1A
B4.2 . tham ngay X L danh gia tai co s¢, lap bién
dinh . . .. | tham dinh |, 2
Y dinh lam viéc ban, chuyén sang 4.3
thuc te
Néu két qua danh gia
Dat/Khong dat: du thao ket
qua giai quyét thu tuc hanh
chinh hoac van ban tu
cho61/b6 sung (Truong hop co
Bién ban | 8¢ ¢6 van ban xin hoan tham
Tong . danh gia | dinh) néu 10 ly do (néu co),
hop kit | Chuyen Du thao | thuc hién tiép tir B4 4. Hoan
13 vien % o | thién hd so trinh Lanh dao
quaxsau phong | 03 ngay kqe‘t quaA e "
dinh, suanty " | TTHC/ Du | Néu két qua danh gia Dat
‘. |dichvay T A P ;
du thao | e thao van |nhung can b6 sung khac
két qua ban bo | phuc: du thao van ban thong
sung béq v€ cac nd1 dung can
khac phuc, stra chira, thuc
hién tiép tir B4.4 Hoan thién
ho so trinh Lanh dao phong
xem Xet.
Xem 196 ngﬁy Dy thao | Lanh dao phong xem xét hd
xét, |Lanhdao | PV Kétqua | so:
B4.4 . \ (trowong - A . . ,
danh phong hop ty glat quyet | Trwong hop Lianh dao So
gia 2 TTHC |y quyén Lanh dao phong:

quyén)
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05 ngay
lam viéc
(trowong
hop uy
quyén)

Néu dong y du thao: Ky
duyét du thao két qua giai
quyét TTHC. Chuyén sang
B4.6

Néu khong dong y chuyeén
tra chuyén vién kém y kién
chi dao.

Trwong hop Lanh dao So
khong uy quyén Lanh dao
phong:

Néu dong y du thao: ky nhay
du thao, trinh Lanh dao S&
ky duyét. Chuyén sang B4.6
Néu khong dong y chuyeén
tra chuyén vién kém y kién
chi dao.

B4.5

duyét

Lanh dao
So

01 ngay
lam viéc

Du thao
két qua
giai quyét
TTHC

Lanh dao So xem xét ho so:

- Néu ddng y véi du thao: ky
phé duyét. Chuyén Van
phong S& cap so, dong dau,
ban hanh. Chuyén sang B4.6
- Néu khong dong y véi du
thao: chuyén tra Phong Quan
ly dich vu y té kém y kién
chi dao.

B4.6

Ban
hanh
van ban

Van thu
Van
phong S&

01 ngay
lam viéc

Ho so da
phé duyét

Cho s6, vao so, déng dau,
ban hanh vin ban va chuyén
ho so cho B6 phan Tiép nhan
va Tra két qua.

B5

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

Bo phan
Tiép
nhan va
Tra két
qua

Theo
giay hen

Két qua

- Tra két qua cho t6 chtec, ca
nhan.

- Théng ké, theo dai.

- Chuyén tra Van thu néu cé
yéu cau.
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IV. BIEU MAU
TT | M4 hiéu | Tén Biéu miu

1. |BMO1 Mau Giay tiép nhan ho so va hen tra két qua

2. |BM02 | Mau Phiéu yéu cau bd sung va hoan thién ho so

3. |BM03 Mau Phiéu tir chéi giai quyét tiép nhan ho so

4. | Mau s6 H6~ SO téng thé vé co sd phan phoi thude, nguyén liéu lam thude-
05/GDP | Mau s6 05/GDP

5. |[Maus6 | Bién ban danh gia Mau s6 03/GDP: Bién ban danh gia GDP
03/GDP

6. Mau Giéy chirng nha:m “Thyc hanh t6t co s& ban budn thudc,

nguyén li€u lam thuoc™

V. HO SO CAN LUU

TT | Ma hiéu Hb so luu
1. |BMO01 Giéy tiép nhan ho so va hen tra két qua (luu tai B6 phan Mot cura)
2. |BMO02 Phiéu yéu cau bo sung va hoan thién hd so (néu c6 - luu tai Bo
phan Mot cira)
3. |BMO03 Phiéu tir chéi giai quyét tiép nhan ho so (néu co - lvu tai BO phan
Mot cura)
4. Cac ho so khac néu co theo vin ban phap quy hién hanh

VL. CO SO PHAP LY

- Luat 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 ctia Chinh phu sta doi, 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.

- Thong tu s6 03/2018/TT-BYT ngay 09/02/2018 ciia BO Y té Quy dinh vé Thuc
hanh t6t co so ban budn thude, nguyén liéu lam thude.

- Thong tu s6 09/2020/TT-BYT ban hanh ngay 10/6/2020 Stra d6i, bo sung mot
sO diéu cua Thong tu s6 03/2018/TT-BYT ngay 09/02/2018 cia Bo Y té Quy dinh vé
Thuc hanh t6t co so ban buén thude, nguyén liéu lam thude.

- Théng tu s6 277/2016/TT-BTC ngay 14/11/2016 ctia B Tai chinh quy dinh
muc thu, ché d6 thu, nop, quan 1y va st dung phi trong linh vuc dugc, m§ pham.
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M4iu s6 03/GDP: Bién ban danh gia GDP
UY BAN NHAN DAN TINH CONG HOA XA HQOI CHU NGHIA VIET NAM

SOYTE.... Poc lap - Tw do - Hanh phuc
SO: ... [ ,ngay......thang..... nam 20........
BIEN BAN DANH GIA

"Thwe hanh tot Phan phoi thude, nguyén liéu 1am thude "

Cian ctt Quyét dinh s6 ... ngay ......... cua ......... vé viéc thanh 1ap doan kiém
tra trién khai ap dung cac tiéu chuan "Thuc hanh t6t phan phdi thude, nguyén liéu lam
thudc" cua .........., thanh phan doan danh gia gdm:
| U - Trudng doan.

2 - Thu ky
3

Tén co so:

- Dia chi:

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

- Ban dang ky danh gia dé ngay ....... cua ......

- Ngay tién hanh danh gia ...................

- Noi dung danh gia: viéc trién khai ap dung cac tiéu chuan "Thuc hanh t6t phan phoi
thude, nguyén liéu 1am thude" cua BO Y té

- Tiép doan co:

I/ Mot sb v kién cta doan kiém tra:

Sau khi tham dinh ho so, nghe bao cdo ciia Cong ty va tién hanh kiém tra thuce té,
Poan danh gia c6 méot sb y kién sau:

A. Uu diém:
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3. Quan ly chat lwong: ...

4. Co s kho tang va bao quan: ...

5. Phuong tién van chuyén va trang thiét bi: .....
6. Bao bi va nhan trén bao bi: .....

7. Giao hang va gui hang: .....

8. Van chuyén thudc trong qua trinh van chuyén: ....
9. Ho so tai lidu: .....

10. Bong goi lai va dan nhan lai: ...

11. Khiéu nai: .....

12. Thu hoi: ...

13. San phém bi loai va bi tra vé: ...

14. Thubc gia: ...

15. Nhap khau: ...

16. Hoat dong theo hop dong; ...

17. Tu kiém tra: ......

B. Tén tai:

STT Ton tai Tham | Xép
chiéu | loai

1.1.

1.2.

2.1

2.2,

11/ Két luén:
1. Mirc d6 dap irng GDP:
2. Yéu cu
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I/ Y kién ctia Co s&

Bién ban duogc thong nhat gitta Doan kiém tra va Cong ty ........

Bién ban nay duoc lam thanh hai ban, kém theo ban Danh muc danh gia. Cong ty gitr
mot ban, S¢ Y té gitr mot ban./.

Trudng Poan danh gia Thu ky Lanh dao co s¢
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M3u s6 05/GDP: Hd 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 phoi

1.1 Théng tin lién hé ciia co s¢ phdn phoi

=N CO SO
- Pia chi Van phong: ................... ,sb dién thoai.................... Fax...oo............
-DPiachikhobaoquan: .................................. , b dién thoai...........

- GIAM AOCT oo ,sb dién thoai ...............

- Nguoi chiu trach nhiém chuyén moéon: .................... ,sO dién thoai ............
-Pham vi kinh doanh: ...

- Gidy chtmg nhan dang ky kinh doanh s6........
- Giéy chirng nhan du diéu kinh doanh duoc sb.........

1.2 Cdc hoat déng phdn phéi thudc, nguyén liéu lam thubc dwoc cdp phép cia
co SO tai dia chi trén
- Danh muc cac loai san pham phan phoi ......
- Danh muc cac dot kiém tra GDP duoc tién hanh tai co s&, bao g6m thong tin vé
ngay thang, tén cia co quan c6 tham quyén thuc hién viéc kiém tra.
- Ban sao cua Gidy chtimg nhan dang ky kinh doanh, gidy ching nhan du diéu kién
kinh doanh thudc néu cé.
- Ban sao gidy chirng nhan du diéu kién kinh doanh thudc hodc Giay chting nhan GPP
ciia timg nha thude trong chudi, Gidy chimg nhan dat GDP (truong hop da dugce danh
gid) cta co s& ban budn néu to chice chudi nha thude.

