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PHAN VAN BAN KHAC

UY BAN NHAN DAN THANH PHO

UY BAN NHAN DAN CONG HOA XA HQI CHU NGHIA VIET NAM
THANH PHO HO CHI MINH Péc 1ap - Tw do - Hanh phic
Sb: 4469/QD-UBND Thanh phé Hé Chi Minh, ngay 29 thing 8 nam 2012
QUYET PINH

V& viéc cong bd thi tuc hanh chinh méi ban hanh, sira déi,
b6 sung, bii bé, hity b thudc thim quyén giai quyét cia
S¢' Y té Thanh phé Ho Chi Minh

CHU TICH UY BAN NHAN DAN THANH PHO HO CHi MINH

Can ctr Luat T6 chirc Hoi dong nhan dan va Uy ban nhan dan ngay 26 thang 11
nam 2003;

Can ctr Nghi dinh sé 63/2010/ND-CP ngay 08 thang 6 ndm 2010 ctia Chinh phu
vé kiém soat thu tuc hanh chinh;

Xét dé nghi cua Giam doc SO Y té tai TO trinh s6 4665/SYT-VP ngay 17 thang 8
nam 2012 va T trinh s6 6708/TTr-KSTTHC ngay 28 thang 8 ndm 2012 ctia Chanh
Vin phong Uy ban nhan dan Thanh phd,

QUYET PINH:

Piéu 1. Cong bd kém theo Quyét dinh nay thi tuc hanh chinh méi ban hanh, thu
tuc hanh chinh dugc stra d6i, bd sung, bii bo, hity bo linh vuc Dugc, my pham thudc
tham quyén giai quyét cia So Y té.

Piéu 2. Quyét dinh ndy c6 hiéu lyc thi hanh ké tir ngay ky.
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Piéu 3. Chanh Vin phong Uy ban nhan dan Thanh phd, Giam déc So Y té, Thu

trudng cac co quan, don vi ¢6 lién quan chiu trach nhiém thi hanh Quyét dinh nay./.

CHU TICH

Lé Hoang Quan
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THU TUC HANH CHINH SUA POI, BO SUNG, THAY THE,
BAI BO THUQC THAM QUYEN GIAI QUYET
CUA SO Y TE THANH PHO HO CHI MINH
(Ban hanh kém theo Quyét dinh s6 4469/0P-UBND ngay 29 thiang 8 nam 2012
ciia Chii tich Uy ban nhén ddan Thanh phé Ho Chi Minh)

Phin I
DANH MUC THU TUC HANH CHINH

1. Danh muc thii tuc hanh chinh méi ban hanh thudc thAm quyén gidi quyét
ciia S& Y té Thanh pho H6 Chi Minh:

STT Tén tha tuc hanh chinh

Linh viwe: Dwoc, mj phim

1 |Bo6 sung pham vi kinh doanh trong Gidy chung nhan du diéu kién kinh
doanh thuéc (GCN BBKKDT)

2 | Cap Gidy chimg nhan du diéu kién kinh doanh thudc (GCN PPKKDT) ddi
Vé'i’ cO SO san xuat thudc tir dugc li€u thudc tham quyén ctia So Y té Thanh
pho HO Chi Minh.

3 | Gia han Gidy chimg nhan di diéu kién kinh doanh thuéc (GCN DPDKKDT)
doi voi cO SO san xuat thudc tr duoc li¢u thudc tham quyén cua So Y té
Thanh pho H6 Chi Minh.

4 Cap bd sung pham vi kinh doanh Gidy ching nhan du diéu kién kinh doanh

thudc (GCN bbKKDT) dbi véi co s san xuét thude tir duge liéu thudce
tham quyén cua S Y té Thanh phd HO Chi Minh.

5 | Céap Gidy ching nhan dat nguyén téq “Thuc hanh tét bao quan thudc” (GSP)
- Truong hop dang ky kiém tra lan dau.

6 | Cap Gidy chtng nhan dat nguyén tac “Thuc hanh t6t bao quan thudc” (GSP)
- Truong hop dang ky tai kiém tra.

2. Danh muc thi tuc hanh chinh dwoec sira ddi, bd sung hoic thay thé thudc
thAm quyén giai quyét ciia S6'Y té Thanh phé Ho Chi Minh:

Tén VBQPPL quy dinh
STT | So ho so TTHC Tén thu tuc hanh chinh nodi dung sira doi,
bo sung, thay the

Linh vwe: Dwoc, mj phim
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T-HCM- 026591-
TT

Thu tuc Pang ky hd so
Hoi thao, Gidi thi¢u
thudc cho can bd y té.

Thong tu s6 45/2011/TT-
BYT ngay 21/12/2011 cua
B6 Y t€ ban hanh “Sira doi,
bd sung mot sb didu cua
Quyét dinh sO
1570/2000/Qb-BYT ngay
22/5/2000 cua B9 truong B
Y té vé viéc trién khai ap
dung nguyén tic “Thuc hanh
tt phong kiém nghiém
thudc”; Quyét dinh s
2701/2001/QD BYT ngay
29/6/2001 cua Bg truong Bo
Y té vé viéc trién khai ap
dung nguyén tic “Thuc hanh
t6t bao quan thudc”; Thong
tu s6 06/2004/TT-BYT ngay
28/5/2004 hudéng dan san
xudt gia cong thudc; Quyét
dinh s 3886/2004/QD-
BYT ngay 13/11/2004 cua
Bo Y té vé viée trién khai 4 ap
dung nguyén tic, tiéu chuin
“Thuc hanh té)t san  xuat
thudc” theo khuyén cdo cia
T6 chic Y té& thé gidi;
Thong tu s6 13/2009/TT-
BYT ngay 01/9/2009 cua B9
Y té huéng dan hoat dong
thong tin quang céo thudc;
Thong tu sb 22/2009/TT-
BYT ngay 24/11/2009 cua
B0 Y té quy dinh vé ding ky
thudc; Thong tu  sb
47/2010/TT-BYT ngay
29/12/2010 huéng dan hoat
dong xuat khau, nhap khau
thuoc va bao bi tiép xuc truc
tiép v6i thude.

T-HCM- 026344-
TT

Thu tuc Pang ky quang
c4o my pham, to chirc
hoi thdo, su kién gidi
thiéu my pham.

Thong tu s6 06/2011/TT-
BYT ngay 25/01/2011 cua
Bo Y té ban hanh quy ché
quan 1y my pham
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T-HCM- 026198-
TT

Thu tuc Cong bd san
pham my pham san xuét
tai Viét Nam (tai Thanh
phd H Chi Minh)

Thong tu s6 06/2011/TT-
BYT ngay 25/01/2011 cua
Bo Y té ban hanh quy ché
quan 1y my pham

T-HCM- 021108-
TT

Cép Chimg chi hanh
nghé duogc doi vaoi cong
dan Viét Nam

Thong tu sé 02/2007/TT-
BYT ngay 24/01/2007 cua
BO Y té vé hudng dan chi
tiét thi hanh mot sé diéu vé
diéu kién kinh doanh thudc.

T-HCM- 021344-
TT

Céap Chung chi hanh
nghé duoc ddi véi nguoi
nudc ngoai, nguoi Viét
Nam dinh cu & nudc
ngoai

Thong tu s6 02/2007/TT-
BYT ngay 24/01/2007 cua
Bo Y té vé hudéng dan chi
tiét thi hanh mot sd diéu vé
diéu kién kinh doanh thudc.

T-HCM- 021222-
TT

Pbi Chung chi hanh
nghé duoc dbi véi cong
dan Viét Nam

(Thay bang: Péi Chirng
chi hanh nghé dwoc do
hong, rdach nat; thay doi
dia chi thuong tru cua
cd nhan dang ky hanh
nghé duwoc)

Thong tu sé 02/2007/TT-
BYT ngay 24/01/2007 cua
Bo Y té vé hudng dan chi
tiét thi hanh mot sé diéu vé
diéu kién kinh doanh thudc.

T-HCM- 021306-
TT

Gia han Chting chi hanh
nghé duoc d6i véi cong
dan Viét Nam

(Thay bang: Gia han
Chitng chi hanh nghé
duoc)

Thong tu s6 02/2007/TT-
BYT ngay 24/01/2007 cua
B6 Y té vé hudéng dan chi
tiét thi hanh mot sd diéu vé
diéu kién kinh doanh thudc.

T-HCM- 021175-
TT

Cép lai Chung chi hanh
nghé duoc ddi véi cong
dan Viét Nam

(Thay bang: Cdp lai
Chitng chi hanh nghé
duoc do bi md't)

Thong tu s6 02/2007/TT-
BYT ngay 24/01/2007 cua
Bo Y té vé hudng dan chi
tiét thi hanh mot sd diéu vé
diéu kién kinh doanh thudc.

T-HCM- 021595-
TT

Cip méi Gidy ching
nhan di diéu kién kinh
doanh  thudc (GCN
DDbKKDT)

Thong tu s6 02/2007/TT-
BYT ngay 24/01/2007 cua
Bo Y té vé hudng dan chi
tiét thi hanh mot sd diéu vé
diéu kién kinh doanh thudc.
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T-HCM- 022052-
TT

Doi Gidy chimg nhan du
diéu kién kinh doanh
thudc do hong, rach nat;
thay ddi ngudi quan 1y
chuyén mon vé duoc;
thay doi tén co so kinh
doanh  thuéc nhung
khong thay d6i dia diém
kinh doanh; thay d6i dia
diém tryu so diang ky
kinh doanh trong truong
hop tru s dang ky kinh
doanh khong phai 14 dia
diém hoat dong kinh
doanh di duoc cap Gidy
chimg nhan du diéu kién
kinh doanh thudc.

Thong tu s6 02/2007/TT-
BYT ngay 24/01/2007 cua
Bo Y té vé hudng dan chi
tiét thi hanh mot sd diéu vé
diéu kién kinh doanh thudc.

11

T-HCM- 022100-
TT

Gia han Gidy chung
nhan du diéu kién kinh
doanh thudc

Thong tu s6 02/2007/TT-
BYT ngay 24/01/2007 cua
Bo Y té vé hudng dan chi
tiét thi hanh mot sd diéu vé
diéu kién kinh doanh thudc.

12

T-HCM- 021976-
TT

Cip lai Gidy chung
nhan du diéu kién kinh
doanh thuoc do bi mat.

Thong tu s6 02/2007/TT-
BYT ngay 24/01/2007 cua
Bo Y té vé hudng dan chi
tiét thi hanh mot sd diéu vé
diéu kién kinh doanh thudc.

13

T-HCM- 018662-
TT

Cip méi Gidy chung
nhan “Thyc hanh tot nha
thudc” (GPP)

Thong tu sé 46/2011/TT-
BYT ngay 21/12/2011 cua
Bo Y té vé ban hanh nguyén
tic, tiéu chuan “Thuc hanh
tot nha thude”.

14

T-HCM- 018661-
TT

Cip lai Gidy chung
nhan “Thuc hanh tot nha
thudc” (GPP).

(Thay bang: Cdp lai
Giday chung nhan “Thuc
hanh tot nha thuoc”

(GPP))

Thong tu sé 46/2011/TT-
BYT ngay 21/12/2011 cua
Bo Y té vé ban hanh nguyén
tic, tiéu chuan “Thuc hanh
t6t nha thude”.
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T-HCM- 022170-
TT

Cip méi Gidy ching
nhan dat nguyén tic
“Thuc hanh t6t phan
phéi thubc” (GDP)
(Thay bang: Cdp Gidy
chimg nhdn dat nguyén
tic “Thie hanh tot phan
phéi  thuéc” (GDP) -
Truong hop dang ky
kiém tra lan dau)

Thong tu sé 48/2011/TT-
BYT ngay 21/12/2011 cua
Bo Y té vé viéc ban hanh
nguyén tic “Thyuc hanh t6t
phan phdi thudc”.

16

T-HCM- 018644-
TT

Gia han Gidy chung
nhian dat nguyén tic
“Thuc hanh t6t phan
phéi thubc” (GDP)
(Thay bang: Cdp Gidy
chung nhdn dat nguyén
tic “Thie hanh tot phan
phéi  thuéc” (GDP)
Truong hop dang ky tdi
kiém tra)

Thong tu sé 48/2011/TT-
BYT ngay 21/12/2011 cua
Bo Y té V& viéc Ban hanh
nguyén tic “Thyc hanh t6t
phan phdi thudc”.

17

T-HCM- 018634-
TT

Cip lai Gidy chung
nhian dat nguyén tic
“Thuyc hanh t6t phan
phéi thubc” (GDP)
(Thay bang: Cdp Gidy
ching nhdn dat nguyén
tic “Thue hanh tot phan
phoi  thuéc” (GDP) -
Truong hop thay doi/bo
sung pham vi kinh doanh,
thay doi dia diém kinh
doanh, kho bao quan)

Thong tu s6 48/2011/TT-
BYT ngay 21/12/2011 cua
B Y té vé viéc ban hanh
nguyén tic “Thyuc hanh tét
phan phdi thudc”.

18

T-HCM- 026288-
TT

bang ky duyét du tru
thudc gay nghién, hudng
tam than.

- Thong tu sd 10/2010/TT-
BYT ngay 29/4/2010 cua
Bo Y té vé& hudng din cac
hoat dong lién quan dén
thudc gy nghién.

- Thong tu s6 11/2010/TT-
BYT ngay 29/4/2010 cua
Bo Y té vé hudng din cac
hoat dong lién quan dén
thudc hudng tdm than va
tién chat dung lam thudc.
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3. Danh muc thi tuc hanh chinh bi hiy bé, bii b6 thudc thAim quyén giai
quyét ciia S¢' Y té Thanh phé Hé Chi Minh:

o Tén VBQPPL quy dinh
STT | S0 ho so TTHC | Tén thu tuc hanh chinh | viéc bai bé, hiy bé thu tuc
hanh chinh
Linh viwe: Dwoc, mj phim

T-HCM- 021564-
TT

P6i Chung chi hanh
nghé duoc dbi véi ngudi
nudc ngoai, nguodi Viét
Nam dinh cu & nudc
ngoai

- Nghi dinh sb 79/2006/ND-
CP ngay 09/8/2006 cua Chinh
phu quy dinh chi tiét thi hanh
mot s6 diéu cta Luat Dugc.

- Thong tu s6 02/2007/TT-
BYT ngay 24/01/2007 cia Bo
Y té vé hudéng dan chi tiét thi
hanh mot s6 diéu vé diéu kién
kinh doanh thudc.

T-HCM- 021492-
TT

Gia han Chung chi hanh
nghé duoc dbi véi ngudi
nudc ngoai, ngudi Vigt
Nam dinh cu ¢ nudc
ngoai.

- Nghi dinh sb 79/2006/ND-
CP ngay 09/8/2006 cua Chinh
phu quy dinh chi tiét thi hanh
mot s6 diéu cta Luat Dugc.

- Thong tu s6 02/2007/TT-
BYT ngay 24/01/2007 cua Bo
Y té vé hudéng dan chi tiét thi
hanh mot s6 diéu vé diéu kién
kinh doanh thudc.

T-HCM- 021446-
TT

Cép lai Chung chi hanh
nghé duogc di véi ngudi
nudc ngoai, nguoi Viét
Nam dinh cu ¢ nudc
ngoai.

- Nghi dinh s6 79/2006/ND-
CP ngay 09/8/2006 cua Chinh
pht quy dinh chi tiét thi hanh
mét s diéu cua Luét Duogc.

- Thong tu s6 02/2007/TT-
BYT ngay 24/01/2007 cia Bo
Y té vé hudéng dan chi tiét thi
hanh mot sb diéu vé diéu kién
kinh doanh thudc.