2. Nhan sw
- So d6 nhan s cta co so, bao gdm vi tri quan 1y chat lwong, quan 1y kho bao quan,
kiém tra chat lwong, giao nhan, kinh doanh....
- Danh sach nhan su cia co s¢: tén, chirc danh, trinh d6 chuyén mon,

3. Kho biao quan
- So dd vi tri dia 1y cua kho bao quan thude/nguyén liéu 1am thude/véc xin sinh pham
trong mat bang tong thé cua co so,
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- Ban vé thiét ké kho va cac khu vire bao quan cho cac san pham khac nhau, cac khu
vure biét trit va xir Iy cac chat co doc tinh cao, hoat chat nguy hiém va cac nguyén liéu
nhay cam, (néu co);
- M6 ta ngan gon vé cac diéu kién bao quan cu thé (néu 4p dung) nhung khong duoc
thé hién trén cac ban vé.
4. Danh muc thiét bi bao quan, phwong tién van chuyén
- Liét ké danh muc cac thiét bj chinh s dung dé bao quan, van chuyén, thoi han kiém
dinh thiét bi.
5. Ho so tai liéu
- M6 ta chung vé hé théng ho so tai liéu cua co so (vi du hé théng tal liéu dién tir, tai
liéu ban cung).
- Danh muc cac quy dinh, hd so, tai liéu lién quan dén hoat dong phan phdi thude/
nguyén liéu lam thude.
- Danh muc cac quy trinh, thao tac chuan thuc hién viéc phan phdi thude/nguyén liéu
lam thudc
- B4o cdo vé hé thong chat luong cua co sd phan phéi to chire chudi nha thuée GPP
6.Tu thanh tra
- Mo ta ngén gon vé hé théng ty thanh tra cua co s&, két qua tu thanh tra va tu danh
gia mirc d0 dap tmg dat yéu cau GDP cua co so.



SOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
S:../GDP Poc 1ap - Tu do - Hanh phuc

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 sé:

Tru so:

Pat “Thuyc hanh t6t phin phéi thubc, nguyén liéu lam thudc” (GDP)
Tai dia chi:

Nguoi chiu trach nhiém chuyén mon:

Pham vi:

Gidy chimg nhan nay c6 gia tri ba nam ké tengay ky. ... , hgay thdang ndm

Lanh dao co s&
(Ky, ghi rd ho tén, dong dau)

61

€20T-L-S1 AB3N/6T1+8CT 9S/0Vd DNOD

iV
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QUY TRINH NQI BO PA PUQC TAI CAU TRUC

QUY TRINH 12

PANH GIA DUY TRI PAP UNG THUC HANH TOT CO SO
PHAN PHOI THUOC, NGUYEN LIEU LAM THUOC

ctia Chui tich Uy ban nhdn ddn thanh phd)

. THANH PHAN HO SO?

(Ban hanh kém Quyét dinh s6 2676/0P-UBND ngay 29 thang 6 ndm 2023

nha thudc trong chudi cia co sé bdn budn néu 6
chitc chudi nha thuéc (néu cé)

¢) So d6 nhdn s ciia co s6, bao goém vi tri quan 1y
chdt lwong, quan 1y kho bdao quan, kiém tra chdt
lwong, giao nhdn, kinh doanh, ...

Danh sdach nhdn suw cua co so

d)- So do vi tri dia Iy cia kho bdo qudn
thuéc/nguyén lidu lam thudc/ vic xin sinh phdm
trong mdt bang tong thé cia co so

- Ban vé thiét ké kho va cdc khu viee bao quan cho
cdc san phdm khdc nhau, cdac khu vuc biét trit va

TT Tén ho so S6 Ghi chi
lwgng
1. | Don dé nghi danh gia dinh ky viéc duy tri dap Gng 01 Ban chinh
GDP
2. | Tai lieu ky thuat bao gdom Giay chung nhan du Ban sao ¢o
diéu kién kinh doanh duoc ch(mg thuc
Giay chirng nhan Thuc hanh tot tai dia diém kinh Giay chl'm‘g
doanh nhan du dieu
Céc tai lidu ky thudt cap nhat vé didu kién co so (en flanh
vat chat, ky thuat va nhén su cta co s¢ phan phoi hoafl uoe
(néu co thay do1) - Tham khao hé so tong thé: oac Gla}'
, - 3 . s chirng nhan
a) Danh muc cdc logi san phdm phdn phoi (Du R
X . L. 5 . Thuc hanh tot
kién phdn phoi vi chua kinh doanh) Y
. . ta1 dia diem
b) Ban sao Gidy chung nhdn du diéu kién kinh kinh doanh
doanh dugc hodc Gidy chitng nhdn GPP cua tung 01 (néu co)

Ban chinh cac
tai liéu k¥ thuat

2 Thanh phan hd so nao di dwoc bai bo: khong ¢
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xu Iy chdt c6 déc tinh cao, hoat chdt nguy hiém va
cdc nguyén lieu nhay cam (néu cé)

- M6 ta ngdn gon vé cdc diéu kién bao quan cu thé
(néu dp dung) nhung khong diroc thé hién trén cdc
ban vé ¢) Danh muc trang thiét bi (bao gom ca
thong tin vé hé thong mdy tinh va phdn mém quan
Iy néi mang)

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

e) Tu thanh tra: Mo ta ngén gon vé hé théng tw
thanh tra cua co so, két qua tu thanh tra va tu
ddnh gid mirc @6 ddp ing dat yéu cdu GDP ciia co
SO

Ban chinh

Bao cdo tom tat vé hoat dong phan phdi thude,
nguyén liéu lam thudc cia co s& trong thoi gian 03
nam gan nhat tinh tir thoi diem danh gia lién trudce
dén ngay danh gia dinh ky (khong bao gom cac
dot danh gia dot xuat, thanh tra, kiém tra cua Bo Y
té, SO Y té) dén ngay dé nghi danh gia dinh ky

01

Ban chinh

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

B6 phan tiép nhan va tra két qua tai

Cong

https://dichvucong. hochiminhcity.gov.vn

Dich vu cong:

22 ngay lam vigc
k& tir ngay nhan
di ho so hop 1€

4.000.000,00VND

III. TRINH TU XU LY CONG VIEC (Phong Quan Iy dich vu y té)

Bube | \sidung | Trach | Thoi Ho .
cong A en oA . so/Biéu Dién giai
o n cong viec nhi¢m gian x
viéc mau
Nophd | To chuc, Theo muc | Thanh phan hoé so theo
SO’ canhan I muc |
Tiép nhén true tiép:
Bl Kidm tra | D0 phan ‘ BMO1 . Truong hop hd so day
hd so Tiep nhan | 01 ngay BM 02 du:
hoso |lamviéc| BMO03 |Lap Gidy tiép nhan hd
so va hen tra két qua;
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Bude | Ngidung | Trich | Thoi Ho, o
cong NI A . so/Biéu Dién giai
o n cong viec nhi¢m gian x
viéc mau

trao cho nguoi ndp hod
so theo BM 01; thuc
hién tiép budc B2

- Truong hop ho so
chua ddy du: Huong
dan bo sung, hoan thién
hd so dén nguoi nop hd
so va ghi 1o ly do theo
BM 02.

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

Tiép nhin qua Cong
Dich vu cong truc
tuyén

- Kiém tra tinh chinh
xac, day du, hop 1é cua
hd so; kiém tra thong
tin chit ky s6 dé dam
bao tinh xac thuc, hop
1& (néu c).

- Sau khi kiém tra, néu
bao dam cac diéu kién
dé tiép nhan, Cong
chitc Mot cura tiép
nhan, cap mi ho so va
xtr ly ho so theo quy
trinh.

- Truong hop ho so
chua day du, ding quy
dinh thi théng bao cho
td chirc, ca nhan qua tai
khoan cua té chirc, ca
nhan qua Céng Dich vu
cong va huéng dan day
du, cu thé dé t6 chuc,
c4 nhan bo sung ho so
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Bude | Ngidung | Trich | Thoi Ho, P
cong A e oA . so/Biéu Dién giai
o n cong viec nhi¢m gian x
viéc mau
theo yéu cau
=> thoi gian tiép nhan
chinh thirc hodc yéu
cau chinh stra, bo sung
khéng muén hon 08
gid lam viéc ké tir khi
hé théng tiép nhan, tru
thtr 7, chu nhat.
- Tiép nhan ho so va
chuyén cong chirc thu
1y ho so phong Quan ly
dichvuy té
03 ngay Chuyén vién tiép nhan
lam viéc hod so tir BO phan mdét
(ddi véi ctra, tién hanh kiém tra
ho so ¢o tham dinh ho so.
van ban Trwong hop hd so
bo chwa hop 1€: du thao
sung) van ban d& nghi bd
Theo muc sung, thue hién tiép tir
1 B2.1-B2.3
Thim BM O} Truwong hop hd so
dinh hé | Chuyén Duthdo | hep I¢ phii dinh gia
so,, dé vién van ban d¢ | thye t€ tai co sé: tién
xuit két phong nghi bOA haPh g‘émh qgla‘iwva d}r
B2 qué gidi Quan 1y sur}g/lggt tha}o két qua giai quy?t
quyét thii | Dich vuy | 04 ngay | To £ thi tyc hanh chinh hoac
tuc hanh té lam vige | UYL hogc van ban tir choi néu o
chinh (@i voi | 2p bt 11y do (néw co), thye
A chéin€u | hién tiep tw B3.1.
hoso 1 o4 Truong hop co so co dé
hop 1¢) '

nghi dwoc hoan danh
gia, thwc hién van ban
dé nghi bb sung, trinh
Lanh dao phong xem
xét, thuc hién tiép tu
B2.1-B2.3

Luu y: Sau khi tiép
nhdn hé so tir BO phdn
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Bude | Ngidung | Trich | Thoi Ho, P
cong A e oA . so/Biéu Dién giai
o n cong viec nhi¢m gian x
viéc mau
mot cua, Chuyén vién
thu ly cd nhiém vu xdc
dinh thdm quyén gidi
quyét, néu khong ding
chuyén tra ngay vé B
phdn mot cua.
Trwong hop hd so c6 vin ban dé nghi b6 sung
Lanh dao phong xem
xét ho so:
92 ngﬁy Truomg hop Lanh dao
lam viee S& iy quyén Lanh dao
(ﬁmo’flg phong:
op uy Néu dong y du thao:
quyén) Ky duyét du thao van
ban d& nghi bo sung hd
Theo muc | 5 Chuyén sang ‘B2.3
I ' Néu Kkhéng dong y
BM 01 chuyén Fr,é chuyén vién
B2 1 Xem xét, | Lanh dao Du thi kém y kién chi dao.

' ky duyét | phong ‘ Vél’lubéll’?%é Truong hop Lanh dao
01 ngay | = o bé S¢ khong uy quyén
lam viéc gun Lanh dao phong:
(truong s Néu dong y duy thao: ky

hop nhay du thao van ban

khqong dé nghi bo sung ho so,

uy trinh Lanh dao S& ky

quyen) duyét. Chuyén sang
B2.2

Néu khong dong v
chuyén tra chuyén vién
kém y kién chi dao.
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Bude | Noidung | Trach | Thoi Ho .
cong A e oA . so/Biéu Dién giai
o n cong viec nhi¢m gian X
viéc mau
L?mh dao S& xem xét
ho so:
- Néu dong y véi du
Theomue | thao: ky phé duyét dy
I thao van ban dé€ nghi bo
' | Lanh dao | 01 ngay BM 01 sung hod so. Chuyen
B2.2 Ky duye¢t . LA Du thao | Van phong S& cap so,
: S& lam viéc - .
van ban dé | dong Vdau, ban hanh.
nghi b6 | Chuyén sang B2.3
sung - Néu khong déng y voi
du thao: chuyén tra
Phong Quan ly Dich vu
y té kém y kién chi dao.
Cho s6, vao so, dong
Ban hanh | Yol g1ngay | HE soqa | 94U, ban hanh van ban
B2.3 sn bin Van 1am viee | ohée duvét va chuyqn ho so cho Bo
M phong S& ¢ | P ye phan Tiép nhan va Tra

két qua.

Trong thoi han 06 thang, ké tir ngay S& Y té ¢ vin ban thong béo sira d6i, bo sung,
co s& dé nghi phai nép hd so sira doi, bo sung theo yéu cau. Sau thoi han trén, co
s khong stra doi, bo sung hodc sau 12 thang ké tir ngay nop ho so lan dau ma hod
so bo sung khong dap tmg yéu cau thi ho so da nop khong con gia tri. Sau khi tiép
nhan hd so bo sung tir co sd, chuyén chuyén vién thu 1y thye hién tiép quy trinh

Pi thim dinh thye té
Lanh dao phong xem
Theo muc | x€t ho so:
I Néu dong y du thao:
BM 01 Ky duyét du thao van
Xem xét, | Lanh dao | 06 ngay Du thao ba? de ‘ngh1 chuyeXn
B3.1 kv duvét phong lam viec | van ban d& | thdm  dinh.  Chuyén
y quye ' nghi sa{agBSQ ‘

chuyén | Néu khéng dong y
thAm dinh | chuyén tra chuyén vién

thuc té | kém y kién chi dao.
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Buge | \gidung | Trich | Thei Ho, P
cong A e oA . so/Biéu Dién giai
o n cong viec nhi¢m gian x
viéc mau
T chire Poan tham dinh thuc
B39 tham boan 1 ngay HS SO hién danh gia tai co sg,
' dinh thye | tham dinh | lam viéc | tham dinh |1ap bién ban, chuyén
té sang B3.3
Néu két qua danh gia
bat/Khong dat: du thao
két qua giai quyét thu
tuc hanh chinh hoac
van ban tir ch6i/bd sung
(Truong hop co s& cod
o1 van ban xin hodn tham
B{en ba,u,l dinh) néu 18 1y do (néu
Téng hgp | Chuyén danh &4 1 co), thyc hién tiép tir
két qua vién D?’ tha9 B3.4. Hoan thién ho so
B33 | sau thAm | phong | 03 ngay kqe't qua | trinh I,Jﬁnh dao phong
' dinh, dw | Quanly |lam viéc | 83 quyet | xem xét.
thao két | dich vu y TTHC/ Dy | \gy kbt qua danh gia
qua té tha}o Van | Pat nhung can b sung
ban bo khic phuc: du thao van
sung ban thong bao vé cac
ndi dung can khic
phuc, sua chira, thuc
hién tiép tr B3.4 Hoan
thién ho so trinh Lanh
dao phong xem xét.
06 ngay Lanh dao phong xem
lam viéc xét ho so:
(truong Truwong hop Lanh dao
hO’P‘ﬁY S¢ uy quyén Lanh
quyén) | Dythao |dao phong:
B34 Xem xét, | Lanh dao két qua | Néu dong y du thao:
| danhgia | phong | 05pgay | £181 quyet | Ky duyét du thao ket
lamviee | TTHC |qua gidi quyét TTHC.
(trudng Chuyén sang B3.6
hop uy Néu khong dong v
quyén) chuyén tra chuyén vién

kém y kién chi dao.
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Buéc
cong
viéc

Noi dung
cong viéc

Trach
nhiém

Thoi
gian

Ho
so/Biéu
mau

Dién giai

Trwong hgp Lanh dao
S6 khong uy quyc"%n
Lanh dao phong:

Néu dong y du thao: ky
nhay du thdo, trinh
Lanh dao S¢ ky duyét.
Chuyén sang B3.5

Néu khong dong v
chuyén tra chuyén vién
kém y kién chi dao.

B35

Ky duyét

Lanh dao
So

01 ngay
lam viéc

Du thao
két qua
giai quyét
TTHC

Lanh dao So xem xét
hd so:

- Néu dong y véi du
thao: ky phé duyét.
Chuyén Vin phong S¢
cap sO, dong dau, ban
hanh. Chuyén sang
B3.6

- Néu khong dong y voi
du thao: chuyén tra
Phong Quan ly dich vu
y té kém y kién chi dao.

B3.6

Ban hanh
van ban

Van thu
Van
phong S&

Olngay
lam viéc

Ho so da
phé duyét

Cho s6, vao sb, dong
diu, ban hanh van ban
va chuyén ho so cho B
phan Tiép nhan va Tra
két qua.

B4

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

Bo phan
Tiép nhan
va Tra két

qua

Theo
giay hen

Két qua

- Tra két qua cho t6
churc, ca nhan.

- Thong ké, theo dai.

- ,Chuyén tra Van thu
neu co yéu cau.
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IV. BIEU MAU
TT |Maihiéu |Tén Biéu miu
1. |[BMO1 Mau Giay tiép nhan ho so va hen tra két qua
2. |[BMO02 Mau Phiéu yéu cau b6 sung va hoan thién ho so
3. |BMO03 | Mau Phiéu tir choi giai quyét tiép nhan hd so
4. |Mausé |Don dang ky danh gia duy tri dap tng GDP-Mau s6 01/GDP
01/GDP
5. | Mau s Ho S0 ténNg thé vé co s& phan phdi thude, nguyén liéu lam
05/GDP | thuoc- Mau so 05/GDP
6. |Mausd |Biénban danh gia Mau s6 03/GDP: Bién ban danh gia GDP
03/GDP
7. Mau Giéy chirng nha:m “Thuc hanh t6t co s& ban budn thude,
nguyén liéu lam thude”
V.HO SO CAN LUU
TT | Ma H6 so luu
hi¢u
BM 01 | Gidy tiép nhan ho so va hen tra két qua (Iuu tai Bo phan Mot cira)
2. |BM02 |Phiéu yéu cau bo sung va hoan thién hd so (néu co - luu tai Bo
phan Mot cira)
3. |BMO03 | Phiéu tir chéi giai quyét tiép nhan hd so (néu co - luu tai BO phan
Mot ctra)
4. Céc ho so khac néu co theo vin ban phap quy hién hanh

VL. CO SO PHAP LY

- Luat 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 so diéu
va bién phap thi hanh Luat duoc

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

ly nha nuéc cua Bo Y té.