T-HCM- 018657-
TT

Cap gia han Gidy ching
nhélp “Thuc hanh t6t nha
thudc” (GPP).

Thong tu sé6 46/2011/TT-
BYT ngay 21/12/2011 cua Bo
Y té vé ban hanh nguyén tic,
tiéu chuan “Thyuc hanh tt nha
thude”.
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Phin II
NOI DUNG CU THE CUA TUNG THU TUC HANH CHIiNH
THUQC THAM QUYEN GIAI QUYET CUA SO Y TE THANH PHO

A. Danh muc thii tuc hanh chinh méi ban hanh thudc thAm quyén giai
quyét ciia S¢' Y té Thanh phé Hé Chi Minh:

1. B6 sung pham vi kinh doanh trong Gidy chirng nhin da diéu kién kinh
doanh thudc (GCN PPKKDT)

- Trinh ty thye hién:

Co s6 kinh doanh dén ndp hd so va nhin két qua tai Phong tiép nhén - tra hd so
ctia S&'Y té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quan 1).

* Budc 1: Co s dé nghi ndp hd so tai SO Y té.

* Budc 2: S6 Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Budc 3:

- Trong thdi han 30 ngdy, ké tir ngdy nhan dugc hd so hop 1& dé nghi cap Gidy
chtmg nhan du diéu kién kinh doanh thubc, S& Y té t6 chic tham dinh dé cip Gidy
chtmg nhan du diéu kién kinh doanh; néu khong cip, SO Y té ¢ van ban tra 10i va
néu 1o 1y do.

- Néu hd so chua hop 18, trong thoi han 10 ngay lam viéce, ké tir ngdy nhan duoc
hd so, S& Y té tra hd so cho co s¢ dé nghi cap Gidy ching nhan du diéu kién kinh

doanh thudc dé bo sung, hoan chinh ho so va ndp lai.

Budc 4: Tra két qua cho co s ding ky cap Ching nhan da diéu kién kinh doanh
thudc (Khi dén nhan két qua ngudi hanh nghé mang theo Gidy gidi thiéu ciia don vi
va CMND d¢é dbi chiéu)

- Cach thire thye hién: Truc tiép ndp tai tru s& co quan hanh chinh nha nuéc
- Thanh phin, s6 lwgng hd so:

a) Thanh phan ho so, bao gdbm:

- Pon dé nghi bo sung pham vi kinh doanh thudc.

- Ban sao hop phap Gidy chimg nhan du diéu kién kinh doanh thubc da cap.

- Ban ké khai danh sach nhan sy dbi véi pham vi kinh doanh dé nghi bo sung;
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- Ban ké khai trang thiét bi chuyén mén ddi véi pham vi kinh doanh dé nghi b

sung;

- Ban ké khai co so vat chat ki thuat d6i v6i pham vi kinh doanh dé nghi bo

sung;

- Ho so dé nghi bo sung pham vi kinh doanh trong Gidy chtng nhan dat nguyén
tac, tiéu chuan “Thyc hanh tét  d6i véi timg hinh thirc t6 chire kinh doanh thudc theo
dung quy dinh hodc ban sao hop phap Gidy ching nhan “Thuc hanh tbt » d6i voi
ting hinh thtc t6 chire kinh doanh thube theo ding quy dinh.

- Thoi han giai quyét: 30 ngay, ké tir ngay nhan dugc hd so hop 1¢.
- P6i twong thuce hién thii tuc hanh chinh: T4 chirc.
- Co quan thyc hién thi tuc hanh chinh: So Y té Thanh phd HO Chi Minh

- Két qua thwe hién thi tuc hanh chinh: Gidy ching nhan du diéu kién kinh

doanh thude.

- Lé phi (néu c6): Lé phi tham dinh va cap GCN du diéu kién kinh doanh thudc
d6i voi:

+ Nha thudc: 300.000 ddng/lan tham dinh.

+ Doanh nghiép ban budn thudc: 3.000.000 dong/lan tham dinh.

+ Pai Iy ban thudc cho doanh nghiép kinh doanh thudc; quay thudc; ta thude cuia
tram y té: 150.000d0ng/1an tham dinh.

+ Co s¢ kinh doanh thudc thanh pham y hoc ¢ truyén; co sd kinh doanh thudc
phién y hoc cd truyén; co s& kinh doanh duoc liéu chua bao ché; dai Iy ban thude
thanh pham y hoc c6 truyén: 300.000 dong/lan tham dinh.

+ Ho kinh doanh d6i v&i thudc dong vy, thude tir duge lidu: 300.000 dong/lan
tham dinh.

- Tén miu don, miu to khai: Khong.

- Yéu cau hoic diéu kién thue hién thii tuc hanh chinh: Khong.

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 nim 2005 cta Qudc hoi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 diéu ctia Luat Dugc.
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* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nim 2007 cua B6 Y té vé
hudng dan chi tiét thi hanh mot sé diéu vé diéu kién kinh doanh thudc.

* Thong tu s6 43/2010/TT-BYT ngay 15 thang 12 nam 2010 ciia B6 Y té quy
dinh 16 trinh thyc hién nguyén tic, tiéu chuan “Thyc hanh t6t GPP”; dia ban va pham
vi hoat dong cua co so ban 1é thude.

* Thong tu s6 46/2011/TT-BYT ngay 21 thang 12 niam 2011 cia B Y té ban
hanh nguyén tic, tiéu chuan “Thuc hanh tét nha thube”.

* Thong tu s6 48/2011/TT-BYT ngay 21 thang 12 niam 2011 cia B Y té ban
hanh nguyén tac “Thyc hanh tot phan phdi thudc”.

* Quyét dinh s6 59/2008/QD-BTC ngay 21 thang 7 ndm 2008 ctia B trudng B
Tai chinh vé viéc stra doi, bo sung Quyét dinh sé 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua Bo truong B Tai chinh quy dinh ché d6 thu, ndp, quan 1y va sir dung
phi thAm dinh kinh doanh thuong mai c6 diéu kién thudc linh vuc y té, phi thdm dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuat, nhap khau va
cap chang chi hanh nghé y, dugc.
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2. Cip Gidy chirng nhin da diéu kién kinh doanh thuéc (GCN PPKKDT)
d6i v6i co sé san xuat thude tir dwoe ligu thude thim quyén cia Sé' Y té Thanh
ph6 H6 Chi Minh

- Trinh ty thue hién:

Co s& kinh doanh thudc dén ndp hd so va nhan két qua tai Phong tiép nhan - tra
hd so cta SO Y té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quén 1).

* Budc 1: Co s dé nghi ndp hd so tai SO Y té.

* Budc 2: S6 Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Budce 3:
a) Néu hd so hop 18 ding quy dinh:

Trong thoi han 20 ngay lam viéc, ké tir ngay nhan hd so hop 1, S& Y té to chirc
thanh 1ap doan tham dinh diéu kién san xuit thudc tai co s& va cép Giéy chimg nhéan
du diéu kién kinh doanh thudc nhu sau:

- Trong thoi han 20 ngay 1am viéc, ké tir ngay tién hanh tham dinh diéu kién san
xuat thudc tai co s¢ dat yéu cau theo quy dinh, S6' Y té cap Gidy chung nhan du diéu
kién kinh doanh thuc cho co sd.

- Truong hop co sd san xuit phai khic phuc cac ton tai, trong vong 60 ngay, ké tir
ngay tham dinh, co s¢ phai tién hanh cac bién phap khic phuc stra chita theo yéu cau
ctia Poan thAm dinh va ndp béo céo khic phuc (kém theo céc tai liéu chimg minh) vé
S&'Y té. Trong thoi han 10 ngay lam viée, ké tir ngdy nhan duoc bao céo khic phuc dat
yéu ciu cua co s, So Y té cp Gidy chimg nhan du diéu kién kinh doanh thubc cho co
s0. Sau 60 ngay, néu co s khong ndp bao cao khic phuc thi S& Y té s& ngung giai
quyét, tra hd so lai cho c& sé va khi c¢6 nhu cau co sé s& ding ky lai.

b) Néu hd so chwa hop 1é:

Trong thoi han 10 ngay lam viéc, ké tur ngay nhan dugc hd so, S& Y té tra hd so
cho co s& dé bd sung, hoan chinh hd so va nop lai.

* Budc 4: Tra két qua cho co sé dang ky cip Chimg nhan du diéu kién kinh
doanh thubc (Nguoi dai dién co s dén nhan két qua mang theo Gidy gidi thiéu cia

don vi va CMND dé dbi chiéu)

- Cach thire thye hién: Truc tiép ndp tai tru s& co quan hanh chinh nha nuéc
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- Thanh phan, s6 lwgng hd so:
a) Thanh phan ho so, bao gdom:

- Pon dé nghi tham dinh di€u kién san xuat thuoc tir dugc li€u va cap Giay

chtrng nhan du diéu kién kinh doanh thudc (miu sb 1).

- Ban sao Chimg chi hanh nghé duoc ctia ngudi quan 1y chuyén mén vé duoc
phul hop véi hinh thuc t6 chirc kinh doanh thude.

- Ban sao Gidy ching nhan dang ky kinh doanh.
- Ban ké khai danh sach nhan sy va mo ta chtrc niang nhiém vu (mau so 3).
- So' d t6 chirc bd may lién quan truc tiép dén qué trinh san xuét thude.

- Danh muc trang thiét bi, may moc, co s& vat chat ky thuat phuc vu san Xuét,

kiém nghiém, b4do quan thudc.
- So d6 bo tri cac thiét bi, may mdc va dung cu san xuat chinh.

- So d6 tong thé mat bang san xuat va hudng di chuyén cua nhan vién, nguyén

phu li¢u, bao bi.
- So d6 kho bao quan thudce.

Luu ¥: Ho so phai dong thanh bd (quyén) chéic chin, co trang bia va dugc sap
xép theo thtr tu nhu sau: Trang bia (mAu s6 4); Muc luc hd so (miu sé 5); cic trang
tiép theo dugc sap xép theo dung muc luc hd so.

b) S6 luong hd so: 01 (bd)

- Thoi han gidi quyét: 40 ngay lam viéc, ké tir ngdy nhan ho so hop 18 (Trlr cac
truong hop co so phai khac phuc ton tai).

- P6i twong thuce hién thii tuc hanh chinh: T4 chirc.

- Co quan thyc hién thi tuc hanh chinh: So Y té Thanh phd HO Chi Minh

- Két qua ciia viéc thue hién thii tuc hanh chinh: Gidy chtng nhan

- Lé phi (néu ¢6): Phi thim dinh diéu kién san xuat thude tir duge lidu

+ Co sO san xuat thude tir duoc liéu (ho kinh doanh, hop tac xi): 3.000.000
dong/lan tham dinh

+ Doanh nghiép chi san xuit thudc dung ngoai tir duoc liéu: 6.000.000 ddng/lan
tham dinh.
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- Tén miu don, miu to khai:

+ Pon dé nghi tham dinh va cdp Gidy chimg nhan du diéu kién kinh doanh
thudc (Mau sb 1).

+ Ban ké khai danh sach nhan sy va mé ta chitc ning nhiém vu (Mau s6 3)

+ Trang bia (Mau s6 4);

+ Muc luc hd so (Mau sb 5);

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh: Khong.

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 nam 2005 cta Qudc hdi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 diéu cta Luat Duoc.

* Thong tu s6 16/2011/TT-BYT ngay 19 thang 4 nam 2011 cua Bo Y té quy
dinh nguyén tic san xuit thudc tir duoc liéu va 10 trinh 4p dung nguyén tic, tiéu
chuén thyc hanh tot san xuat thudc (GMP) d6i vdi co sd san xuét thude tir duoc lidu.

* Quyét dinh s6 59/2008/QP-BTC ngay 21 thang 7 ndm 2008 ctia B trudng Bo
Tai chinh vé viéc stra doi, b sung Quyét dinh sb 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B0 truong Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va str dung
phi thAm dinh kinh doanh thuong mai c¢6 diéu kién thudc linh vuc y té, phi tham dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuit, nhap khau va
cap chang chi hanh nghé y, dugc.
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4

Mau sé 4 (Ban hanh kém theo Théng tu $6......./2011/TT-BYT ngdy ... thdng ... ndm
2011)

HO SO PE NGHI THAM PINH PIEU KIEN SAN XUAT THUOC TU
DUQC LIEU VA CAP GIAY CHUNG NHAN PU PIEU KIEN
KINH DOANH THUOC

Tén co so:

bia chi tru sé:
Pia chi san xuét:
Dién thoai:

Fax:

Nguoi lién hé: S dién thoai:
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4

MUC LUC HO SO

Mau sé 5 (Ban hanh kém theo Théng tu 6......./2011/TT-BYT ngdy ... thdng ... ndm

Danh muc hoé so

Co

Pon d& nghi cip Gidy chimg nhan du diéu kién kinh doanh thudc

Chtng chi hanh nghé dugc cua ngudi quan 1y chuyén mén

Gidy chung nhan ding ky kinh doanh (d6i véi ho so dé nghi cap méi, gia han)

Ban bao cao ké:t qua hoat dong kinh doanh trong 05 nam qua theo quy dinh
cua B Y t€ (doi voi ho so dé nghi gia han).

Bén ké khai danh sach nhan sy, trang thiét bi chuyén mon, co s¢ vat chét ki
thuat

5.1. Ban ké khai danh sach nhdn sy va mo ta chirc nang nhiém vu

5.2. So do to chirc bo may cua co so

5.3 Danh muc trang thiét bi, mdy moc, co S vdt chat ky thudt phuc vu san
xuat, kiem nghiém, bao quan thuoc

5.4. Sor dé bé tri cdc thiét bi, may moc san xudt chinh

5.5. So do tong thé mat bang san xudt va hwdng di chuyén cia nhéan vién,
nguyén phu liéu, bao bi.

5.6. So do kho bdo quan

Danh muc tu kiém tra diéu kién san xuat thudc tir duoc liéu

Tai liéu khac (néu c6):
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Mau s6 1
TEN CO SO SAN XUAT CONG HOA XA HQI CHU NGHIA VIET NAM
THUOC TU DUQC LIEU Doc 1ap - Tw do - Hanh phuc
Sb: .o, [ooin.. ettt aen e, NEAY  thang  nam 20... ...

DPON PE NGHI THAM DINH PIEU KIEN SAN XUAT THUOC
TU DUQC LIEU VA CAP GIAY CNPPKKD THUOC

Kinh gitri: -BO0Y té (Cuc Quan ly glu’qc ) hodc
- S& Y té tinh, thanh pho.......

1. Tén co s6/doanh nghi¢p:
2. Pia chi tru so:
Dién thoai lién hé: Fax: .........

3. Can ctr Thong tu sb ...../2011/TT-BYT ngay .... thang..... ndm 2011 cua B6 Y té quy
dinh diéu kién co ban san xuét thudc tir duge lidu, Co sé/doanh nghi¢p dé nghi B Y té
(Cuc Quan 1y dugc)/Sé Y té tham dinh diéu kién san xuat thude tir duoc liéu va cap Gidy
chL',mg nhan du diéu kién san xut thudc cho ...... (tén doanh nghiép/co sd) tai dia chi san
XUat: ....eveeeeeen.

Vi pham vi san xuét thude tir dugc lidu, dang bao ché: (ghi rd day chuyén hodc dang
bao ché dé nghi tham dinh).

~ Nguoi quan 1y chuyén mon: DS. (ho va tén), Chimg chi hanh nghé dugc 0 ..... do S¢
Y té€ (tinh, thanh pho) cap ngay ... thang... nam...... SO dién thoai lién hé: ..............