- Thong tu s6 03/2018/TT-BYT ngay 09/02/2018 ciia BO Y té Quy dinh vé Thuc
hanh t6t co so ban budn thude, nguyén liéu lam thude.
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- Thong tu s6 09/2020/TT-BYT ban hanh ngay 10/6/2020 Sira doi, bd sung mot
s6 diéu ciia Thong tu s6 03/2018/TT-BYT ngay 09/02/2018 ciia B6 Y t€ Quy dinh vé
Thuyc hanh t6t co so ban budn thude, nguyén liéu lam thude.

- Théng tu s6 277/2016/TT-BTC ngay 14/11/2016 cia Bo Tai chinh quy dinh
mttc thu, ché do thu, ndp, quan 1y va st dung phi trong linh vuc duge, my pham.



30 CONG BAO/S6 128+129/Ngay 15-7-2023

M4iu s6 03/GDP: Bién ban danh gia GDP

UY BAN NHAN DAN TINH CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE.... Poc 1ap - Tw do - Hanh phuc
Sb: ... [ove ,ngay...... thang...... nam 20........
BIEN BAN DANH GIA

"Thwe hanh tot Phan phoi thude, nguyén liéu 1am thude "

Cian ctt Quyét dinh s6 ... ngay ......... cua ......... vé viéc thanh 1ap doan kiém
tra trién khai ap dung cac tiéu chuan "Thuc hanh t6t phan phdi thude, nguyén liéu lam
thudc” cia .........., thanh phan doan danh gia gom:
| U - Trudng doan.

2 - Thu ky
3

Tén co so:

- Dia chi:

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

- Ban dang ky danh gia dé ngay ....... cua ......

- Ngay tién hanh danh gia ...................

- Noi dung danh gia: viéc trién khai ap dung cac tiéu chuan "Thuc hanh t6t phan phoi
thude, nguyén liéu 1am thude" cua BO Y té

- Tiép doan co:

I/ Mot sb v kién cta doan kiém tra:

Sau khi tham dinh ho so, nghe bao cdo ciia Cong ty va tién hanh kiém tra thuce té,
Poan danh gia c6 méot sb y kién sau:

A. Uu diém:
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. Quan 1y chat luong; ...

. Co s¢ kho tang va bao quan: ...

2
3
4
5. Phuong tién van chuyén va trang thiét bi: .....
6. Bao bi va nhan trén bao bi: .....

7. Giao hang va gui hang: .....

8. Van chuyén thudc trong qua trinh van chuyén: ....
9. Ho so tai lidu: .....

10. Bong goi lai va dan nhan lai: ...

11. Khiéu nai: .....

12. Thu hoi: ...

13. San phém bi loai va bi tra vé: ...

14. Thubc gia: ...

15. Nhap khau: ...

16. Hoat dong theo hop dong; ...

17. Tu kiém tra: ......

B. Tén tai:

STT Ton tai Tham | Xép
chiéu | loai

2.1.

2.2.

2.1.

2.2.

11/ Két luén:
1. Mirc d6 dap irng GDP:
2. Yéu cu
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11/ Y kién cua Co s&

Bién ban duogc thong nhat gitta Doan kiém tra va Cong ty ........
Bién ban nay duoc lam thanh hai ban, kém theo ban Danh muc danh gia. Cong ty gitr
mot ban, S& Y té gitr mét ban./.

Trudéng Doan danh gia Thu ky Lanh dao co s¢
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M3u s6 05/GDP: Hd so tong thé vé co sé phan phdi thudc, nguyén liéu 1am thude
Ho So Téng Thé Vé Co S¢ Phan Phédi Thudc,

Nguyén Liéu Lam Thuéc

1. Théng tin chung vé co' sé phan phoi

1.1 Théng tin lién hé ciia co s¢ phdn phoi

=N CO SO
- Pia chi Van phong: ................... ,sb dién thoai.................... Fax...oo............
-DPiachikhobaoquan: .................................. , b dién thoai...........

- GIAM AOCT oo ,sb dién thoai ...............

- Nguoi chiu trach nhiém chuyén moéon: .................... ,sO dién thoai ............
-Pham vi kinh doanh: ...

- Gidy chtmg nhan dang ky kinh doanh s6........
- Giéy chirng nhan du diéu kinh doanh duoc sb.........

1.2 Cdc hoat déng phdn phéi thudc, nguyén liéu lam thubc dwoc cdp phép cia
co SO tai dia chi trén
- Danh muc cac loai san pham phan phoi ......
- Danh muc cac dot kiém tra GDP duoc tién hanh tai co s&, bao g6m thong tin vé
ngay thang, tén cia co quan c6 tham quyén thuc hién viéc kiém tra.
- Ban sao cua Gidy chtimg nhan dang ky kinh doanh, gidy ching nhan du diéu kién
kinh doanh thudc néu cé.
- Ban sao gidy chirng nhan du diéu kién kinh doanh thudc hodc Giay chting nhan GPP
ciia timg nha thude trong chudi, Gidy chimg nhan dat GDP (truong hop da dugce danh
gid) cta co s& ban budn néu to chice chudi nha thude.

2. Nhan sw
- So d6 nhan s cta co so, bao gdm vi tri quan 1y chat lwong, quan 1y kho bao quan,
kiém tra chat lwong, giao nhan, kinh doanh....
- Danh sach nhan su cia co s¢: tén, chirc danh, trinh d6 chuyén mon,

3. Kho biao quan
- So dd vi tri dia 1y cua kho bao quan thude/nguyén liéu 1am thude/véc xin sinh pham
trong mat bang tong thé cua co so,
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- Ban vé thiét ké kho va cac khu vire bao quan cho cac san pham khac nhau, cac khu
vure biét trit va xir Iy cac chat co doc tinh cao, hoat chat nguy hiém va cac nguyén liéu
nhay cam, (néu co);
- M6 ta ngan gon vé cac diéu kién bao quan cu thé (néu 4p dung) nhung khong duoc
thé hién trén cac ban vé.
4. Danh muc thiét bi bao quan, phwong tién vin chuyén
- Liét ké danh muc cac thiét bi chinh sir dung dé bao quan, van chuyén, thoi han kiém
dinh thiét bi.
5. Ho so tai liéu
- M6 ta chung vé hé théng ho so tai liéu cua co so (vi du hé théng tal liéu dién tir, tai
liéu ban cung).
- Danh muc cac quy dinh, hd so, tai liéu lién quan dén hoat dong phan phdi thude/
nguyén liéu lam thude.
- Danh muc cac quy trinh, thao tac chuan thuc hién viéc phan phdi thude/nguyén liéu
lam thudc
- B4o cdo vé hé thong chat luong cua co sd phan phéi to chire chudi nha thuée GPP
6.Tu thanh tra
- Mo ta ngén gon vé hé théng ty thanh tra cua co so, két qua tu thanh tra va tu danh
gia mirc d0 dap tmg dat yéu cau GDP cua co so.



SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
S6:.../GDP Poc 1ap - Tu do - Hanh phuc

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 s6:

Tru so:

Pat “Thuc hanh t6t phan phdi thudc, nguyén liéu 1am thuéc” (GDP)
Tai dia chi:

Nguoi chiu trach nhiém chuyén mon:

Pham vi:

Gidy chimg nhan nay c6 gia tri ba nam ké tengay ky. ... , hgay thdang ndm
Lanh dao co s&
(Ky, ghi rd ho tén, dong dau)

93

€20T-L-S1 AB3N/6T1+8CT 9S/0Vd DNOD

iV
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QUY TRINH NQI BO PA PUQC TAI CAU TRUC
QUY TRINH 13
CAP GIAY CHUNG NHAN PU PIEU KIEN SAN XUAT MY PHAM
(Ban hanh kém Quyét dinh s6 2676/0P-UBND ngay 29 thang 6 ndm 2023
ctia Chui tich Uy ban nhdn ddn thanh phd)
I. THANH PHAN HO SO°
TT Tén hd so S6 Ghi chi
lwgng
1. | DBon deé nghiqcép Giay chtng nhan dﬁNdiéq kién san Ban chinh
xuat my pham theo BM.02/MP (Mau s6 02 quy 01
dinh tai phu luc ban hanh kém theo Nghi dinh
93/2016/ND-CP).
2. | So d6 mit bang va thiét ké cua co so san xuat. 01 Ban chinh
3. | Danh muc thiét bj hién c6 cliia co s& san xuat. 01 Ban chinh

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

Cong

B6 phan tiép nhan va tra két qua tai

Dich vu cong:

https://dichvucong. hochiminhcity.gov.vn

22 ngay lam |6.000.000,00VND

viéc ké tir ngay
nhan du ho so
hop 1€

* Thanh phan hd so nao di dwoc bai bo: khong cd
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III. TRINH TU XU LY CONG VIEC (Phong Quan Iy dich vu y té)

Buéc
cong
viéc

Noi dung
cong viéc

Trach
nhiém

Thoi
gian

Ho
so/Biéu
mau

Dién giai

Bl

Nop hod
SO

To chirc,
ca nhan

Kiém tra
ho so

Bo phan
Ti€p nhan
ho so

01 ngay
lam viéc

Theo muc
I

Thanh phan hd so
theo muc I

BM 01
BM 02
BM 03

Tiép nhén trwe tiép:
- Truong hop hd so
day du:

Lap Giay tiép nhan hd
so va hen tra két qua;
trao cho nguoi ndp hod
so theo BM 01; thuc
hién tiép budc B2

- Truong hop hd so
chwa day du: Huong
dan bo sung, hoan
thién ho so dén nguoi
ndp hd so va ghi 16 ly
do theo BM 02.