Tran trong cam on.

GIAM POC DOANH NGHIEP/CO SO

Noi nhan: ey R . p
(Ky tén va ghi vo ho tén, dong ddau)

- Nhu trén;
- Luu:



CONG BAO/S6 47/Ngay 01-10-2012 21

Mau sé 3
TEN CO SO SAN XUAT CONG HOA XA HQI CHU NGHIA VIET NAM
THUOC TU DUQC LIEU Doc 1ap - Tw do - Hanh phuc
veveeeeenee, DAy thang  nam 20......
BAN KE KHAI DANH SACH NHAN SU
STT Ho tén N.am (%10‘1 Tl‘lllh d({ CongAvug,cAdlrQ’c B?
: sinh | tinh | chuyén mon phan cong phan
1
2

1%

............... ngay..... thang .... nam ..........
GIAM bOC CO SO
(Ky tén, dong ddu)
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3. Gia han Gidy ching nhin di diéu kién kinh doanh thuéc (GCN
PPKKDT) ddi véi co sé san xuét thude tir dwoc liéu thudc thim quyén ciia S6'Y
té Thanh phé Ho Chi Minh

- Trinh ty thue hién:

Co s& kinh doanh thudc dén ndp hd so va nhan két qua tai Phong tiép nhan - tra
hé so ctia S& Y té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quan 1).

* Budc 1: Co s dé nghi ndp hd so tai SO Y té.

* Budc 2: So Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Budce 3:

a) Néu hd so hop 18 ding quy dinh:

Trong thoi han 20 ngay 1am viée, ké tir ngay nhan hd so hop 1¢, S Y té t6 chirc
thanh 1ap doan tham dinh diéu kién san xuit thudc tai co s& va cép Giéy chimg nhéan
du diéu kién kinh doanh thudc nhu sau:

- Trong thoi han 20 ngdy 1am viéc, ké tir ngay tién hanh tham dinh diéu kién san
xuat thudc tai co s¢ dat yéu cau theo quy dinh, S6' Y té cap Gidy chung nhan du diéu
kién kinh doanh thuc cho co so.

- Truong hop co sd san xuat phai khic phuc cac ton tai, trong vong 60 ngay, ké tir
ngay tham dinh, co s¢ phai tién hanh cac bién phap khic phuc stra chita theo yéu cau
ctia Poan tham dinh va ndp bao cao khéc phuc (kém theo céc tai liéu chimng minh) vé
S&'Y té. Trong thoi han 10 ngay lam viée, ké tir ngdy nhan duoc bao céo khic phuc dat
yéu ciu cua co 0, So Y té cp Gidy chimg nhan du diéu kién kinh doanh thudc cho co
s0. Sau 60 ngay, néu co s khong ndp bao cao khic phuc thi S& Y té s& ngung giai
quyét, tra ho so lai cho ¢& so va khi c6 nhu ciu co so s& ding ky lai.

b) Néu hd so chua hop 1¢:

Trong tho1 han 10 ngay lam viéc, ké tur ngay nhan dugc hd so, S& Y té tra ho so
cho co s& dé bd sung, hoan chinh hd so va nop lai.

* Budc 4: Tra két qua cho co sé dang ky cip Chimg nhan du diéu kién kinh
doanh thubc.(Nguoi dai dién co s& dén nhan két qua mang theo Gidy gidi thiéu cia
don vi va CMND dé dbi chiéu)

- Cach thire thue hién: Truc tiép ndp tai tru sé co quan hanh chinh nha nudc

- Thanh phén, s6 lwgng hd so:
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a) Thanh phan ho so, bao gdom:

- Pon d nghi gia han Gidy chung nhan du diéu kién kinh doanh thubc. Pon
phai c6 cac thong tin sau: tén dia chi cua co sd; ho va tén nguoi quan 1y chuyén mon
vé duoc, sb Chtng chi hanh nghé duoc; dang bao ché thudc dé nghi gia han (ghi r
dang bao ché), s Gidy chung nhan du diéu kién kinh doanh thudc di cap, ngay cap
va noi cap.

b) S6 lugng hd so: 01 (bd)

- Thoi han gidi quyét: 40 ngay lam viéc, ké tir ngdy nhan ho so hop 1& (Trlr cac
truong hop co s¢ phai khac phuc ton tai).

- P6i twong thuce hién thi tuc hanh chinh: T6 chirc

- Co quan thye hién thi tuc hanh chinh: So Y té Thanh phd HO Chi Minh

- Két qua ciia viéc thue hién thii tuc hanh chinh: Gidy chtng nhan

- Lé phi (néu c6): Phi thim dinh diéu kién san xuat thudc tir duge lidu:

+ Co sO san xuat thude tir duoc liéu (ho kinh doanh, hop tac xi): 3.000.000
d6ng/lan tham dinh

+ Doanh nghiép chi san xuat thudc dung ngoai tir dugc lidu: 6.000.000 dong/1an
tham dinh.

- Tén miu don, miu t& khai: Khong

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh: Khong.

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 ndam 2005 cta Qudc hoi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot sé diéu ciia Luat Duoc.

* Thong tu s6 16/2011/TT-BYT ngay 19 thang 4 nam 2011 cua B6 Y té quy
dinh nguyén tic san xuat thudc tir duoc liéu va 16 trinh 4p dung nguyén tic, tiéu
chuén thyc hanh tot san xuat thudc (GMP) d6i véi co sd san xuét thude tir duoc lidu.

* Quyét dinh s6 59/2008/QP-BTC ngay 21 thang 7 ndm 2008 ctia B trudng Bo
Tai chinh vé viéc stra doi, b sung Quyét dinh sé 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B0 truong Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va str dung
phi thAm dinh kinh doanh thuong mai c¢6 diéu kién thudc linh vuc y té, phi tham dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuat, nhap khau va
cap chang chi hanh nghé y, dugc.
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4. Cap bo sung pham vi kinh doanh Gidy ching nhin du diéu kién kinh
doanh thudc (GCN PPKKDT) ddi v6i co sé san xuit thude tir dwge liéu thudc
thAm quyén ciia S¢' Y té Thanh phé H6 Chi Minh

- Trinh ty thue hién:

Co so dang ky dén nop ho so va nhan két qua tai Phong tiép nhan - tra ho so cta
S6'Y té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quan 1).

* Budc 1: Co s dé nghi ndp hd so tai SO Y té.

* Budc 2: So Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Budce 3:

a) Néu hd so hop 18 ding quy dinh:

Trong thoi han 20 ngay 1am viée, ké tir ngay nhan hd so hop 1¢, S Y té t6 chirc
thanh 1ap doan tham dinh diéu kién san xuit thudc tai co s& va cép Giéy chimg nhéan
du diéu kién kinh doanh thudc nhu sau:

- Trong thoi han 20 ngdy 1am viéc, ké tir ngay tién hanh tham dinh diéu kién san
xuat thudc tai co s¢ dat yéu cau theo quy dinh, S6' Y té cap Gidy chung nhan du diéu
kién kinh doanh thuc cho co so.

- Truong hop co sd san xuat phai khic phuc cac ton tai, trong vong 60 ngay, ké tir
ngay tham dinh, co s¢ phai tién hanh cac bién phap khic phuc stra chita theo yéu cau
ctia Poan tham dinh va ndp bao cao khéc phuc (kém theo céc tai liéu chimng minh) vé
S&'Y té. Trong thoi han 10 ngay lam viée, ké tir ngdy nhan duoc bao céo khic phuc dat
yéu ciu cua co 0, So Y té cp Gidy chimg nhan du diéu kién kinh doanh thudc cho co
s0. Sau 60 ngay, néu co s khong ndp bao cao khic phuc thi S& Y té s& ngung giai
quyét, tra ho so lai cho ¢& so va khi c6 nhu ciu co so s& ding ky lai.

b) Néu hd so chua hop 1¢:

Trong tho1 han 10 ngay lam viéc, ké tur ngay nhan dugc hd so, S& Y té tra ho so
cho co s& dé bd sung, hoan chinh hd so va nop lai.

* Budc 4: Tra két qua cho co sé dang ky cdp Chang nhan du diéu kién kinh
doanh thubc.(Nguoi dai dién co s& dén nhan két qua mang theo Gidy gidi thiéu cia
don vi va CMND dé dbi chiéu)

- Cach thire thue hién: Truc tiép ndp tai tru s& co quan hanh chinh nha nuéc

- Thanh phin, s6 lwgng hd so:
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a) Thanh phan ho so, bao gdbm:

- Pon dé nghi tham dinh bd sung pham vi kinh doanh thubc (mau s 2).

- Ban sao Gidy ching nhan du diéu kién kinh doanh thudc da cap.

b) S6 luong hd so: 01 (bd)

- Thoi han gidi quyét: 40 ngay lam viéc, ké tir ngdy nhan ho so hop 18 (Trlr cac
truong hop co sé phai khac phuc ton tai).

- P6i twong thuce hién thii tuc hanh chinh: T4 chirc.

- Co quan thyc hién thi tuc hanh chinh: So Y té Thanh phd HO Chi Minh

- Két qua ciia viéc thwe hién thii tuc hanh chinh: Gidy chtng nhan

- Lé phi (néu ¢6): Phi thim dinh diéu kién san xuat thudc tir duge lidu:

+ Co sO san xuat thude tir duoc liéu (ho kinh doanh, hop tac xi): 3.000.000
dong/lan tham dinh

+ Doanh nghiép chi san xuit thudc dung ngoai tir duoc liéu: 6.000.000 ddng/lan
tham dinh.

- Tén mau don, miu to khai:

+ Pon dé nghi thim dinh b6 sung pham vi kinh doanh thudc (Mau s6 2).

- Yéu cau hoic diéu kién thue hién thii tuc hanh chinh: Khong.

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QH11 ngay 14 thang 6 ndm 2005 cta Qudc hoi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc.

* Thong tu s6 16/2011/TT-BYT ngay 19 thang 4 nam 2011 cta Bo Y té quy
dinh nguyén tic san xuat thudc tir duoc liéu va 10 trinh 4p dung nguyén tic, tiéu
chuén thyc hanh tot san xuat thudc (GMP) d6i véi co sd san xuét thude tir duoc lidu.

* Quyét dinh s6 59/2008/QD-BTC ngay 21 thang 7 ndm 2008 ctia B trudng B
Tai chinh vé viéc stra doi, b sung Quyét dinh sé 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua Bo truong Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va str dung
phi thAm dinh kinh doanh thuong mai c6 diéu kién thudc linh vuc y té, phi thdm dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuit, nhap khau va
cap chang chi hanh nghé y, dugc.



26 CONG BAO/SH 47/Ngay 01-10-2012

MAu s6 2 (Ban hanh kém theo Théng tu s0......./2011/TT-BYT ngdy ... thang .... nim 2011)

TEN CO SO SAN XUAT CONG HOA XA HQI CHU NGHIA VIET NAM
THUOC TU DUQC LIEU Doc 1ap - Tw do - Hanh phuc
Sb: .o, [ooin.. vevveeeenen, Ngay  thang  nam 20......

DPON PE NGHI THAM DINH BO SUNG DIEU KIEN SAN XUAT
THUOC TU DUQC LIEU VA CAP GIAY CNPPKKD THUOC

Kinh gitri: -BO0Y te (Cuc Quan ly dugce) hodc
- S&'Y té tinh, thanh phé.......

1. Tén co so0:
2. Pia chi tru so:
Dién thoai lién hé: Fax: ..........

Co so chung toi da dugc Bo Y t€/S¢ Y té cap Gidy chimg nhan du diéu kién kinh
doanh thudc s& ....ocooo.... , ngay ..... thang ...... nam ......... , tai dia chi san
D Q1 F: | PR , Vo1 pham vi kinh doanh, san xuét thude tir duoc liéu,
dang bao ché: (ghi rd dang bao ché da dugc cap); ngudi quan 1y chuyén mén: DS. (ho va
tén).

Co s dé nghi Bo Y té (Cuc Quan ly duge)/ S6 Y té thAm dinh bd sung diéu kién san
xuat thudc tir duoc liéu va cap. Gidy chimg nhan du diéu kién san xuat thudc cho doanh
nghi€p/co s, tai dia chi san XUAL: <o, Pham vi san xuat thudc tir duoc lidu, dang bao
ché bo sung: ghi r& day chuyén hodc dang bao ché dé nghi thim dinh bd sung).

Tran trong cam on.

Noi nhén: GIAM POC DOANH NGHIEP/CO SO
- Nhur trén; (Ky tén va ghi ro ho tén, déng dau)

- Luu:
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5. Cip Gidy chirng nhin dat nguyén tic “Thuc hanh tét bao quan thudc”
(GSP) - Truong hop ding ky kiém tra lin dau

- Trinh ty thye hién:

Co s6 kinh doanh thudc dén ndp hd so va nhan két qua tai Phong tiép nhan - tra
ho so ctia S& Y té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quan 1).

* Budc 1: Co sé dé nghi cip Gidy chung nhan dat nguyén tic “Thuc hanh tét
bao quan thude” (GSP) ndp hd so va phi tham dinh tai S¢' Y té.

* Budc 2: So Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Budce 3:

a) Trong vong 25 ngay lam viéc, ké tir ngay nhan dugc hd so hop 18 theo quy
dinh, S& Y té thanh lap doan kiém tra va thuc hién cap Gidy chimg nhan “Thyc hanh
t6t bao quan thudc” nhu sau:

- Trong vong 05 ngdy lam viéc, ké tir ngay két thuc kiém tra dat yéu cau, S6 Y
té cap Gidy chimg nhan.

- Trong vong 05 ngdy lam viéc, ké tir ngdy S& Y té nhan duoc bao cao khic
phuc dat yéu cau nhitng tdn tai dd néu trong Bién ban kiém tra, SO Y té cép Giéy
chtmg nhan hodc S¢ Y té thong bao két qua chinh thirc. Quéa 02 thang ké tir ngay két
thuc viéc kiém tra, néu co s& khong giri bao céo khic phuc hop 16 thi phai tién hanh
nop ho so dang ky kiém tra lai tir dau.

- Pbi voi cac co so chua dap tng nguyén tac “Thuc hanh tot bao quan thube”,
co sO phai tién hanh khéc phuc stra chita cac tdn tai. Sau khi tu kiém tra danh gia dat
yéu cau, co sé tién hanh nop hd so lai tir dau.

b) Néu ho so chua hop 1¢, trong thoi han 05 ngay lam viéc, ké tir ngay nhan
duoc hod so, S Y té thong bao cho co s& dé bd sung, hoan chinh ho so.

* Budc 4: Tra két qua cho co so dang ky cip Gidy chimg nhan dat nguyén tic
“Thuc hanh t6t bao quan thuéc” (GSP).(Nguoi dai dién co s& dén nhan két qua mang
theo Gidy gi6i thiéu ctia don vi va CMND dé d6i chiéu)

- Cach thire thye hién: Truc tiép nop tai tru s& co quan hanh chinh nha nuéc

- Thanh phén, s6 lwgng hd so:

a) Thanh phan ho so, bao gdm:
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- Ban ding ky kiém tra “Thyc hanh t6t bao quan thudc” (mau 01/GSP);

- Ban sao Gidy phép thanh lap co s¢ hoidc Gidy dang ky kinh doanh hoic Gidy
chtirng nhan dau tu c6 chit ky cua chu co s¢ va dong d4u x4c nhan cua co so;

- Tai li€u, chuong trinh va bao céo tom tat vé huan luyén, dao tao “Thuc hanh

t6t bao quan thude” tai co sé;
- So db t6 chirc clia co s6;
- So dd vi tri dia 1y va thiét ké cua kho;
- Danh muyc thiét bi bao quan ctia co so;
- Danh muc céc ddi twong duoc bao quan va diéu kién bao quan tuong ung.
b) S6 luong hd so: 01 (bd)

- Thoi han giai quyét: 30 ngay lam viéc (Trir cac trudng hop co sd phai khic
phuc cac ton tai).