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

Tiép nhin qua Cong
Dich vu cong truc
tuyén

- Kiém tra tinh chinh
xac, day du, hop 1é
cua hd so; kiém tra
thong tin chit ky sb dé
dam bao tinh xac
thue, hop 1€ (néu co).

- Sau khi kiém tra,
néu bao dam cac diéu
kién dé tiép nhan,
Coéng chirc Mot cira
tiép nhan, cap ma hd
so va xt 1y ho so theo
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Buéc
cong
viéc

Noi dung
cong viéc

Trach
nhiém

Thoi
gian

Ho
so/Biéu
mau

Dién giai

quy trinh.

- Truong hop hd so
chua day du, dung
quy dinh thi théng bao
cho to chirc, ca nhan
qua tai khoan cua to
chirc, ca nhan qua
Céng Dich vu cong va
huéng dan day du, cu
thé dé té chic, ca
nhan bo sung hd so
theo yéu cau

=> thoi gian tiép nhan
chinh thurc hoac yéu
cau chinh sta, bd
sung khong mudn hon
08 gid lam viéc ké tur
khi hé thong tiép
nhan, trir the 7, chu
nhat.

- Tiép nhan ho so va
chuyén cong chirc thy
1y hd so phong Quan
ly dich vuy té

B2

Tham
dinh hd
SO, dé
xuat két
qua giai
quyét tha
tuc hanh
chinh

Chuyén
vién
phong
Quan ly
Dichvuy
té

03 ngay
lam viéc
(ddi véi
ho so ¢6
van ban
bo sung)

Theo muc
I

BM 01

Du thao ‘
van bép de
nghi b6
sung/két
qua giai

Chuyén vién tiép nhan
ho so tir B6 phan mot
clra, tién hanh kiém
tra thAm dinh hd so.

Truwong hop ho so
chwa hop 1€: du thao
vian ban dé nghi bo
sung, thuc hién tiép tu
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Buéc
cong
viéc

Noi dung
cong viéc

Trach
nhiém

Thoi
gian

Ho
so/Biéu
mau

Dién giai

04 ngay
lam viéc
(ddi véi
ho so
hop 18)

quyét hoic
van ban tu
chdi néu
co

B2.1-B2.3

Truwong hop ho so
hop 1€ phai danh gia
thwe té tai co s6 tién
hanh danh gia va du
thao két qua giai
quyét thu tuc hanh
chinh hoac van ban tu
chdi néu 5 1y do (néu
c0), thuc hién tiép tu
B3.1. Truong hop co
so ¢o d& nghi duoc
hoan danh gia, thuc
hién van ban dé nghi
bo sung, trinh Lanh
dao phong xem xét,
thuc hién tiép tu B2.1-
B2.3

Luu y: Sau khi tiép
nhdn hé so tr Bo
phdn mot cua, Chuyén
vién thu ly cd nhiém
vu xdc dinh  thdm
quyén gidai quyét, néu
khong ding chuyén
tra ngay vé Bé phdn
mot cua.

Trwong hop hd so c6 vin ban dé nghi bo sung

B2.1

Xem xét,
ky duyét

Lanh dao
phong

02 ngay

lam viéc
(trowong
hop uy

quyén)

Theo muc
I

BM 01
Du thao
vin ban dé
nghi bo
sung

Lanh dao phong xem
xét ho so:

Truong hop Lanh dao
S& iy quyén Lanh dao
phong:

Néu dong v du thao:
Ky duyét du thao van
ban d& nghi bo sung
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Buéc
cong
viéc

Noi dung
cong viéc

Trach
nhiém

Thoi
gian

Ho
so/Biéu
mau

Dién giai

01 ngay
lam viéc
(trowong
hop
khong uy
quyén)

hd so. Chuyén sang
B2.3

Néu khong dong vy
chuyén tra chuyén
vién kém y kién chi
dao.

Truong hop Lanh dao
S¢ khong uy quyén
Lanh dao phong:

Néu dong v du thao:
ky nhay du thao van
ban d& nghi bo sung
ho so, trinh Lanh dao
S¢ ky duyét. Chuyén
sang B2.2

Néu khong dong vy
chuyén tra chuyén
vién kém y kién chi
dao.

B2.2

Ky duyét

Lanh dao
So

01 ngay
lam viéc

Theo muc
I

BM 01
Du thao
vin ban dé
nghi bo
sung

Lanh dao So xem xét
hd so:

- Néu dong y véi du
thao: ky phé duyét du
thao van ban dé nghi
b6 sung ho  so.
Chuyén Vin phong
S& cap so, dong dau,
ban hanh. Chuyén
sang B2.3

- Néu khéng dong y
vol du thao: chuyén
tra Phong Quan ly
Dich vu y t&¢ kém vy
kién chi dao.

B23

Ban hanh
van ban

Van thu
Van
phong So&

Olngay
lam viéc

Ho so da
phé duyét

Cho s0, vao so, dong
dau, ban hanh van ban
va chuyén hé so cho
Bo phan Tiép nhan va
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Budéc A
A NOi dung
cong A ‘A
" cong viéc
viéc

Trach
nhiém

Thoi
gian

Ho
so/Biéu
mau

Dién giai

Tra két qua.

Sau khi tiép nhan hd so bo sung tir co so, chuyén qua budc 4

Pi thim dinh thye té

Lanh dao phong xem

x€t ho so:
;F heo myc Néu dong v du thao:
Ky duyét du thao van
BMOL " 1han dé nghi chuyén
B3] | Xem xét, Lanh dao | 06 ngay Pu’ tqhao R tham dinh. Chuyén

| kyduyét | phong | lam vigc | vanban dé | suug B3 2
nghi Néu khong dong y
C;h WD | chuyén tra  chuyén
tham dinh | yia kem y kién chi

thuc té dao.
T chire Poan thadm dinh thuc
B39 tham boan 1 ngay H@ SO hién danh gia tai co
' dinh thywe | tham dinh | lam viéc | tham dinh |s&, 13p bién  ban,
té chuyén sang B3.3
Néu két qua danh gia
bat/Khong dat: du
Bién ban thao két qua giai
. danh gia quyét tha tuc hanh
Tong hgp | Chuyén ] chinh hodc van ban tur
két qua vién D}I thaqo chdi/bo sung (Truong
B33 sau thAm phong 03 ngay k‘eqt‘qua x, |hop co s6 co van ban
2 | dinh, dw | Quéanly | lam vidc | 8 AW | vin hoan thdm dinh)
thao két | dichvuy TTHC{ Dv | 6u 15 ly do (néu co),
qua té than ann thuc hién tiép tir B3 4.
ban bd Hoan thién hd so trinh
sung Lanh dao phong xem
x¢€t.

Néu két qua danh gia
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Buge | \gidung | Trich | Thei Ho, P
cong A e oA . so/Biéu Dién giai
o n cong viec nhi¢m gian .
viéc mau
Pat nhung can bo
sung khic phuc: du
thao van ban théng
bao vé cac néi dung
can khic phuc, stra
chira, thuc hién tiép tu
B3.4 Hoan thién hd so
trinh Lanh dao phong
xem Xet.
06 ngay Lanh dao phong xem
lam viéc xét hd so:
(treong Truwong hgp Lanh
hO’P}qu dao S¢ iy quyén
quyén) Lanh dao phong:
Néu dong v du thao:
Ky duyét du thao két
qua giai quyét TTHC.
Chuyén sang B3.6
Néu khoéng dong y
Du thao Cf‘lllyén‘ tra,i F:Ahuyér}
Xem xét, | Lanh dao két qua vién kém y kién chi
B34 , % . <, | dao.
danh gia phong 05 ngay | &lai quyét . ;
lam viéc TTHC Trwwg h(nl Lal}h
(tru’b’né dao’\ So khong uy
hop tiy quyén Lanh dao
A phong:
quyén)