- P6i twong thuce hién thii tuc hanh chinh: T4 chirc.

- Co quan thyc hién thi tuc hanh chinh: So Y té Thanh phd HO Chi Minh

- Két qua ciia viéc thwe hién thii tuc hanh chinh: Gidy chtng nhan

- Lé phi (néu c0): Tham dinh tiéu chuan va diéu kién bao quan thude, véc xin,
sinh pham y t€ (goi tat 1a co s¢ dang ky GSP): 14.000.000 dong/lan tham dinh.

- Tén mau don, miu to khai:

+ Ban dang ky kiém tra “Thuc hanh tot bao quan thube” (Mau 01/GSP)

- Yéu cau hoic diéu kién thue hién thii tuc hanh chinh: Khong.

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QH11 ngay 14 thang 6 nim 2005 cta Qudc hoi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc.

* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nam 2007 cua B6 Y té vé
hudng dan chi tiét thi hanh mot s6 diéu vé diéu kién kinh doanh thuoc.

* Thong tu sb 45/2011/TT-BYT ngay 21 thang 12 nam 2011 cia Bo Y té vé
viée sira ddi, bd sung mot sé diéu ctia Quyét dinh sé 1570/2000/QD-BYT ngay 22
thang 5 nam 2000 cua Bo truong Bo Y té vé viéc trién khai ap dung nguyén tic
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“Thuc hanh tt phong kiém nghiém thudc”; Quyét dinh s6 2701/2001/QD-BYT ngay
29 thang 6 nam 2001 ctia Bo truong Bo Y té vé viée trién khai 4p dung nguyén tic
“Thuyc hanh tt bao quan thudc”; Thong tu sé 06/2004/TT-BYT ngay 28 thang 5 nim
2004 ciia BO Y té huéng dan san xuét gia cong thude; Quyét dinh sb 3886/2004/QD-
BYT ngay 13 thang 11 nim 2004 ctia Bo Y té vé viéc trién khai 4p dung nguyén tic,
tiéu chuan “Thyc hanh tét san xuat thudc” theo khuyén co ctia T chirc Y té thé gidi;
Thong tu s6 13/2009/TT-BYT ngay 01 thang 9 nam 2009 cua B Y té huéng din
hoat dong thong tin quang cdo thudc; Thong tu sb 22/2009/TT-BYT ngay 24 thang
11 ndm 2009 ciua Bo Y té quy dinh vé dang ky thudc; Thong tu sb 47/2010/TT-BYT
ngay 29 thang 12 nam 2010 ctia BO Y té hudng dan hoat dong xuat khau, nhap khau
thudc va bao bi tiép xuc truc tiép véi thude.

* Quyét dinh s6 59/2008/QP-BTC ngay 21 thang 7 ndm 2008 ctia B trudng Bo
Tai chinh vé viéc stra doi, b sung Quyét dinh sb 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B0 truong Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va str dung
phi thAm dinh kinh doanh thuong mai c¢6 diéu kién thudc linh vuc y té, phi tham dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuit, nhap khiu va
cap chung chi hanh nghé y, dugc.
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MAu s6 01/GSP: Miu don ding ky kiém tra “Thyc hanh t6t bao quan thudc”

TEN PON VI CHU QUAN CONG HOA XA HQI CHU NGHIA VIET NAM
TEN DON VI Poc lap - Tw do - Hanh phuc
S6: .o, [ooin.. rt e teeeeeeeveeeee e, QY thang nam 20... ...

PON PANG KY KIEM TRA “THUC HANH TOT BAO QUAN THUOC”
Kinh guri: c..oovvviiiiiiiiiiiiiiiiniiennne.

1- Tén co so:
2- Dia chi (tru s& chinh va kho bao quan)
3- bién thoai: Fax: E-Mail:

4- Quyet dinh thanh 1ap co so (hoac Gidy dang ky kinh doanh hodc Gidy chuing
nhan dau tu) 86 ............... do .o, cap.

Thi hanh ,Qu‘yé’t dinh sé ...... /2001/QD-BYT ngay .... thang.... nam 2001 cua Bo
truong B Y € vé€ viéc trién khai ap dung nguyén tac “Thuc hanh t6t bao quan
thudc”, sau khi tién hanh ty thanh tra, co s¢ ching toi xin dang ky voi ...............
dugc ki€m tra “Thyc hanh t6t bao quan thudc" va cam két khac phuc kip thoi nhiing
ton tai ghi trong bién ban ki€m tra.

Chung t61 xin gui kém ban dang ky nay cac tai liéu lién quan sau day:

(1)— Tai liéu, cl}u’O’ng trinh va bao cdo tém tit vé huin luyén, dao tao “Thuc
hanh tot bdo quan thudc™ tai co sé;

(2)- Ban sao Gidy phép thanh lap co s& hodc Gidy dang ky kinh doanh hoic
Gidy chung nhan dau tu ¢6 xac nhan cla co so;

(3)- So dd tb chirc cua co so;

(4)- So dd vi tri dja 1y va thiét ké cua kho;

(5)- Danh muc thiét bj bao quan cta co sd;

(6)- Danh muc cac déi tugng duge bao quan va diéu kién bao quan twong
ung./.

Phu trach co sé&
(Chir ky, ghi ro hg tén, dong dau)
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6. Cip Gidy chirng nhian dat nguyén tic “Thuc hanh tét bao quan thudc”
(GSP) - Truong hop ding ky tai kiém tra

- Trinh ty thye hién:

Co so ding ky cip Gidy chung nhan dat nguyén tic “Thyc hanh t6t bao quan
thudc” (GSP) dén ndp hd so va nhan két qua tai Phong tiép nhan - tra hd so caa S Y
té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quén 1).

* Budc 1: Co s¢ dé nghi cAp Gidy chung nhan dat nguyén tic “Thyuc hanh tét
bao quan thudc” (GSP) ndp hd so va phi tham dinh tai S¢' Y té.

* Budc 2: So Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
ngudi ding ky hanh nghé.

* Bugc 3:

a) Trong vong 25 ngay lam viéc, ké tir ngay nhan dugc hd so hop 18 theo quy
dinh, S& Y té thanh lap doan kiém tra va thuc hién cép Giéy ching nhan “Thyc hanh
t6t bao quan thudc” nhu sau:

- Trong vong 05 ngdy lam viéc, ké tir ngay két thuc kiém tra dat yéu cau, S6 Y
té cap Gidy chimg nhén.

- Trong vong 05 ngay lam viéc, ké tir ngay S& Y té nhan dugc bao céo khic
phuc dat yéu cau nhitng tdn tai dd néu trong Bién ban kiém tra, SO Y té cép Giéy
chtrng nhan hodc S& Y té thong bao két qua chinh thirc. Qua 02 thang ké tir ngay két
thiic viéc kiém tra, néu co sé khong giri bao cao khac phuc hop 1é thi phai tién hanh
nop ho so dang ky kiém tra lai tir dau.

- Dbi voi cac co sd chua dap tmg nguyén tic “Thuc hanh tét bao quan thube”,
co so phai tién hanh khac phuc stra chita cac ton tai. Sau khi ty kiém tra danh gia dat
yéu cau, co sé tién hanh ndp hd so lai tir dau.

b) Néu hd so chua hop 18, trong thdi han 05 ngdy 1am viéc, ké tir ngay nhéan
dugc ho so, S&'Y té thong bao cho co s¢ dé bo sung, hoan chinh h so.

* Budc 4: Tra két qua cho co so dang ky cip Gidy chimg nhan dat nguyén tic
“Thuc hanh tét bao quan thuc” (GSP).

- Cach thire thue hién: Truc tiép nop tai tru s& co quan hanh chinh nha nuéc

- Thanh phén, s6 lwgng hd so:

a) Thanh phan ho so, bao gdm:
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- Ban ding ky tai kiém tra “Thyc hanh t6t bao quan thudc” (Theo mau 02/GSP);

- Ban sao Gidy phép thanh lap co s¢ hoidc Gidy dang ky kinh doanh hoic Gidy
chtimg nhan dau tu c¢6 chit ky ctia chu co so va dong dau xac nhan cla co sd;

- B4o c4o khic phuc cac ton tai trong kiém tra lan trudc;

- B4o céo nhiing thay d6i clia co so trong 03 nam trién khai “Thuc hanh tét bao
quan thudc” va ho so lién quan, néu co.

b) S6 luong hd so: 01 (bd)

- Thoi han giai quyét: 30 ngay lam viéc (Trir cac trudng hop co sd phai khic
phuc cac ton tai).

- P6i twong thue hién thii tuc hanh chinh: T4 chic.

- Co quan thyc hién thi tuc hanh chinh: So Y té Thanh phd HO Chi Minh

- Két qua ciia viéc thwe hién thii tuc hanh chinh: Gidy chtng nhan

- Lé phi (néu c0): Tham dinh tiéu chuén va diéu kién bao quan thude, véc xin,
sinh pham y té (goi tat 1a co s¢ dang ky GSP): 14.000.000 dong/lan tham dinh.

- Tén mau don, miu to khai:

+ Ban dang ky tai kiém tra “Thuc hanh tot bao quan thude” (Mau 02/GSP)

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh: Khong.

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QH11 ngay 14 thang 6 ndm 2005 cta Qudc hoi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 diéu cta Luat Duoc.

* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nam 2007 cua B6 Y té vé
hudng dan chi tiét thi hanh mot sé diéu vé diéu kién kinh doanh thude.

* Thong tu sb 45/2011/TT-BYT ngay 21 thang 12 nam 2011 cia Bo Y té vé
viée sira ddi, bd sung mot sé diéu ctia Quyét dinh sé 1570/2000/QD-BYT ngay 22
thang 5 nam 2000 cua Bo truong Bo Y té vé viéc trién khai 4p dung nguyén tic
“Thyc hanh tot phong kiém nghiém thudc”; Quyét dinh s6 2701/2001/QD-BYT ngay
29 thang 6 ndm 2001 ctia Bo truong Bo Y té vé viée trién khai 4p dung nguyén tic
“Thuyc hanh tt bao quan thudc”; Thong tu sé 06/2004/TT-BYT ngay 28 thang 5 nim
2004 ctia BO Y té huéng dan san xuét gia cong thudc; Quyét dinh s6 3886/2004/QD-



CONG BAO/S6 47/Ngay 01-10-2012 33

BYT ngay 13 thang 11 nim 2004 ctia Bo Y té vé viéc trién khai 4p dung nguyén tic,
tiéu chuan “Thyc hanh tét san xuat thudc” theo khuyén co ctia T chirc Y té thé gidi;
Thong tu s6 13/2009/TT-BYT ngay 01 thang 9 nam 2009 cua Bo Y té huéng din
hoat dong thong tin quang céo thudc; Thong tu s6 22/2009/TT-BYT ngay 24 thang
11 ndm 2009 ciua Bo Y té quy dinh vé dang ky thudc; Thong tu sd 47/2010/TT-BYT
ngay 29 thang 12 nam 2010 cta B Y té huéng dan hoat dong xudt khau, nhap khau

thudc va bao bi ti€p xuc truc ti€p voi thudc.

* Quyét dinh s6 59/2008/QP-BTC ngay 21 thang 7 ndm 2008 ctia B trudng Bo
Tai chinh vé viéc stra doi, b sung Quyét dinh sé 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B trudng Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va st dung
phi thAm dinh kinh doanh thuong mai c¢6 diéu kién thudc linh vuc y té, phi tham dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuat, nhap khau va
cap chung chi hanh nghé y, dugc.
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MAu sé: 02/GS: Mau don dang ky tai kiém tra GSP

TEN PON VI CHU QUAN CONG HOA XA HQI CHU NGHIA VIET NAM
TEN DON VI Poc 1ap - Tw do - Hanh phuc

PON PANG KY TAI KIEM TRA “THUC HANH TOT
BAO QUAN THUOC”

Kinh glri: .o

1- Tén co so:

2- Dia chi (tru s& chinh va kho bao quan)

3- bién thoai: Fax: E-Mail:

4- Quyé‘g dinh thanh 1ap co so (hoac Gidy dang ky kinh doanh hodc Gidy ching
nhan dau tu) sO ............... 4 [0 SR cap.

Thi hanh ’Qu‘yét dinh sé ...... /2001/QD-BYT ngay .... thang.... ndm 2001 cua Bo
truong BO Y € vé viéc trién khai ap dung nguyén tac “Thuc hanh t6t bao quan
thuoc”, sau khi ti€n hanh ty thanh tra, co s¢ ching toi xin dang ky voi ...............
dugc ki€m tra “Thyc hanh t6t bao quan thudc" va cam két khac phuc kip thoi nhiing
ton tai ghi trong bién ban kiém tra

Chung t61 xin giri kém ban dang ky nay cac tai liéu lién quan sau day:

~ (I)- Ban sao Gidy phép thanh 1ap co sé hodc Gidy ding ky kinh doanh hoic
Giay chirng nhan dau tu ¢6 xac nhan cua co so;
(2)- Béo céo khic phuc céc ton tai trong kiém tra lan trudc;

(3)- Béo cdo thay dbi cua co s trong 03 nam trién khai./.

Phu trach co s¢
(Chir ky, ghi ro6 hg tén, dong dau)
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B. Danh muc thi tuc hanh chinh dwoc sira d6i, bo sung hoic thay thé thudc
thAm quyén gidi quyét ciia S¢' Y té Thanh pho H6 Chi Minh:

1. Thi tuc Ping ky ho so Hoi thao, Gi6i thiéu thudc cho cin bd y té

- Trinh ty thwe hién:

* Buée 1: Doanh nghiép chuan bi hd so day du theo thu tuc quy dinh

* Bwée 2: Doanh nghiép dén ndp hod so tai Phong Tiép nhan ho so - S6 Y té
Thanh phd H6 Chi Minh, sé 59 Nguyén Thi Minh Khai, quéin 1:

- Thoi gian nhan hd so ctia Phong Tiép nhan ho so - S§' Y té:

Sang tir 07g30 dén 11g30 ; Chiéu tir 13200 dén 17g00

(tir Thir Hai dén Thir Sau va sang thtr 7 hang tuan, trir cac ngdy nghi 1& theo quy
dinh ctia Nha nudc)

- Hd so ndp truc tiép cho nhan vién ciia Phong Tiép nhan ho so.

- D6i v6i chuyén vién nhan hd so ctia Phong Tiép nhan hd so: kiém tra hd so
dang ky hoi thao, gidi thiu thude

+ Néu hd so hop 18 (hd so co du gidy to theo thi tuc va duge ké khai day du theo
quy dinh), chuyén vién nhan hd so s& nhan vao va xac dinh ngay nhan lai két qua
ngay trén ban photocopy phiéu ding ky cta doanh nghiép. Doanh nghiép ndp 1¢ phi
tham dinh hd so hoi thao, gidi thiéu thudc tai Phong Tai chinh - S& Y té theo quy
dinh.

+ Néu ho so chua hop 1é thi chuyén vién nhan ho so s& huéng dan cho doanh
nghiép hodc dé nghi Phong Quan 1y Duoc cir chuyén vién ra dé huéng dan khach
hang va ghi vao phiéu huéng din chinh sira hd so, phat cho doanh nghiép dé doanh
nghiép co6 can ctr chinh sua theo quy dinh.

Budéc 3: Can cir theo ngay da hen, doanh nghiép dén 1y két qua tai Phong Tiép
nhan hd so theo thdi gian noi trén.

- Cach thire thue hién: Truc tiép tai tru s& co quan hanh chinh nha nuéc

- Thanh phén, S6 lwgng hd so:

a) Thanh phan ho so:

- Gidy dang ky hoi thao gidi thiéu thude cho can bd y té (miu 2a-QC theo Thong
tu 45/2011/TT-BYT);
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- N6i1 dung tirng bao cao, tén va chirc danh khoa hoc ctia nguoi bao cao;
- Tai liéu du dinh trung bay, phat hanh tai hdi thao;

- Céc tai liéu c6 lién quan dén thube duoc gidi1 thi€u tai hoi thao;

- Céc tai liéu tham khao (néu co);

* Luu y: Toan bg tai li€u c6 trong ho so phai c6 dau giap lai cia don vi 1dp ho
SO.

b) S6 luong hd so: 01 (bd)

- Thoi han giai quyét: 15 ngay lam viéc, ké tir ngdy nhan duogc ho so day du.

- P6i twong thuce hién thi tuc hanh chinh: T6 chirc

- Co quan thuc hién thi tuc hanh chinh: S6 Y t& Thanh phd HO Chi Minh

- Két qua ciia viéc thue hién thii tuc hanh chinh: Phiéu tiép nhan ho so hoi
thdo, gioi thi€u thuodc.

- Lé phi: Phi thAm dinh noéi dung thong tin, quang céo thudc, my pham:
1.000.000 d¢6ng/hd so.

- Tén mau don, miu to khai:

+ Phiéu dang ky Hoi thao, Gi6i thiéu thude.

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh:

+ Thong béo trude (it nhat 01 ngay) cho S& Y té nhan ho so dang ky vé dia diém
cu thé va thoi gian chinh thirc td churc hoi thao.

+ Doanh nghiép dang ky hoi thao phai & doanh nghiép so hitu sé ding ky thude
hodc ty quyén cho don vi hop phap.

+ Néu doanh nghiép ding ky hoi thao 1a doanh nghiép nudc ngoai can phai phdi
hop v6i mot don vi y té Viét Nam.

- Can cur phap ly cua thu tuc hanh chinh:

* Ludt sb 34/2005/QHI11 quy dinh vé hoat dong trong linh vuc dugc da duoc
Quédc hoi thong qua ngay 14 thang 6 nim 2005.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 diéu cua Luat Dugc

* Quyét dinh s6 59/2008/QP-BTC ngay 21 thang 7 ndm 2008 ctia B trudng Bo
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Tai chinh vé viéc stra doi, b sung Quyét dinh sb 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B0 truong Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va str dung
phi thAm dinh kinh doanh thuong mai c¢6 diéu kién thudc linh vuc y té, phi tham dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuit, nhap khiu va
cap chang chi hanh nghé y, dugc.

* Thong tu s6 13/2009/TT-BYT ngay 01 thang 9 ndm 2009 cta Bo truong Bo Y
té ban hanh “Hudng dan hoat dong thong tin, quang cao thudc”.

* Thong tu sb 45/2011/TT-BYT ngay 21 thang 12 nam 2011 cia B Y té ban
hanh “Stra d6i, b sung mot sd diéu ctia Quyét dinh s6 1570/2000/QD-BYT ngay 22
thang 5 nam 2000 cua Bo trudng BO Y té vé viéc trién khai 4p dung nguyén tic
“Thyc hanh tét phong kiém nghiém thudc”; Quyét dinh s6 2701/2001/QD-BYT ngay
29 thang 6 nam 2001 ctia Bo truong Bo Y té vé viée trién khai 4p dung nguyén tic
“Thuc hanh t6t bao quan thudc”; Thong tu sé 06/2004/TT-BYT ngay 28 thang 5 nim
2004 ctia BO Y té huéng dan san xuét gia cong thudc; Quyét dinh s6 3886/2004/QD-
BYT ngay 13 thang 11 nim 2004 ctia Bo Y té vé viéc trién khai 4p dung nguyén tic,
tiéu chuan “Thyc hanh t6t san xudt thudc” theo khuyén cdo ctia T6 chire Y té thé gidi;
Thong tu sd 13/2009/TT-BYT ngay 01/9/2009 cua Bo Y té huéng dan hoat dong
thong tin quang céo thudc; Thong tu sé 22/2009/TT-BYT ngay 24 thang 11 nim
2009 cua Bo Y té quy dinh vé dang ky thudc; Thong tu sb 47/2010/TT-BYT ngay 29
thang 12 nam 2010 cua Bo Y té huéng dan hoat dong xuét khau, nhap khau thudc va
bao bi tiép xuc truc tiép véi thude.
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MAu 2a - QC: Miu don diang ky ho so hoi thao gi6i thiéu thude

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

GIAY PANG KY HO SO HQI THAO GIOI THIEU THUOC
SO e

Kinh giri: S¢'Y té tinh/thanh phé.....

1. Tén don vi dang ky hd so:

2. DPia chi:

3. S6 dién thoai, Fax, E-mail:

4. S6 giay phép hoat dong:

5. Ho, tén, so dién thoai ctia nguoi hodc bo phan chiu trach nhiém dang ky ho so:
6. Danh muc thudc dang ky hoi thao cho can bo y té:

S6 TT| Tén thude S6 ding ky Poi twong Lan thir
du hoi thiao

—

7. bia diém va thoi gian dy kién t6 chirc hoi thao:

8. Cam két ctia don vi diang ky hoi thao thude:

Chiing t6i da nghién ctru k§ Thong tu huéng dan hoat dong thong tin, quang céo
thudc cua B0 truéng BO Y t€ ban hanh ngay ... va cam két s€ tuan thu cac quy dinh
cua Thong tu vi stc khoé va lgi ich cia ngudi bénh.

Tén tinh/thanh phd, ngdy thang nim
Thu truong don vi
(Ghi 16 chuc danh)
(Ky tén, dong dau)
Ho va tén cua nguoi ky
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2. Thii tuc Ping ky quang cdo my pham, t6 chirc hdi thio, sw kién gidi thiéu
my pham

- Trinh ty thye hién:

* Buwéc 1: Doanh nghiép chuan bj hd so ddy du theo tha tuc quy dinh

* Buéc 2: Doanh nghiép dén ndp ho so tai Phong Tiép nhan ho so -S¢ Y té
Thanh phé H6 Chi Minh, s6 59 Nguyén Thi Minh Khai, quéan 1:

- Thoi gian nhan hd so ctia Phong Tiép nhan hd so - S¢' Y té:

Sang: 07g30 dén 11g30 ; Chiéu: 13g00 dén 17g00

(cac ngdy tir Thir Hai dén Thir Sau hang tuan, trir cic ngay nghi, nghi 1& theo
quy dinh cta Nha nudc)

- Hd so ndp truc tiép cho nhan vién ciia Phong Tiép nhan ho so.

- Pi v6i nhan vién tiép nhan hd so ciia Phong Tiép nhan ho so: kiém tra ho so
dang ky quang cao:

+ Néu hd so hop 18 (hd so co du gidy to theo thi tuc va duge ké khai day du theo
quy dinh), nhan vién tiép nhan hd so s& nhan vao, xac dinh ngay tra lai két qua trén
bién nhén va giri lai cho doanh nghiép. Doanh nghiép ndp 1é phi thim dinh hd so
quang c4o my pham tai Phong Tai chinh - S6 Y té theo quy dinh.

+ Néu ho so chua hop 1é thi chuyén vién nhan ho so s& huéng dan cho doanh
nghiép hodc dé nghi Phong Quan 1y Dugc ctr chuyén vién ra dé huéng dan khach
hang va ghi vao phiéu huéng dan chinh stra hd so, phat cho doanh nghiép dé doanh
nghiép co6 can ctr chinh sua theo quy dinh.

* Bwée 3: Cin ctr theo ngdy da hen, doanh nghiép dén 14y két qua tai Phong
Tiép nhan ho so theo thoi gian noi trén.

- Cach thire thye hién: Truc tiép tai tru s& co quan hanh chinh nha nuéc

- Thanh phan, s6 lwgng hd so:

a) Thanh phan ho so:

- Phiéu ding ky quang cdo my pham, t6 chirc hoi thao, sy kién gidi thiéu my
pham (Phuy lyuc sé 10-MP);

- Ban sao Phiéu coéng bd san pham my pham di dugc cap (co dong dau cua to
chtrc, ca nhan dang ky quang céo);
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- Ban sao Gidy chtng nhan ding ky kinh doanh cta t6 chirc, ca nhan ding ky
quang céo (c6 dong dau cia to chire, c4 nhan dang ky quang céo);

- Thu iy quyén ctia t6 chiic, c4 nhan cong bod my pham cho t6 chiic, c4 nhan
ding ky quang cdo, t chirc hoi thao, sy kién gi6i thiéu my pham (trudng hop to
chtic, c4 nhan ding ky quang céo, to chirc hoi thao, su kién gidi thiéu my pham
khong phai 14 to chire, c4 nhan da cong bd san pham my pham);

- Tai liéu thuyét minh cho cac tinh ning, cong dung cia san pham trong truong
hop ndi dung quang céo, ndi dung trinh bay tai hoi thao, su kién gidi thiéu m§ pham
néu tinh ning, cong dung cia san pham nam ngoai ndi dung da néu trong Phiéu cong
bd san pham my pham;

- 02 kich ban quang cao (kich ban phai md ta rd phan hinh anh, phan 15i, phan
nhac dy dinh s& quang c4o) hoic 02 miu quang c4o du dinh s& phat hanh (4p dung
d6i voi ho so dang ky quang cao my pham) hodc tai liéu du dinh trung bay, phat hanh
tai hoi thao, su kién gidi thiéu my pham (4p dung d6i voi hd so dang ky to chire hoi
thao, sy kién giéi thiéu my pham).

* Luu y: HO so phai c6 dau giap lai cua to chire, ca nhan ding ky quang cdo, to
chtrc hoi thao, su kién gidi thiéu my pham.

b) S6 lugng hd so: 01 (bd)

- Thoi han giai quyét: 10 ngay lam viéc, ké tir ngdy nhan dugc hd so dy du

- Pdi twong thue hién thii tuc hanh chinh: Ca nhan va to chuc.

- Co quan thyc hién thi tuc hanh chinh: S6 Y t& Thanh phd HO Chi Minh

- Két qua cia viéc thwe hién thi tuc hanh chinh: Phiéu tiép nhan quang céo
my pham, t6 chutrc hoi thao, su kién gidi thiéu my pham.

- Lé phi (néu c6): Phi tham dinh ndi dung thong tin, quang cdo my pham:
1.000.000 d6ng/phiéu cong bd san phdm my pham.

- Tén miu don, miu to khai: Phiéu dang ky hd so dang ky quang cio my
pham, hoi thao/td chirc su kién gidi thiéu my pham.

- Yéu cdu hoic diéu kién thwe hién thii tuc hanh chinh:

* Doanh nghiép ding ky hd so quang céo phai 1a doanh nghiép dung tén trén
phiéu cong bd san pham my pham va cé tru s& chinh dat tai TPHCM (Théng tu s6
06/2011/BYT cta BO Y té ban hanh vé quy ché quan Iy my pham);
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* (hodc) Doanh nghiép c6 thu ty quyén ctua doanh nghiép dtng tén trén phiéu
cong bd san pham my phdm va cb try s chinh dat tai TPHCM (Théng tu sd
06/2011/BYT ctia BO Y té ban hanh vé quy ché quan 1y my pham);

* Tiéng ndi, chit viét dung trong quang cdo 1a tiéng Viét (Phap 1énh Quéang céo
s6 39/2001/PL-UBTVQH10 ngay 16 thang 11 nam 2001).

- Can cwr phap ly cua thu tuc hanh chinh:

* Ludt sb 34/2005/QHI11 quy dinh vé hoat dong trong linh vuc dugc da duoc
Qudc hoi thong qua ngay 14 thang 6 nim 2005.

* Phap 1énh Quang cdo s6 39/2001/PL-UBTVQH10 ngay 16 thang 11 nam 2001
ctia Uy ban Thuong vu Quéc hdi quy dinh vé quang cdo

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 diéu cua Luat Dugc

* Nghi dinh s6 24/2003/ND-CP ngay 13 thang 3 nim 2003 cta Chinh phu vé
viéc quy dinh chi tiét thi hanh Phap lénh Quéang co

* Quyét dinh s6 59/2008/QP-BTC ngay 21 thang 7 nim 2008 ctia B trudng Bo
Tai chinh vé viéc stra doi, b sung Quyét dinh sb 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B0 truong Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va str dung
phi thim dinh kinh doanh thuong mai c¢6 diéu kién thudc linh vuc y té, phi tham dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuit, nhap khau va
cap chung chi hanh nghé y, dugc.

* Thong tu sb 06/2011/TT-BYT ngay 25 thang 01 niam 2011 cia Bo Y té ban
hanh quy ché quan Iy my pham.

* Thong tu s6 43/2003/TT-BVHTT ngay 16 thang 7 nim 2003 ctia Bo Van hoa -
Thong tin huéng dan thuc hién Nghi dinh s6 24/2003/ND-CP ngay 13 thang 3 nam
2003 cta Chinh phu chi tiét thi hanh Phap 1énh Quang céo.

* Quyét dinh s6 39/2009/QD-UB ngay 05 thang 6 nim 2009 cta Uy ban nhan
dan Thanh phé H6 Chi Minh quy dinh vé hoat dong quang cdo trén dia ban Thanh
phd Hb Chi Minh.
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Phu luc s6 10 - MP

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phuc

~ PHIEU PANG KY QUANG CAO MY PHAM,
TO CHUC HOI THAO, SU KIEN GIOI THIEU MY PHAM

SO oo
Kinh giri: S& Y té Thanh phé H5 Chi Minh

1. Tén don vi dang ky ho so:

2. Dia chi:

3. S6 dién thoai, Fax, B-mail:

4. Sb gidy phép hoat dong (Gidy chimg nhan diang ky kinh doanh):

5. Tén, s6 dién thoai cua nguoi hodc bd phan chiu trach nhiém dang ky hd so:

6. Danh muc my pham ding ky quang cdo, t6 chirc hoi thao, su kién gidi thiéu my pham:

Lk . . Thoi gian, dia diém du
Souép | Hinhthic | 0e 8 1 e hoi thao,
nhan quang cao R S
v Phidu | (d6iveihe | SY Kiéngidithieumy |
STT Tén my pham N x < , pham (do6i vé1 ho so | Lan thu
cong bd | so dang ky 9 P A 1o 1A
. 2 . . dang ky t6 chtrc hoi
san pham | quang céo . D
m?¥ phdm | me hém) thao, su kién gid1 thi¢u
yp yp m§ phim)
1
2

7. Tai li¢u gtri kém:
- N6i dung (du kién) quang céo hodc to churc hoi thao, su kién gidi thi¢u my pham cua
tung san pham.

- Ban sao Phiéu cong bo san pham my pham da duogc cap so ti€p nhan.

8. Cam két cua don vi ding ky quang cao my pham:

Chung t61 da nghién ctru k§ Thong tu Quy dinh vé quan ly my pham s6 06/2011/TT-
BYT ngay 25 thang 01 nim 2011 ctia Bo Y té va cam két s& tudn thu cac quy dinh cua
Thong tu nay vi strc khoé va loi ich ctia ngudi st dung my pham./.