Néu dong v du thao:
ky nhay du thao, trinh
Lanh dao S¢ ky duyét.
Chuyén sang B3.5
Néu khong dong vy
chuyén tra chuyén
vién kém y kién chi
dao.
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Buge | \gidung | Trich | Thei Ho P
cong A e oA . so/Biéu Dién giai
o n cong viec nhi¢m gian x
viéc mau
L?mh dao SO xem xét
ho so:
- Néu dong y véi du
thao: ky phé duyét.
Du thao CPuyAe " Avan, pho? g
Lanh dao | 01 ngay |két qua 50 cdp so, dong dau,
B35 Ky duyét . o e «, |ban hanh. Chuyén
; So lam viéc | giai quyét
TTHC sang B3.6 ‘
- Néu khong dong y
vol du thao: chuyén
tra Phong Quan ly
di(;h vu y t&€ kém y
kién chi dao.
Cho s0, vao so, dong
Banhanh | V200 | 01ngay | Hosoda | 94U ban hanh van ban
B3.6 sn bin Van 1am viee | ohé duvat | V2 chuyén hé so cho
v phong S& | PRE SIS Bo phan Tiép nhan va
Tra két qua.
Trfi ket o - Tra két qua cho t6
qua, luu B_',Q phan chtrc, ca nhan.
B4 h;O S0, T}ep Inlhafl '”l;heo Két qua |- Thong ke, theo ddi.
thong ké | va Trakét | giay hen >
vi theo qua - Chuyén tra Van thu
doi néu cd y€u cau.
IV. BIEU MAU
TT |Maihiéu | Tén Biéu miu
1. |BMOI Mau Giay tiép nhan ho so va hen tra két qua
2. |BMO02 | Mau Phiu yéu ciu b6 sung va hoan thién ho so
3. |BMO03 | Mau Phiéu tir chdi giai quyét tiép nhan ho so
4. Mau s6 bon dé nghi gép (}iéy chimg nhan du diéu kién san xuat my
02 pham theo Mau s6 02 quy dinh tai phu luc ban hanh kém
theo Nghi dinh 93/2016/ND-CP.
5. Mau s6 Mau s6 01 - Gidy chang nhan du diéu kién san xuat my pham
01 - Nghi dinh 93/2016/NDb-CP
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V. HO SO CAN LUU

TT | Ma Ho so luvu
hi¢u

1. |BMOI1 | Gidy tiép nhan ho so va hen tra két qua (Iuu tai B phan Mot
ctra)

2. |BM02 |Phiéu yéu cau bo sung va hoan thién hd so (néu co - luu tai Bo
phan Mot cira)

3. |BMO03 | Phiéu tir chéi giai quyét tiép nhan hd so (néu co - luu tai Bo
phan Mot cira)

4. Céc ho so khac néu co theo vin ban phap quy hién hanh

VI. CO SO PHAP LY

- Luat dau tu s6 67/2014/QH13 ngay 26/11/2014

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

- Quyét dinh 4708/QD-BYT ngay 31/8/2016 cua Bd Y té vé viéce cong bo thil tuc
hanh chinh md&i ban hanh tai Nghi dinh 93/2016/ND-CP ngay 01/7/2016 cua Chinh
pht quy dinh vé diéu kién san xuat my pham.

- Hiép dinh vé hé thong hoa hop ASEAN trong quan ly m§ pham

- Quyét dinh 24/2006/QD-BYT ngay 14/8/2006 ctia BO Y té vé viée trién khai
ap dung va huéng dan thuc hién cac nguyén tic tiéu chuan “Thyc hanh tot san xuat
m¥y phém” cua Hiép hoi cac nuwdc Dong Nam A.

- Thong tu s6 01/2011/TT-BNV ngay 19/01/2011 cua Bo Noi vu vé hudng dan
thé thie va k¥ thuat trinh bay van ban hanh chinh.

-Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phu stra do6i, bo
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.

- Théng tu s6 277/2016/TT-BTC ngay 14/11/2016 ctia B Tai chinh quy dinh
muc thu, ché d6 thu, nop, quan 1y va st dung phi trong linh vuc dugc, m§ pham.
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MAiu sb 01

UY BAN NHAN DAN TINH CONG HOA XA HQI CHU NGHIA VIET NAM
SO Y TE Poc 1ap - Tu do - Hanh phiic

GIAY CHUNG NHAN DU PIEU KIEN SAN XUAT MY PHAM
(*)

Chtrng nhan 1an dau ngay:
Piéu chinh lan thi:.... ngay...., Iy do diéu chinh:.,.

- Cdan cit Nghi dinh s6 ... ... ... ... ctia Chinh phii quy dinh vé diéu kién san xudt my phdm;

Du di€u ki€n san xuat my pham

Dady chuyén san xudt bao gom: ... ... (¥**)

......... , hgay ... .. thang ... ... ndm ... ...
GIAM POC
(Ky tén, dong ddu, ghi ro ho tén)
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(*) Truong hop cép lai, Gidy chirng nhan ghi & dong chit “BAN CAP LAI”.

(**) Ghi rd tén co s& san xuat my pham néu trén Pon dé nghi cap Gidy chimg nhan du diéu

ki€n san xuat my pham.

(**%) Ghi rd day chuyén san xuat 1a: Day chuyén déng goi san pham; san xuat ban thanh
pham dang kho; san xuét ban thanh pham dang u6t; san xuit san pham dang khé hay san

XuAt san phém dang uét hoac dang khac.
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M3iu sb 02

TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
------- Poc 1ap - Tw do - Hanh phuc

DPON PE NGHI CAP GIAY CHUNG NHAN
DU PIEU KIEN SAN XUAT MY PHAM

Kinhguoi:.................
Tén co so:
bia chi:
S6 gidy ching nhan ding ky kinh doanh, ngay cap, noi cap.
bién thoai: Fax: E-mail:

Can ctr Nghi dinh s6 ... ngay ........... thang ......... nam.......... cua Chinh pha quy dinh
vé diéu kién san xuat my pham, co sé ... dé nghi SO Y té... cap Gidy chirng nhan du diéu
kién san xuat m§ pham (day chuyén san xuit bao gom: ...(*)), hd so gdm cac tai liéu sau
day:

1. So d6 mat bang va thiét ké cia nha may;

2. Danh muc thiét bi hién c6 ciia nha may;

Co s0 ... cam két nhitng ndi dung néu trong Pon nay 1 dang sy that va hoan toan chiu trach

nhiém vé nhiing nd1 dung da néu.

GIAM POC COSO
(Ky tén, ghi ro ho tén, dong dau)

(*) Ghi 15 ddy chuyén san xuat 1a: Day chuyén déng géi san pham; san xuat ban thanh pham
dang kho; san xuat ban thanh pham dang uét; san xut san pham dang kho hay san xuat san

phém dang uét hoac dang khac.
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QUY TRINH NQI BO PA PUQC TAI CAU TRUC
QUY TRINH 14
CAP SO TIEP NHAN PHIEU CONG BO SAN PHAM MY PHAM
SAN XUAT TRONG NUOC
(Ban hanh kém Quyét dinh s6 2676/0P-UBND ngay 29 thang 6 ndm 2023
ctia Chui tich Uy ban nhdn ddn thanh phd)
I. THANH PHAN HO SO*
TT Tén hé so S6 Ghi chu
lwgng
1. | Phiéu cong b6 san pham m§ pham Phuy luc s6 01- Ban chinh
MP kém theo Théng tu 29/2020/TT-BYT keém 01
theo dir liéu cong bé (ban mém cua Phiu cong
bo)
2. | Giay uy quyén clia nha san xuat hodc chi so hitu Ban chinh
san pham uy quyén cho to chirc, ca nhan chiu
trach nhi€ém dua san pham ra thi truong duoc phan
ph01 san pham my pham tai Viét Nam (ap dung | 01
d6i voi my pham san xuat trong nude ma to chue,
ca nhan chiu trach nhiém du’a, san pham ra thi
truong khong phai 1a nha san xuat).

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

Noi tiép nhén va tra két qua Thoi gian xir 1y Lé phi
B6 phan tiép nhan va tra két qua tai - 03 ngay lam viéc ké tir 500.000,00
Cong Dich vu cong: | ngay nhan duoc ho so cong | dong/ 01
https://dichvucong hochiminhcity.gov.vn | b0 hop 1€ va phi cong b6 | Phi€u cong
theo quy dinh (do61 véi bo san
trudong hop cap so tiép pham m¥
nhan); pham (Co
- 05 ngay lam viéc ké tir 5O nop to1
ngay nhan duoc ho so cong | da 10
bb va phi cong bd theo quy | Phicu cong
bd san

* Thanh phan hé so nio di dwgc bai bo: khong co




ngay nhan dugce ho so cong
bo nép b6 sung theo van

ban dé nghi bb sung.
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dinh (dréi VOl truong hop phélm my
chwra cap so tiép nhan); pham
- 05 ngay lam viéc ké tu | trong 1 ho

S0)

III. TRINH TU XU LY CONG VIEC (Phong Quén 1y Dich vu Y té)

Buwéc
cong
viéc

Noi dung
cong viéc

Trach
nhiém

Thoi
gian

Ho
so/Biéu
mau

Dién giai

Nop hod
SO

To chuec,
ca nhan

Kiém tra

hé so va

tiép nhin
hé so

B6 phan
Ti€p nhan
ho so

0,5

2
ngay
lam
viéc

Theo muc
I

Thanh phan hd so theo
muc [

BM 01
BM 02
BM 03

Tiép nhén true tiép:

- Truong hop ho so day
du:

Lap Gidy tiép nhan ho
so va hen tra két qua;
trao cho ngudi ndp hd
so theo BM 01; thuc
hién tiép budc B2

- Truong hop hd so
chwa day du: Huong
dan b6 sung, hoan thién
hd so dén ngudi nop ho
so va ghi 16 ly do theo
BM 02.