TPHCM, ngay ... thang ... nam
GIAM POC PON VI
(Ky tén, déng dau)
(Ghi ro ho va tén nguoi ky)
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3. Thii tuc Cong bd san pham my phaim san xuét tai Viét Nam (tai Thanh
pho Ho Chi Minh)

- Trinh ty thye hién:

* Buwéc 1: Doanh nghiép chuan bj hd so ddy du theo tha tuc quy dinh

* Bwée 2: Doanh nghiép dén ndp hod so tai Phong Tiép nhan ho so - S6 Y té
Thanh phé H6 Chi Minh, s6 59 Nguyén Thi Minh Khai, quéan 1:

- Thoi gian nhan hd so ctia Phong Tiép nhan hd so - S¢' Y té:

Sang: 07g30 dén 11g30 ; Chiéu: 13g00 dén 17g00

(cac ngdy tir Thir Hai dén Thir Sau hang tuan, trir cic ngay nghi, nghi 1& theo
quy dinh cta Nha nudc)

- Hd so ndp truc tiép cho nhan vién ciia Phong Tiép nhan ho so.

- Pi v6i nhan vién tiép nhan hd so ciia Phong Tiép nhan ho so: kiém tra ho so
cong bd san pham my pham

+ Néu hd so hop 18 (hd so co du gidy to theo thi tuc va duge ké khai day du theo
quy dinh), nhan vién tiép nhan hd so s& nhan vao, xac dinh ngay tra lai két qua trén
bién nhén va giri lai cho doanh nghiép. Doanh nghiép ndp 1é phi thim dinh hd so
cong bd san pham my pham tai Phong Tai chinh - S¢ Y té theo quy dinh.

+ Néu ho so chua hop 1é thi nhan vién tiép nhan ho so s& hudng dan cho doanh
nghiép hodc dé nghi Phong Quan 1y Dugc ctr chuyén vién ra dé huéng dan khach
hang va ghi vao phiéu huéng dan chinh stra hd so, phat cho doanh nghiép dé doanh
nghiép co6 can ctr chinh sua theo quy dinh.

* Bwée 3: Cin ctr theo ngdy da hen, doanh nghiép dén 14y két qua tai Phong
Tiép nhan ho so theo thoi gian noi trén.

- Cach thire thye hién: Truc tiép nop tai tru s& co quan hanh chinh nha nuéc

- Thanh phan, s6 lwgng hd so:

a) Thanh phan ho so:

- 02 Phiéu cong bd san pham m§ pham cho mdi san pham m§ pham (phu luc sd
01-MP) va ban mém cua Phiéu cong bd (copy vao USB, DVD, CD-ROM...) cia hd
so cong bd san pham my pham nay.

- Ban sao Gidy chimng nhan ding ky kinh doanh cia t6 chirc, ca nhan chiu trach
nhiém dua san pham ra thi trudng (c6 chit ky va dong déu cua doanh nghiép). Trudng



44 CONG BAO/SH 47/Ngay 01-10-2012

hop my phdm san xuit trong nuéc ma to chic, ca nhan chiu trach nhiém dua san
pham ra thi truong khong phai 14 nha san xuat thi phai c6 ban sao Gidy ching nhan
dang ky kinh doanh ctia nha san xuét.

- Ban chinh hoic ban sao c¢6 chung thuc hop 18 Gidy ty quyén cta nha san xudt
hodc chii s& hitu san phdm ay quyén cho to chirc, ca nhan chiu trach nhiém dua san
pham ra thi trudng dugc phan phdi san pham my pham tai Viét Nam (ap dung d6i voi
my phim nhap khau va my pham san xuét trong nudc ma to chic, ca nhan chiu trach
nhiém dua san pham ra thi truong khong phai 1 nha san xuét).

* Luu ¥: Toan bo tai lidu c6 trong hd so phai ¢ dau giap lai ctia don vi 1ap hd so

b) S6 luong hd so: 01 (bd)

- Thoi han giai quyét: 03 ngay lam viéc (d6i véi hd so dat) hodc 05 ngay lam
viée (d6i voi hd so khong dat), ké tir ngay nhan duoc ho so hop 16.

- P6i twong thue hién thi tuc hanh chinh: T6 chirc

- Co quan thyc hién thi tuc hanh chinh: So Y té Thanh phd HO Chi Minh

- Két qua ciia viéc thyc hién thi tuc hanh chinh: Xéac nhan tryc tiép 1én Phiéu
cong bd san pham my pham.

- Lé phi (néu c6): 500.000 ddng/hd so.

- Tén miu don, miu to khai: Phiéu cong bd san pham my pham (Phu luc 01-
MP).

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh:

* Doanh nghiép cong bd san pham my pham phai 1a doanh nghiép c6 chirc ning
san xuat my pham va nha xudng san xuat my pham dit trén dja ban TPHCM. (Théng
tu s6 06/2011/TT-BYT cia BO Y té vé quy ché quan 1y my pham)

* (hodc) Doanh nghiép dung tén trong cong bd san pham my pham chi c¢6 chic
nang kinh doanh my pham, khéng c6 chirc ning san xuat my pham nhung nha xuéng
san xuit ra san pham my pham nay dit trén dia ban TPHCM. (Thong tu sb
06/2011/TT-BYT cua B Y té vé quy ché quan 1y my pham)

* Ngbn ngit trinh bay trong ban cong bd san pham my pham 1a tiéng Viét hoic
tiéng Anh (Thong tu s6 06/2011/TT-BYT ctia Bo Y té vé quy ché quan Iy m§ pham)

* Danh sach thanh phan day du

* Quyén s hiru trf tué (nhan hiéu, kiéu dang coéng nghiép)
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* Khong chura cac thanh phﬁn, héa chét bi cAm st dung hoac vuot qua néng do
gid1 han cho phép su dung.

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Chat lugng san pham, hang héa nim 2007. Luét s6 05/2007/QH12 da
dugc Qudc hoi théng qua ngay 21 thang 11 nam 2007.

* Nghi dinh s6 132/2008/ND-CP ngay 31 thang 12 nam 2008 cta Chinh pht vé
viéc quy dinh chi tiét mot sO diéu Luat Chat lugng san phém, hang hoa.

* Thong tu s6 06/2011/TT-BYT ngay 25 thang 01 nam 2011 ctua Bo Y té vé quy
ché quan 1y m§ pham.

* Quyét dinh s 24/2006/QD-BYT ngay 14 thang 8 nam 2006 ctia B trudng B
Y té vé viéc trién khai 4p dung va hudng dan thyc hién cac nguyén tic tiéu chuin
“Thyc hanh t6t san xuat my pham” ciia Hiép hoi cac nudc Pong Nam A.

* Quyét dinh s6 59/2008/QD-BTC ngay 21 thang 7 ndm 2008 ctia B trudng B
Tai chinh vé viéc stra doi, b sung Quyét dinh sé 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B0 truong Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va str dung
phi thAm dinh kinh doanh thuong mai c6 diéu kién thudc linh vyc y té, phi thdm dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuat, nhap khau va
cap chung chi hanh nghé y, dugc.

* Hiép dinh Hé thong hoa hop ASEAN trong quan 1y my phdm do Bo truéng Bo
Thuong mai dai dién Chinh pht nuéc CHXHCN Vi¢t Nam ky Hié€p dinh nay ngay 02
thang 9 ndm 2003.
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Phu luc s6 01-MP PHAN DANH CHO CO QUAN QUAN LY
(FOR OFFICIAL USE)

Ngay nhan (Date acknowledged):

S6 cong bd (Product Notification No):

Phiéu cong bd c¢6 gia tri 05 nam keé tir ngay nhan.

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

[ Panh diu vao 6 thich hop (Tick where applicable)

THONG TIN SAN PHAM
PARTICULARS OF PRODUCT

1. Tén nhin hang va tén sin pham (Name of brand & product):
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 phiam (Product type(s)

] Kem, nhii tuong, sira, gel hodc dau dung trén da (tay, mat, chan,...)

O Creams, emulsions, lotions, gels and oils for skin (hands, face, feet, etc)
[1 Mt na (chi trir san pham lam bong da ngudn gbc hoa hoc)

1 Face masks (with the exception of chemical peeling products)

[0 Cac chat phit mau (16ng, nhio, bot)

[ Tinted bases (liquids, pastes, powders)

[] Phan trang diém, phén dung sau khi tdm, bot vé sinh, ...

1 Make-up powders, after-bath powders, hygienic powders, etc.



CONG BAO/S6 47/Ngay 01-10-2012 47

[1 Xa phong tim, xa phong khtr mui, .. ...
O Toilet soaps, deodorant soaps, etc
1 Nudc hoa, nudc thom dung vé sinh,....
O Perfumes, toilet waters and eau de Cologne
[ San pham dé tam hodc gdi (mudi, xa phong, dau, gel,...)
[ Bath or shower preparations (salts, foams, oils. gels, etc)
[ San pham tay long
O Depilatories
[ San pham khitr mui va chdng mui.
O Deodorants and anti-perspirants
[ San pham chiam séc toc
[ Hair care products
- Nhudm va ty toc
- Hair tints and bleaches
- Udn toc, dudi toc, gitt nép toc
- Products for waving, straightening and fixing,
- Cac san pham dinh dang toc
- Setting products,
- San phém lam sach (stra, bot, dau g01)
- Cleansing products (lotions, powders, shampoos),
- San pham cung cap chét dinh dudng cho toc (sita, kem, dau),
- Conditioning products (lotions, creams, oils),
- Cac san pham tao kiéu toc (sita, keo xit toc, sap)
- Hairdressing products (lotions, lacquers, brilliantines)
[ San pham dung cao rau hodc sau khi cao rau (kem, xa phong, sita,...)
O Shaving product (creams, foams, lotions, etc)
[ San pham trang diém va tdy trang dung cho mat va mat
O Products for making-up and removing make-up from the face and the eyes
[ San pham dung cho moi
O Products intended for application to the lips
[ San pham dé cham soc rang va miéng
O Products for care of the teeth and the mouth
[ San pham dung dé cham séc va to diém cho mong tay, mong chan.
O Products for nail care and make-up
[ San pham dung dé vé sinh co quan sinh duc ngoai
O Products for external intimate hygiene
[ San pham chdng ning
O Sunbathing products
[ San pham lam sam da ma khong can tim nang.
O Products for tanning without sun.
[ San pham lam tring da
O Skin whitening products
[ San pham chéng nhin da
CJAnti-wrinkle products
[J San pham khéc (dé nghi ghi 1)
OOthers (please specify)

3. Muc dich sir dung (Intended use)
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4. Dang trinh bay (Product presentation(s)

O Dang don 1¢ (Single product)

1 M4t nhom cac mau (A range of colours)

[J Bang cic mau trong mdt dang san pham (Palette(s) in a range of one product type)

[ Cac san pham phdi hop trong mot bd san pham (Combination products in a single kit)
[0 Cac dang khac (dé nghi ghi 13). Others (please specify)

‘ 1 THONG TIN VE NHA SAN XUAT/ DPONG GOI ,
(D€ nghi dinh kém danh sach riéng néu nhu c6 nhi€u hon mot cong ty tham gia san xuat/
dong goi dé tao ra mdt san pham hoan chinh)

1 PARTICULARS OF MANUFACTURER(S)/ASSEMBLER(S)
(Please attach in a separate sheet if there are more than one manufacturer/assembler)

5. Tén nha san xuat (Name of manufacturer):

Pia chi nha san xuit (Nudc san xuat) (Address of manufacturer (state country)):

Country VIIE|T| [NJAIM

Tel:(8]4]-[8[-] [ [ [ [ [[[ ][] Fax:[8af-I8[-[ [ [[[][]]]

6. Tén cong ty déng gbi (dé nghi danh diu vao muc thich hop. C6 thé danh ddu nhiéu hon 1 6
(Name of assembler (Please tick accordingly. May tick more than one box)):

Obong gobi chinh [0 Dong gbi thir cap
] Primary assembler [] Secondary assembler

bia chi cua cong ty dong goi (Address of assembler (state country)):

Country v[1|E|T| |[N[A]M

Tel:(8]4]-[8[-] [ [ [ [ [ [ [ ][] Fax[saf-I8[-[[[[[][]]]
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THONG TIN VE TO CHU'C, CA NHAN CHIU TRACH NHIEM
DPUA SAN PHAM MY PHAM RA THI TRUONG
PARTICULARS OF LOCAL COMPANY RESPONSIBLE
FOR PLACING THE COSMETIC PRODUCT IN THE MARKET

7. Tén cong ty (Name of company):

Dia chi cong ty (Address of company):

Tel: (8]4]-[8[-] [ [ [ [ [ [ [ ][] Fax[8af-I8-[[[[[]]]]]

S6 gidy phép kinh doanh/S6 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

8. Ho va tén (Name of person):

HNEEEEEEEEEEEEEEEEEEEEEEEEE
Tel: [[[[TIPTPI[ ] Bmaite [P P[[ITTIPPIIIITT00]

Chtric vu ¢ cong ty (Designation in the company):

THONG TIN VE CONG TY NHAP KHAU
PARTICULARS OF IMPORTER

9. Tén cong ty nhiap khiu (Name of importer):

Pia chi cong ty nhap khiu (Address of importer):

Telb | | [ [ [T IPT T P [PPTTITTTIITT]]




50 CONG BAO/SH 47/Ngay 01-10-2012

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

10. Pé nghi kiém tra 6 sau diy (Please check the following boxes)

[ T6i da kiém tra ban stra doi tir phu luc II dén phu luc VII ciia danh muc cac thanh phan m§ pham
ASEAN nhu duoc cong bd trén ban sira doi gan ddy nhat ciia Hiép dinh m§ pham ASEAN. Toi
xin xac nhan rang san pham duoc dé cap dén trong ban cong bd nay khong chira bit ctr mot thanh
phan bi cAm ndo va ciing tuan thi v6i danh muc han ché va cac diéu kién qui 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 Toi dam nhén trach nhiém tra 101 va hop tac toan dién vdi co quan co tham quyén vé bat ky hoat
dong kiém soat sau khi ban hang khi c6 yéu cau boi co quan c¢6 thim 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 sich thanh phan diy di (product full ingredient list)

(Yéu cau ghi ddy du danh sach tat ca cac thanh phan va ti 18 % cia nhiing chat c6 gidi han vé ndng
dd, ham lugng st dung trong m§ pham - To submit ingredient list with percentages of restricted
ingredients)

Tén day di thanh phan (tén danh phap qudc té hoic
st dung té€n khoa hoc chuin da duoc cong nhan) Ti 1€ % cua nhiing chét c6 gidi
Full Ingredient name (use INCI or approved han vé ndng d6, ham lugng

nomenclature in standard references)

No




CONG BAO/S6 47/Ngay 01-10-2012 51

CAM KET
(DECLARATION)

. Thay mat cho cong ty, t1 xin cam két san pham duoc dé cap trong Phiéu cong bd nay dat duoc
tat ca cac yéu cau cua Hiép dinh my pham ASEAN va cac phu luc ctia nd.

I 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.

. T6i xin chiu trach nhiém tuan 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 quyén
yéu cau va co ddy du hd so vé cac san pham da duoc phan phdi dé bao céo trong trudong 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 quyen vé céc tac dung phu nghiém trong' gdy chét
nguoi hodc de doa tinh mang cua san pham bang dién thoai, fax, thu dién tir hodc vin ban
trude 7 ngdy, 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;

1ii. Phai hoan thanh bao cao tac dung phu cua san pham (theo mau quy dinh) trong vong 8 ngay
lam viéc, ké tir ngay thong bao cho co quan cd tham quyén vé nhimg tac dung phu nghiém
trong nhu da néu trong muc 2ii ndi trén va cung cap bat ctr thong tin ndo theo yéu cau cua co
quan c¢6 thim quyén.