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

Tiép nhin qua Cong
Dich vu cong truc
tuyén

- Kiém tra tinh chinh
xac, day du, hop 1é cua
hd so; kiém tra thong tin
chit ky s6 d dam bao
tinh xac thuc, hop 1€
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Buwéc
cong
viéc

Noi dung
cong viéc

Trach
nhiém

Thoi
gian

Ho
so/Biéu
mau

Dién giai

(néu co).

- Sau khi kiém tra, néu
bao dam cac diéu kién
dé tiép nhan, Cong chirc
Mot ctra tiép nhan, cép
ma ho so va xir Iy hd so
theo quy trinh.

- Truong hop hd so
chua day du, ding quy
dinh thi thong bao cho
td chirc, ca nhan qua tai
khoan cta to chirc, ca
nhan qua Céng Dich vu
cong va huéng dan day
du, cu thé dé to chuc, ca
nhan bo sung ho so theo
yéu cau

=> thoi gian tiép nhéan
chinh thirc hoac yéu cau
chinh swa, bo sung
khéng mudn hon 08 gio
lam viéc ké tir khi hé
thong tiép nhan, trir thir
7, chu nhat.

- Tiép nhan ho so va
chuyén cong chirc thy ly
ho so phong Quan ly
dichvuy té

B2

Tham
dinh hd
SO, dé
xuat két
qua giai
quyét tha
tuc hanh

Chuyén
vién
phong
Quan ly
dichvuy
té

2 ngay
lam
viéc

(ddi véi

hé so ¢
van ban
bo
sung)-

Theo muc
I

BM 01

Du thao ‘
van bép de
nghi bo
sung/két

Chuyén vién tiép nhan
ho so tir B6 phan mot
ctra, tién hanh kiém tra
tham dinh ho so.

Trwong hop hd so
chwa hop 1¢é: du thao
vin ban dé nghi bo
sung, thwe hién tiép tu
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Buge | Ngidung | Trach | Thei Ho, P
cong A e o n . so/Biéu Dién giai
o n cong viec nhiém gian .
viéc mau
chinh qua giai B2.1-B2.3
quyet Trwong hop hd so hop
van ban ttr | 18: dy thao két qua giai
choi néu quyét thu tuc hanh
0 ly do chinh hoac van ban tu
(néu co) chbi néu 18 ly do (néu
. c0), thuc hién tiép tu
I ngay B3,
‘ll?réré Hoan thién h6‘ so trinh
(dbi vi L%mh dao phong xem
ho so xet. L
hop 18) Luu y: Sau khi tiép
nhan ho so tor BO phan
mot cura, Chuyén vién
thu ly ¢6 nhiém vu xac
dinh tham quyén giai
quyét, néu khong ding
chuyén tra ngay vé Bo
phan mot ctra
Truong hop hd so ¢6 vin ban dé nghi bo sung
Lanh dao phong xem
2 ngay xét ho so:
lam Truong hop Lanh dao
viéc S& uy quyén Lanh dao
(truong phong:
hop ay | Theo muc | Néu dong y du thao: Ky
quyén) |1 duyét du thao van ban
' ky duyét phong Du thao wy E 54
1,5 van ban dé | Néu khéng dong vy
ngay nghi b0 | chuyén tra chuyén vién
lam sung kém y kién chi dao.
vige Truomg hop Lanh dao
(truong S& khong uy quyén
h?p Lanh dao phong:
khqong Néu dong y du thao: ky
uy nhay du thao van ban dé
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Buge | Ngidung | Trach | Thei Ho, P
cong A e o n . so/Biéu Dién giai
o n cong viec nhiém gian x
viéc mau
quyén) nghi bo sung hd so,
trinh Lanh dao S¢& ky
duyét. Chuyén sang
B2.2
Néu ~ khong dong vy
chuyén tra chuyén vién
kém y kién chi dao.
Lanh dao S& xem xét hd
SO
- Néu dong y voi du
Theomue | thgo: ky phé duyét dy
0.5 I thao Va“}n ban dé qghi bo
N . BM 01 sung ho so. Chuyén Vian
, ~,. | Lanh dao ngay . A A as
B2.2 | Ky duyét , N Du thao |phong S& cap so, dong
: S& lam S | A . 5
vise | vanban dé dau, ban hanh. Chuyén
' nghi by | sang B2.3
sung - Néu khong dong y voi
du thao: chuyén tra
Phong Quan ly dich vu
y t€ kém y kién chi dao.
0.5 Cho s, vao soO, dong
\ Van thu . A . | dau, ban hanh van ban
Ban hanh 5 ngay Ho6 so da . 21 A n
B2.3 S Van - . ~, | va chuyén ho so cho B6
van ban . ) lam phé duyét N A
phong S& viee phan Tiép nhan va Tra

két qua.

Thoi han ndp bo sung toi da la 3 thang ké tir ngay ky van ban bo sung, sau thdi han
nay hoé so cong bd s€ hét gia tr1.

Truong hop ho so hop 18
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Buge | Ngidung | Trich | Thoi Ho, P
cong A e o n . so/Biéu Dién giai
o n cong viec nhiém gian .
viéc mau
Lanh dao phong xem
I ngay x¢ét ho so:
lé}rAn Truong hop Lanh dao
viee S& uy quyén Lanh dao
(tru’oTlg phong:
hoP Uy | Theo muc | Néu déng ¥ du thao: Ky
quyén) | 1 duyét du thao két qua
BM 01 giait  quyet TTHC.
Du thao | Chuyén sang B
két qua Néu 7 khong dong vy
B3 Xem xét, | Lanh dao giai quyét | chuyén tra chuyén vién
ky duyét phong O(S hodc vian | kém y kién chi dao.
Iﬁfg’ bantr | Truong hop Lanh dao
vide chéinéu |S¢ khong uy quyén
(tru’é)’ﬂ o YGAI}" dp Lanh dao phong:
hop (n€u ¢0) | Néu déng y du thao: ky
khéng nhidy du thao, trinh
iy Lanh dao S¢ ky duyét.
quyén) leuyén sang B3 ‘
Neu khong dong y
chuyén tra chuyén vién
kém y kién chi dao.
Theo muc | Lanh dao S& xem xét hd
I S0
BM 01 - Néu dong y voi du
Du thao |thao: ky phé duyét.
05 két qua | Chuyén Van phong So
, ., | Lanh dao ngay et qua A A 4. X
B4 Ky duyét , N giai quyét | cap sO, dong dau, ban
: So lam . 5
viee hodc van hanI,L Chuyén sang BS5
' bantr |- Néu khong dong y voi
chéinéu |du thao: chuyén tra
1y do | Phong Quan ly dich vu
(n€u cd) |y tekem y kién chi dao.
y 0,5 Cho sb, vao so, dong
\ h . A ~ : > ’
Ban hanh Vanvt v ngay HO sodd | diu, ban hanh van ban
B5 - 1 Van : A A A X 1A R
vanban | . o lam | phé duyét | va chuyén ho so cho Bo
phong viée phan Tiép nhan va Tra
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Bude | \sidung | Trich | Thoi Ho .
cong A e o n . so/Biéu Dién giai
o n cong viec nhiém gian x
viéc mau
két qua.
Trfi ket o - Tra két qua cho to
ql‘:i" luu TB_’? phé‘fl Theo chtrc, ca nhan.
0 S0, iép nhan 4 A e | TRA A x
B6 théng ké | va Tra két ilay Két qua Thong}ke, tl}eo c}01.
va theo qui en - ;Chl%yefl tr‘Aa Van thu
dii neu co yéu cau.
IV. BIEU MAU
TT | Mihiéu | Tén Biéu miu
1. |BMO1 Mau Giay tiép nhan ho so va hen tra két qua
2. |BMO02 | Mau Phiéu yéu cau bo sung va hoan thién ho so
3. |BMO03 | Mau Phiéu tir chdi giai quyét tiép nhan ho so
4. |Phuluc |Phiéu cong bd san pham my pham Phu luc s6 01-MP kém
s0 01-MP | theo Thong tu 29/2020/TT-BYT

V. HO SO CAN LUU

TT Mi Ho so luvu
hi¢u

1. |BMO1 |Giay tiép nhan hd so va hen tra két qua (lvu tai Bo phan Mot
ctra)

2. | BMO02 | Phiéu yéu cau bo sung va hoan thién ho so (néu co - luu tai Bo
phan Mot cira)

3. | BMO03 | Phiéu tir chdi giai quyét tiép nhan ho so (néu ¢6 - luu tai Bo
phan Mot cira)

4. Céc ho so khac néu co theo vin ban phap quy hién hanh

VL. CO SO PHAP LY
-Nghi dinh 93/2016/ND-CP ngay 01/7/2016 ciia Chinh phu quy dinh vé diéu

kién san xuat my pham

- Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cua B Y té Quy dinh vé quan
ly m§ pham
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-Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phu Swra do6i, bo
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.

- Théng tu s6 277/2016/TT-BTC ngay 14/11/2016 cia Bo Tai chinh quy dinh
mttc thu, ché do thu, ndp, quan 1y va st dung phi trong linh vue duge, my pham.