Complete the Adverse Cosmetic Event Report Form® within 8 calendar days from the date
of my notification to the Authority in para 2ii. 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 phan ng phu nghiém trong nhung khong
gy chét nguoi hodc de doa dén tinh mang cua san pham va trong bét ctr trudng hop nao, viée
béo céo (sir dung mau bao c4o) vé tac dung phu phai dugce tién hanh trudc 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 voi co quan c6 tham quyén khi c6 bét cr sy thay ddi nao trong ban cong bd nay.

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

. Téi xin cam doan rang nhimg thong tin dwoc dua ra trong ban céng bd nay 1a dang sy that. Tt ca
cac tai lidu, cac thong tin lién quan dén ndi dung cong bd s& duoc cung cip va cac tai liéu dinh
kem 1a ban hgp phap 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.

. Toi hiéu rang to1 s€ c6 trach nhi¢m de dam bao tat ca cac 16 san pham ctia chung t6i déu dap ung
cac yéu cau phap ludt, va tuén thu tat ca tiéu chuan va chi tiéu san pham da dugc cong bd véi 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.
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5. T6i hiéu rang trong truong hop co tranh chap phap luat, t61 khong duoc quyén str dung ban cong
b6 san pham my pham déa dugc co quan co thim quyén chap nhan néu san pham cua ching toi
khéng dat duoc cac yéu cau vé tiéu chuan, chi tiéu ma chung toi da 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 chir ky cuia nguoi dai dién theo phéap luat cua cong ty
[Name and Signature of person representing the local company]

Dau cta cong ty Ngay
[Company stamp] [Date]

(") Nhu d dugc dinh nghia 15 rang trong tai liéu huéng dan cho céc cong ty vé bao cdo tac dung phu ctia sin phdm m§ pham.
As defined in the Guide Manual for the Industry on Adverse Event Reportlng of Cosmetics Products

(®) Trinh bay trong phu luc I trong tai liéu huéng din cho cac cong ty vé bao cdo tac dung phu ctia sin phdm my phdm
Set out in Appendix I to the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products
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4. Cip Chirng chi hanh nghé dwoc ddi véi cong dian Viét Nam
- Trinh ty thye hién:

Nguoi dang ky cip CCHN tryc tiép hodc iy quyén theo quy dinh dén ndp ho so
va nhan két qua tai Phong tiép nhan - tra hd so cta S6 Y t& TP. HCM (s6 59, dudng
Nguyén Thi Minh Khai, quén 1)

* Budc 1: Ca nhan dé nghi cdp CCHN ndp ho so tai So Y té.

* Budc 2: S6 Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Bude 3: Trong thoi han 30 ngdy, ké tir ngay nhan duoc hd so hop 18, So Y té
t6 chirc thAm dinh dé cap CCHN. Trong trudng hop néu khong cip, SO Y té s& ¢ van
ban tra 161 va néu 0 1y do.

* Budc 4: Tra két qua cho ngudi dang ky cadp CCHN (Khi dén nhan két qua
ngudi hanh nghé mang theo CMND dé ddi chiéu)

- Cach thire thye hién: Truc tiép tai tru s& co quan hanh chinh nha nuéc

- Thanh phin, s6 lwgng hd so:

a) Thanh phan ho so:

- Pon dé nghi cap Chimg chi hanh nghé duoc;

- Ban sao hop phéap cac vin bang chuyén mon;

- So yéu 1y lich c6 xac nhan cua Chu tich Uy ban nhan dan xa, phuong, thi trin
noi nguoi dé nghi cap ching chi hanh nghé cu trii hodc ctia Thi trudng co quan noi
nguoi d6 dang cong tac, néu 1a can bo, cong chuc;

- Giéy chimg nhan du suac khoe dé hanh nghé do co s& kham bénh, chira bénh
theo quy dinh ctia BO Y té cap trong thoi han 06 thang, ké tir ngay cap;

- Gidy xac nhan vé thoi gian thuc hanh ¢ co s dugce hop phap do nguoi ding
dau co so d6 cap;

- Ban cam két thyc hién quy dinh ctia cic vin ban quy pham phép luat vé duoc
c6 lién quan;

- Ban sao Gidy ching minh nhan dan ¢ ching thuc;

- 02 4nh chan dung c¢d 4cm x 6¢cm.

b) S6 luwgng ho so: 01 (bo)
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- Thoi han giai quyét: 30 ngay, ké tir ngay nhan dugc hd so hop 18.

- P6i twong thuc hién thii tuc hanh chinh: Ca nhan.

- Co quan thyc hién thi tuc hanh chinh: So Y té Thanh phd HO Chi Minh

- Két qua ciia viéc thwe hién thii tuc hanh chinh: chimg chi hanh nghé

- Lé phi: Tham dinh ho so cdp Chang chi hanh nghé duoc: 300.000 dong/lan
tham dinh.

- Tén miu don, miu to khai: khong

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh: khong

- Can cur phap ly cua thu tuc hanh chinh:

* Luat sb 34/2005/QHI11 quy dinh vé hoat dong trong linh vuc dugc da duoc
Quédc hoi thong qua ngay 14 thang 6 nim 2005.

* Nghi dinh s6 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot sb diéu ctia Luat Duoc.

* Quyét dinh s6 59/2008/QP-BTC ngay 21 thang 7 nim 2008 ctia B trudng Bo
Tai chinh vé viéc stra doi, b sung Quyét dinh sé 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B trudng Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va st dung
phi thAm dinh kinh doanh thuong mai c¢6 diéu kién thudc linh vuc y té, phi tham dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuat, nhap khau va
cap chung chi hanh nghé y, dugc.

* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nam 2007 cia Bo Y té vé
huéng dan chi tiét thi hanh mot s6 diéu vé diéu kién kinh doanh thude.



CONG BAO/S6 47/Ngay 01-10-2012 55

5. Cap Chirng chi hanh nghé dwge d6i véi ngwoi nwée ngoai, ngudi Viét
Nam dinh cw ¢ nwdc ngoai

- Trinh ty thye hién:

Nguoi dang ky cip CCHN truc tiép hodc iy quyén theo quy dinh dén ndp hd so
va nhan két qua tai Phong tiép nhan - tra hd so ctia S& Y té TP. HCM (s6 59, duong
Nguyén Thi Minh Khai, quén 1)

* Budc 1: Ca nhan dé nghi cdp CCHN ndp hd so tai S& Y té.

* Budc 2: So Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Budc 3: Trong thoi han 30 ngdy, ké tir ngay nhan duoc ho so hop 18, S6 Y té
t6 chirc thAm dinh dé cap CCHN. Trong trudng hop néu khong cap, SO Y té s& ¢6 vin
ban tra 161 va néu rd 1y do.

* Budc 4: Tra két qua cho ngudi ding ky cdp CCHN (Khi dén nhan két qua
ngudi hanh nghé mang theo CMND dé di chiéu)

- Cach thire thye hién: Truc tiép tai tru s& co quan hanh chinh nha nuéc

- Thanh phan, s6 lwgng hd so:

- Pon dé nghi cap Chimg chi hanh nghé duoc;

- Ban sao hop phép cac van bang chuyén mon (*);

- Giéy chimg nhan du suac khoe dé hanh nghé do co s& kham bénh, chira bénh
theo quy dinh ctia Bo Y té céap trong thoi han 06 thang ké tir ngay cap;

- Gidy xac nhan vé thoi gian thuc hanh ¢ co s duge hop phap do nguoi ding
dau co s d6 cap (*);

- Ban cam két thyc hién quy dinh ctia cic vin ban quy pham phép luat vé duoc
c6 lién quan;

- Ly lich tu phap dugc co quan c6 thdm quyén clia nude so tai xac nhan (¥);

- Gidy phép lao dong hodc gidy xac nhan 1a thanh vién Hoi dong quan tri hodc
Ban giam déc ciia co s& kinh doanh thudc;

- Ban sao ho chiéu c6 cong ching hoac xac nhan cua co quan dai dién ngoai

giao nudc ma ho 1a cong dan;

- 02 4nh chan dung c¢& 4cm x 6¢cm.
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Céc thanh phan hd so (*) theo quy dinh néu trén do co quan, to chitc nudc ngoai
cap hodc cong chimg, xac nhan phai duoc hop phap hoa lanh sy va dich ra tiéng Viét;
ban dich phai dugc cong chiing theo quy dinh cua phap luat Viét Nam.

b) S6 luong hd so: 01 (bd)

- Thoi han giai quyét: 30 ngay, ké tir ngay nhan duogc hd so hop 18

- P6i twong thuc hién thii tuc hanh chinh: Ca nhan.

- Co quan thuc hién thi tuc hanh chinh: S6 Y t& Thanh phd HO Chi Minh

- Két qua ciia viéc thwe hién thii tuc hanh chinh: chimg chi hanh nghé

- Lé phi (néu c6): Tham dinh hd so cip Chung chi hanh nghé duoc: 300.000
d6ng/lan thim dinh

- Tén miu don, miu to khai: khong.

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh: khong.

- Can ctr phap ly cuaa thu tuc hanh chinh:

* Luat s6 34/2005/QH11 quy dinh vé hoat dong trong linh vuc dugc da duoc
Qudc hoi thong qua ngay 14 thang 6 nim 2005.

* Nghi dinh sb 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 diéu cua Luat Dugc

* Quyét dinh s6 59/2008/QP-BTC ngay 21 thang 7 nim 2008 ctia B trudng Bo
Tai chinh vé viéc stra doi, b sung Quyét dinh sé 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B0 truong Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va str dung
phi thim dinh kinh doanh thuong mai c¢6 diéu kién thudc linh vuc y té, phi tham dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuit, nhap khau va
cap chang chi hanh nghé y, dugc.

* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nam 2007 cia Bo Y té vé
huéng dan chi tiét thi hanh mot sb diéu vé diéu kién kinh doanh thude.
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6. P6i Chirng chi hanh nghé dwge do héng, rach nat; thay déi dia chi
thwong trii ciia ca nhan ding ky hanh nghé dwoc

- Trinh ty thye hién:

Nguoi dang ky cip CCHN truc tiép hodc iy quyén theo quy dinh dén ndp hd so
va nhan két qua tai Phong tiép nhan - tra hd so ctia S& Y té TP. HCM (s6 59, duong
Nguyén Thi Minh Khai, quén 1)

* Budc 1: C4 nhan dé nghi ddi CCHN nop ho so tai SO Y té.

* Budc 2: So Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Budc 3: Trong thoi han 30 ngdy, ké tir ngay nhan duoc ho so hop 18, S6 Y té
t6 chirc thAm dinh dé cap CCHN. Trong trudng hop néu khong cap, SO Y té s& ¢6 van
ban tra 161 va néu 0 1y do.

* Budc 4: Tra két qua cho nguoi dang ky d6i CCHN (Khi dén nhan két qua
ngudi hanh nghé mang theo CMND dé di chiéu)

- Cach thire thue hién: Truc tiép ndp tai tru sé co quan hanh chinh nha nudc

- Thanh phan, s6 lwgng hd so:

a) Thanh phan ho so:

- Pon dé nghi d6i Chimg chi hanh nghé duoc;

- Ban sao hop phap vin ban chép thuan viéc thay doi dia chi thudng tri cia co
quan c6 thAm quyén d6i véi truong hop thay d6i dia chi thudng tra ciia c4 nhan ding
ky hanh nghé duoc;

- Ban chinh Chimg chi hanh nghé dugc di dugc cap;

- 02 4nh chan dung c¢& 4cm x 6¢cm.

b) S6 lugng hd so: 01 (bd)

- Thoi han giai quyét: 30 ngay, ké tir ngay nhan duoc hd so hop 16.

- P6i twong thuc hién thi tuc hanh chinh: Ca nhan

- Co quan thyc hién thi tuc hanh chinh: So Y té Thanh phd HO Chi Minh
- Két qua ciia viéc thwe hién thii tuc hanh chinh: chimg chi hanh nghé

- Lé phi (néu c6): Tham dinh hd so cip Chung chi hanh nghé duoc: 300.000
d6ng/1an tham dinh
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- Tén miu don, miu to khai: Khong.

- Yéu cau hoic diéu kién thue hién thii tuc hanh chinh: Khong.

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 ndm 2005 cta Qudc hoi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 diéu ctia Luat Dugc.

* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nim 2007 cua B6 Y té vé
huéng dan chi tiét thi hanh mot s diéu vé diéu kién kinh doanh thude.

* Quyét dinh s6 59/2008/QP-BTC ngay 21 thang 7 nim 2008 ctia B trudng B
Tai chinh vé viéc stra doi, b sung Quyét dinh sb 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B0 truong Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va str dung
phi thAm dinh kinh doanh thuong mai c¢6 diéu kién thudc linh vuc y té, phi tham dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuit, nhap khiu va
cap chung chi hanh nghé y, dugc.
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7. Gia han Chirng chi hanh nghé dwoc
- Trinh ty thue hién:

Nguoi dang ky cip CCHN tryc tiép hodc iy quyén theo quy dinh dén ndp ho so
va nhan két qua tai Phong tiép nhan - tra hd so cta S6 Y t& TP. HCM (s6 59, dudng
Nguyén Thi Minh Khai, quén 1)

* Budc 1: C4 nhan dé nghi ddi CCHN ndp ho so tai SO Y té.

* Budc 2: S6 Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Buoc 3: Trong thoi han 30 ngay, ké tur ngay nhan duogc hd so hop 1€, S6 Y té
t6 chirc thAm dinh dé cap CCHN. Trong trudng hop néu khong cip, SO Y té s& ¢ van
ban tra 161 va néu 0 1y do.

* Budc 4: Tra két qua cho nguoi dang ky doi CCHN (Khi dén nhan két qua
ngudi hanh nghé mang theo CMND dé ddi chiéu)

- Cach thire thue hién: Truc tiép ndp tai tru sé co quan hanh chinh nha nudc

- Thanh phin, s6 lwgng hd so:

a) Thanh phan ho so:

- Pon dé nghi gia han Chung chi hanh nghé dugc;

- Gidy chtmg nhan du sirc khoe dé hanh nghé do co sé khdam bénh, chita bénh
theo quy dinh ctia BO Y té cip trong thoi han 06 thang, ké tir ngay cap;

- Ban sao Chumg chi hanh nghé dugc di duoc cép;

- 02 4nh chan dung c¢& 4cm x 6¢cm.

b) S6 luong hd so: 01 (bd)

- Thoi han giai quyét: 30 ngay, ké tir ngdy nhan duoc ho so hop 18.

- P6i twong thuc hién thi tuc hanh chinh: Ca nhan

- Co quan thuc hién thi tuc hanh chinh: S6 Y t& Thanh phd HO Chi Minh
- Két qua ciia viéc thwe hién thii tuc hanh chinh: chimg chi hanh nghé

- Lé phi (néu c6): Tham dinh hd so cip Chung chi hanh nghé duoc: 300.000
d6ng/lan thim dinh

- Tén miu don, miu té khai: Khong.
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- Yéu cdu hoic diéu kién thwe hién thii tuc hanh chinh: Khong.

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QH11 ngay 14 thang 6 nam 2005 cta Qudc hoi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 diéu ctia Luat Dugc.

* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nam 2007 cia Bo Y té vé
huéng dan chi tiét thi hanh mot sb diéu vé diéu kién kinh doanh thude.