- Théong tu s6 29/2020/TT-BYT ngay 31/12/2021 cua Bo Y té Sira doi, bd sung
va bii bé mot s6 vin ban quy pham phap ludt do Bo trudong B Y té ban hanh, lién
tich ban hanh.
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PHU LUC 1

(Ban hamh kém theo Thong tw s6 29/2020/TT-BYT ngay 31/12/2020
cua Bo 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 nhin hang va tén san pham (Name of brand & product):
1.1. Nhan hang (Brand)

1.2. Tén san pham (Product Name)
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1.3. Danh sach cac dang hoac mau (List of Variants or Shade). Tén (Names)

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

O  Kem, nhii tuong, sita, gel hodc dau dung trén da (tay, mat, chan, ....)
Creams, emulsions, lotions, gels and oils for skin (hands, face, feet, elc)
O  Mit na (chi trir san pham lam bong da ngudn gbc hoa hoc)
Face masks (with the exception of chemical peeling products)
O  Chat phi mau (16ng, nhio, bot)
Tinted bases (liquids, pastes, powders)
O Phén trang diém, phén dung sau khi tém, bot vé sinh, . ...
Make-up powders, after-bath powder, hygienic powders, etc.
O  Xa phong ria 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
O  San pham dé tam (mudi, sita, xa phong, dau, gel,....)
Bath or shower preparations (salts, lotions, foams, soaps, oils. gels, etc)
O  Séan pham tay long
Depilatories
O  San pham khir mui va chéng mui (gidm mui mo hi)
Deodorants and anti-perspirants
0 San pham cham soc toc (Dé nghi danh ddu vao dang san pham cu thé bén dudi)
Hair care products (Please stick on specific product type below)
0 Nhudm va tdy mau toc
Hair tints and bleaches
0 Udn toc, dudi toc, gitr nép toc
Products for waving, straightening and fixing
O Cac san phém dinh dang toc
Setting products
O San phém lam sach (sira, bot, dau gbi1)
Cleansing products (lotions, powders, shampoos)
[ 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 rdu hodc sau khi cao rdu (kem, xa phong, sita,....)
Shaving product (creams, foams, lotions, etc)
O  San pham trang diém va tay trang dung cho mit va mat
Products for making-up and removing make-up from the face and the eyes
O  San pham dung cho mbi
Products intended for application to the lips
O  San pham cham séc ring va miéng
Products for care of the teeth and the mouth
O  San pham dung dé cham soc va trang diém cho moéng 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
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O  San pham chéng ning
Sunbathing products
O  San pham lam sam da ma khong can tim nang
Products for tanning without sun
O  San pham lam trang da
Skin whitening products
O  San pham chéng nhin da
Anti-wrinkle products
O  Séan pham khac (dé nghi ghi r3)
Others (please specify)

3. Muc dich str dung (Intended use)

4. Dang trinh bay (Product presentation(s))

O Dang don 1€ (Single product)

0O Mot nhoém cac mau (Arange of colours)

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

O Cac san pham phdi hop trong mot bo 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 tit ca cac cong ty san xut, trong
truong hop nhiéu cong ty tham gia vao qua trinh ché bién sadn pham)

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

Country

Tel: [ | [ [ [T PTI Tl [ Pae [QPPPPTTTITTTT]]

6. Tén cong ty dong g6i (Dé nghi danh dau vao muc thich hop. C6 thé danh dau nhiéu hon
01 6) (Name of assembler (Please tick accordingly. May tick more than one box)):

O Pong gdi chinh O Pong goi tht cap
Primary assembler Secondary assembler

Dia chi cia cong ty dong goi(Address of assembler (state country)):



CONG BAO/S6 128+129/Ngay 15-7-2023 59

Country

Tel: [ | [ [ [T [PTIPT I fPaxe [QPPPPPPTTITTTT]]

7. Tén nude xuat khau (Pé nghi danh dau vao muc thich hop. Chi ap dung dbi véi san pham
my pham nhdp khau) (Name of exporting country (Please tick accordingly. Only apply to
imported cosmetic products)):

Cownt vy [ [[[T[[TITTTIIIITITIIT]]

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

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

THONG TIN VE TO CHUC, CA NHAN CHIU TRACH NHIEM
DUA 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: [ | [ [ [T PTI Tl [ Pae [QPPPPTTTITTTT]]

S6 gidy phép kinh doanh/Sé gidy phép hoat dong
Business Registration Number/License to Operate Number

THONG TIN VE NGUOI PAI DIEN THEO PHAP LUAT CUA CONG TY
PARTICULARS OF PERSON REPRESENTING THE LOCAL COMPANY

9. Ho va tén (Name of person):

HlEEEEEEEEEEEEEEEEEEEEEEEEEEE
Tel: [ | [ [ [T [PT{PT I ] [Emaile JPJPPPT]]T]]]]
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Churc 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: [ | [ [ [JITT PPl TP Paxe (PP QTTTITTITTTT1]

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST
11. Dé nghi kiém tra 6 sau diy (Please check the following boxes):

O T6i da kiém tra ban stra d6i tir Phu luc I dén Phu luc VII cua danh muc céac thanh phén my phém
ASEAN nhu duogc cong b trén ban sira d6i gan ddy nhat ciia Hiép dinh m§ pham ASEAN. Téi xin
x4c nhan rang san pham duoc dé cap dén trong ban cong bd nay khong chira bat ¢t mot thanh phan
bi cAm nao va ciing tudn thu v6i 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 16i va hop tac toan dién voi co quan co tham quyén vé bat ky hoat
dong kiém soat sau khi ban hang khi c¢6 yéu cau boi co quan c¢6 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 da (Product full ingredient list)

(Yéu cau ghi day du danh sach tat ca cac thanh phan va ti 1€ % cua nhiing chét c6 gii han
vé nong do, ham luong st dung trong m§ pham - To submit ingredient list with percentages

of restricted ingredients)
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Tén dﬁy du thanh phan (tén danh phap | Ti 1€ % cua cac chat co | Ghi cha
quoc t€ hodc tén khoa hoc chuan da g161 han ve nong do,
N duoc cong nhan) ham luong

0
Full Ingredient name (use INCI or (Percentage of
approved nomenclature in standard | restricted ingredients)
references)

1

2

3

4

5

6

7

8

9

CAM KET (DECLARATION)

1. Thay mit cho cong ty, toi xin cam két san pham duoc dé cap trong Phiéu cong bd nay dat duoc

tat ca cac yéu cau cua Hiép dinh m§y pham ASEAN va cac phu luc kém theo.

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

2. T6i xin chiu trach nhiém tuan thii cac diéu khoan sau day (7 undertake to abide by the following

conditions):

i. Pam bao co san dé cung cap cac thong tin k§ thuat va tinh an toan khi co quan c6 tham quyén
yéu cau va cé day da ho so vé cac san pham da dugc phan phoi dé bao céo 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 thong bao ngay cho co quan c6 thim quyén vé cac tac dung phu nghiém trong' cia san
phém gay chét nguoi hoac de doa tinh mang béng dién thoai, fax, thu dién t0 hodc van ban trong

thoi han 07 ngay ké tir ngay biét thong tin.
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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 cdo tac dung phu ciia san pham (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 da néu trong muc 2 ii néi trén va cung cip bat ctr thdng tin nao theo yéu cau cia co quan

c6 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 thim quyén vé cac tac dung phu nghiém trong cia san pham
nhung khéong giy chét nguoi hodc de doa dén tinh mang va trong bat ctr truong hop nao, viéc bao
céo (st dung mau bao cao) vé tac dung phu phai duoc tién hanh trong thoi han 15 ngay ké tir 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 bd véi co quan co 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. T6i xin cam doan rang nhiing thong tin duoc dua ra trong ban cong bd nay la dung su that. Tat
ca cac tai lidu, cac thong tin lién quan dén ndi dung cong bd s& duoc cung cap va cac tai liéu dinh
kem 1a ban hop phép hoac 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. Téi hiéu rang tdi s& co trach nhiém dé dam bao tat ca cac 16 san pham cia chung tdi déu dap ung
cac yéu cdu phap luat, va tudn thu tat ca tiéu chuan va chi tiéu san phim da duoc cong bd véi co

quan co6 tham quyén.

® Nhw da dwoc dinh nghia ré rang trong tai liéu hwéng dan cho cac cdng ty v& bao céo tac dung phu cla san phdm my phdm. As
defined in the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.

® Trinh bay trong phuy lyc | trong tai liéu hwdng din cho cac cong ty vé& bdo cao tac dung phy clia san 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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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 rang trong truong hop c6 tranh chap phap luét, to1 khong duoc quyén str dung ban cong
bd san pham m§ pham da duoc co quan co tham quyén chdp nhan néu san pham cua chung t6i
khong dat duoc cac yéu ciu vé tidu chuan, chi tiéu ma chung toi dd cong bo.

I 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 cia nguoi dai dién theo phap luat cua cong ty
[Name and Signature of person representing the local company]

Dau ciia cong ty
[Company stamp] Negay/Date]