* Quyét dinh s6 59/2008/QP-BTC ngay 21 thang 7 nim 2008 ctia B trudng Bo
Tai chinh vé viéc stra doi, b sung Quyét dinh sé 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B trudng Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va st dung
phi thAm dinh kinh doanh thuong mai c¢6 diéu kién thudc linh vuc y té, phi tham dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuat, nhap khau va
cap chung chi hanh nghé y, dugc.
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8. Cip lai Chirng chi hanh nghé dugc do bi mét
- Trinh ty thue hién:

Nguoi dang ky cip CCHN tryc tiép hodc iy quyén theo quy dinh dén ndp ho so
va nhan két qua tai Phong tiép nhan - tra hd so cta S6 Y t& TP. HCM (s6 59, dudng
Nguyén Thi Minh Khai, quén 1)

* Budc 1: C4 nhan dé nghi ddi CCHN ndp ho so tai SO Y té.

* Budc 2: S6 Y t€ ti€p nhan, ki€m tra ho so va g1 phiéu ti€p nhan hd so cho

nguoi dang ky hanh nghé.

* Bude 3: Trong thoi han 30 ngdy, ké tir ngay nhan duoc hd so hop 18, So Y té
t6 chirc thAm dinh dé cap CCHN. Trong trudng hop néu khong cip, SO Y té s& ¢ van
ban tra 161 va néu 0 1y do.

* Budc 4: Tra két qua cho nguoi dang ky doi CCHN (Khi dén nhan két qua
ngudi hanh nghé mang theo CMND dé ddi chiéu)

- Cach thire thue hién: Truc tiép ndp tai tru sé co quan hanh chinh nha nudc

- Thanh phin, s6 lwgng hd so:

a) Thanh phan ho so:

- Pon dé nghi cép lai Ching chi hanh nghé duoc;

- Gidy bao mat Chimg chi hanh nghé dugc c6 xac nhan cia co quan cong an cap
phuong, xa noi ngudi d6 bi mat Chang chi hanh nghé duoc.

- 02 4nh chan dung c¢& 4cm x 6¢cm.

b) S6 lugng hd so: 01 (bd)

- Thoi han giai quyét: 30 ngay, ké tir ngay nhan duoc hd so hop 16.

- P6i twong thuc hién thi tuc hanh chinh: Ca nhan

- Co quan thyc hién thi tuc hanh chinh: So Y té Thanh phd HO Chi Minh
- Két qua ciia viéc thwe hién thii tuc hanh chinh: chimg chi hanh nghé

- Lé phi (néu c6): Tham dinh hd so cip Chtng chi hanh nghé duoc: 300.000
d6ng/1an tham dinh.

- Tén miu don, miu to khai: Khong.

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh: Khong.
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- Can ctr phap ly cuaa thu tuc hanh chinh:

* Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 nam 2005 cta Qudc hoi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot sé diéu ctia Luat Duoc.

* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nim 2007 ctia Bo Y té hudng
dan chi tiét thi hanh mot sé diéu vé diéu kién kinh doanh thudc

* Quyét dinh s6 59/2008/QD-BTC ngay 21 thang 7 ndm 2008 ctia B trudng B
Tai chinh vé viéc stra doi, b sung Quyét dinh sé 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B0 truong Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va str dung
phi thAm dinh kinh doanh thuong mai c6 diéu kién thudc linh vyc y té, phi thdm dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuat, nhap khau va
cap chang chi hanh nghé y, dugc.
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9. Cap méi Gidy chirng nhian di diéu kién kinh doanh thudc (GCN
PDKKDT)

- Trinh ty thye hién:

Co s6 kinh doanh thudc dén ndp hd so va nhan két qua tai Phong tiép nhan - tra
hé so ctia SO Y té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quén 1).

* Budc 1: Co s dé nghi ndp hd so tai SO Y té.

* Budc 2: S6 Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Budc 3:

- Trong thdi han 30 ngdy, ké tir ngdy nhan dugc hd so hop 1& dé nghi cap Gidy
chtmg nhan du diéu kién kinh doanh thubc, S& Y té t6 chic tham dinh dé cip Gidy
chtmg nhan du diéu kién kinh doanh; néu khong cip, SO Y té ¢ van ban tra 10i va
néu 1o 1y do.

- Néu hd so chua hop 18, trong thoi han 10 ngay lam viéce, ké tir ngdy nhan duoc
hd so, S& Y té tra hd so cho co s¢ dé nghi cap Gidy ching nhan du diéu kién kinh

doanh thudc dé bo sung, hoan chinh ho so va ndp lai.

* Budc 4: Tra két qua cho co sé dang ky cap Chimg nhan du diéu kién kinh
doanh thudc.(Khi dén nhan két qua nguoi hanh nghé mang theo Gidy gidi thiéu cua
don vi va CMND dé dbi chiéu)

- Cach thire thue hién: Truc tiép ndp tai tru sé co quan hanh chinh nha nudc
- Thanh phin, s6 lwgng hd so:

a) Thanh phan ho so, bao gdbm:

- Pon dé nghi cap Gidy chung nhan du diéu kién kinh doanh thudc;

- Ban sao hop phap Chung chi hanh nghé dugc ciia nguoi quan 1y chuyén mén
vé dugc phu hop véi hinh thic t6 chic kinh doanh;

- Ban sao hop phép Gidy ching nhan dang ky kinh doanh;
- Ban ké khai danh sach nhan su;

- Ban ké khai trang thiét bj chuyén mon;

- Ban ké khai co s& vat chét ky thuat;

- Ban sao hop phap hop dong dai 1y gitta doanh nghiép kinh doanh thudc mé dai
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1y va ngudi ding dau cua dai 1y (d6i véi dai Iy ban thudc cia doanh nghiép kinh
doanh thudc, dai Iy ban budn vic xin, sinh pham y té cua doanh nghiép san xuét vic
xin, sinh pham y té).

- Ho so dé nghi cdp Gidy chimg nhan dat nguyén tic, tiéu chuan “Thyuc hanh
t6t” d6i v6i timg hinh thirc t6 chirc kinh doanh thudc theo ding quy dinh hoic ban
sao hop phap Gidy chimg nhan “Thyc hanh t6t” ddi voi timg hinh thuc t6 chire kinh
doanh thudc theo ding quy dinh.

b) S6 lugng hd so: 01 (bd)

- Thoi han giai quyét: 30 ngay, ké tir ngay nhan duoc ho so hop 16.

- P6i twong thue hién thii tuc hanh chinh: T4 chirc.

- Co quan thyc hién thi tuc hanh chinh: So Y té Thanh phd HO Chi Minh

- Két qua thwe hién thi tuc hanh chinh: Gidy chting nhan du diéu kién kinh
doanh thudc.

- Lé phi (néu c6): Phi tham dinh va cdp GCN du diéu kién kinh doanh thubc ddi
VOI:

+ Nha thudc: 300.000 ddng/lan tham dinh.

+ Doanh nghiép ban buén thude: 3.000.000 dong/lan tham dinh.

+ Pai Iy ban thudc cho doanh nghiép kinh doanh thudc; quay thudc; ta thude ciia
tram y té: 150.000 d6ng/lan tham dinh.

+ Co s¢ kinh doanh thudc thanh pham y hoc ¢ truyén; co sd kinh doanh thudc
phién y hoc cd truyén; co s& kinh doanh duoc liéu chua bao ché; dai Iy ban thude
thanh pham y hoc c6 truyén: 300.000 dong/lan tham dinh.

+ Ho kinh doanh d6i v&i thudc dong vy, thude tir duge lidu: 300.000 dong/lan
tham dinh.

- Tén miu don, miu to khai: Khong.

- Yéu cau hoic diéu kién thue hién thii tuc hanh chinh: Khong.

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QH11 ngay 14 thang 6 ndm 2005 cta Qudc hoi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 diéu ctia Luat Dugc.
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* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nim 2007 cua B6 Y té vé
hudng dan chi tiét thi hanh mot sé diéu vé diéu kién kinh doanh thudc.

* Thong tu s6 43/2010/TT-BYT ngay 15 thang 12 nam 2010 ciia B6 Y té quy
dinh 16 trinh thyc hién nguyén tic, tiéu chuan “Thyc hanh t6t GPP”; dia ban va pham
vi hoat dong cua co so ban 1é thude.

* Thong tu s6 46/2011/TT-BYT ngay 21 thang 12 niam 2011 cia B Y té ban
hanh nguyén tic, tiéu chuan “Thuc hanh tét nha thube”.

* Thong tu s6 48/2011/TT-BYT ngay 21 thang 12 niam 2011 cia B Y té ban
hanh nguyén tac “Thyc hanh tot phan phdi thudc”.

* Quyét dinh s6 59/2008/QD-BTC ngay 21 thang 7 ndm 2008 ctia B trudng B
Tai chinh vé viéc stra doi, bo sung Quyét dinh sé 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua Bo truong B Tai chinh quy dinh ché d6 thu, ndp, quan 1y va sir dung
phi thAm dinh kinh doanh thuong mai c6 diéu kién thudc linh vuc y té, phi thdm dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuat, nhap khau va
cap chang chi hanh nghé y, dugc.
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10. P6i Gidy chirng nhan du diéu kién kinh doanh thudc do héng, riach nat;
thay d6i nguwoi quan 1y chuyén mén vé dwoge; thay déi tén co sé kinh doanh
thudc nhung khong thay déi dia diém kinh doanh; thay doi dia diém tru sé diing
ky kinh doanh trong trudmg hgp tru sé¢ ding ky kinh doanh khong phai la dia
diém hoat dong kinh doanh di dwec cip Gidy ching nhin da diéu kién kinh
doanh thudc

- Trinh ty thue hién:

Co s6 kinh doanh thudc dén nop hd so va nhan két qua tai Phong tiép nhan - tra
hd so ctia SO Y té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quén 1).

* Budc 1: Co s dé nghi ndp hd so tai SO Y té.

* Budc 2: S6 Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
ngudi dang ky hanh nghé.

* Bugc 3:

- Trong thdi han 30 ngdy, ké tir ngdy nhan dugc hd so hop 1& dé nghi cap Gidy
chtrng nhan du diéu kién kinh doanh thudc, S& Y té t6 chic tham dinh dé cip Gidy
chtmg nhan du diéu kién kinh doanh; néu khong cip, SO Y té ¢ van ban tra 10i va
néu 1o 1y do.

- Néu ho so chua hop 1€, trong thoi han 10 ngay lam viéce, ké tur ngay nhan dugc
hd so, S& Y té tra hd so cho co s¢ dé nghi cap Gidy ching nhan du diéu kién kinh
doanh thubc dé bd sung, hoan chinh hd so va nop lai.

Budc 4: Tra két qua cho co so ding ky cip Chimg nhan du diéu kién kinh doanh
thudc (Khi dén nhan két qua ngudi hanh nghé mang theo Gidy gidi thiéu ciia don vi
va CMND d¢é dbi chiéu)

- Cach thirc thwe hién: Truc tiép ndp tai tru sé co quan hanh chinh nha nudc

- Thanh phin, s6 lwgng hd so:

a) Thanh phan ho so, bao gdm:

- Pon dé nghi d6i Gidy chtrng nhan du diéu kién kinh doanh thudc;

- Ban sao hop phap Chung chi hanh nghé dugc ctia nguoi quan 1y chuyén mén
vé dugc trong truong hop thay d6i ngudi quan Iy chuyén mén vé duoc;

- Ban sao hop phap vin ban chap thuin thay d6i tén co s kinh doanh thudc cua
co quan cap dang ky kinh doanh déi véi trudng hop thay ddi tén co sé kinh doanh
thude;
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- Ban sao hop phap vin ban chap thuan thay doi dia diém try s& dang ky kinh
doanh thudc cua co quan cap diang ky kinh doanh ddi véi truong hop thay d6i dia
diém tru s¢ dang ky kinh doanh thudc;

- Ban chinh Gidy chtrng nhan du diéu kién kinh doanh thudc da cap;

b) S6 luong hd so: 01 (bd)

- Thoi han giai quyét: 30 ngay, ké tir ngay nhan duoc hd so hop 16.

- P6i twong thuce hién thii tuc hanh chinh: T4 chirc.

- Co quan thue hién thi tuc hanh chinh: S6 Y t& Thanh phd HO Chi Minh

- Két qua thwe hién thi tuc hanh chinh: Gidy chting nhan du diéu kién kinh
doanh thuoc.

- Lé phi (néu c6): Lé phi tham dinh va cap GCN du diéu kién kinh doanh thudc
doi voi:

+ Nha thudc: 300.000 ddng/lan tham dinh.

+ Doanh nghiép ban budn thudc: 3.000.000 ddng/lan tham dinh.

+ Pai 1y ban thude cho doanh nghiép kinh doanh thudc; quay thudc; ti thudc cua
tram y t€: 150.000 dong/lan tham dinh.

+ Co s kinh doanh thudc thanh pham y hoc ¢ truyén; co sd kinh doanh thudc
phién y hoc cd truyén; co s& kinh doanh duoc liéu chua bao ché; dai Iy ban thube
thanh pham y hoc c6 truyén: 300.000 dong/lan tham dinh.

+ HO kinh doanh ddi vé&i thude dong v, thude tir duge lidu: 300.000 déng/lﬁn
tham dinh.

- Tén miu don, miu to khai: Khong.

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh: Khong.

- Can ctr phap ly cuaa thu tuc hanh chinh:

* Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 ndm 2005 cta Qudc hoi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy

dinh chi tiét thi hanh mot s6 diéu ctia Luat Dugc.
* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nam 2007 cia Bo Y té vé
huéng dan chi tiét thi hanh mot sb diéu vé diéu kién kinh doanh thude.

* Thong tu s6 46/2011/TT-BYT ngay 21 thang 12 nam 2011 cta B6 Y té ban
hanh nguyén tic, tiéu chuan “Thuc hanh t&t nha thube”.
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* Thong tu s6 48/2011/TT-BYT ngay 21 thang 12 nam 2011 ctia Bo Y té ban
hanh nguyén tac “Thyc hanh tot phan phdi thudc”.

* Quyét dinh s6 59/2008/QP-BTC ngay 21 thang 7 nim 2008 ctia B trudng Bo
Tai chinh vé viéc stra doi, b sung Quyét dinh sb 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B0 truong Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va str dung
phi thAm dinh kinh doanh thuong mai c¢6 diéu kién thudc linh vuc y té, phi tham dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuit, nhap khau va

cap chang chi hanh nghé y, dugc.
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11. Gia han Gidy ching nhan di diéu kién kinh doanh thudc
- Trinh ty thye hién:

Ngudi hanh nghé dén nop hd so va nhan két qua tai Phong tiép nhan - tra ho so
ciia S¢' Y té TP. HCM (s6 59, dudng Nguyén Thi Minh Khai, quén 1).

* Budce 1: Co sé dé nghi ndp hd so tai SO Y té.

* Budc 2: S6 Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
ngudi ding ky hanh nghé.

* Buoc 3:

- Trong thdi han 30 ngdy, ké tir ngdy nhan dugc hd so hop 16 dé nghi cap Gidy
chtmg nhan du diéu kién kinh doanh thubc, S& Y té t6 chic tham dinh dé cip Gidy
ching nhan du diéu kién kinh doanh; néu khong cép, S& Y té ¢6 vin ban tra 1oi va
néu 1o 1y do.

- Néu ho so chua hop 1€, trong thoi han 10 ngay lam viéce, ké tur ngay nhan dugc
hd so, S& Y té tra hd so cho co s¢ dé nghi cap Gidy ching nhan du diéu kién kinh
doanh thubc dé bd sung, hoan chinh hd so va nop lai.

* Budc 4: Tra két qua cho co sé ding ky cdp Chimg nhan du diéu kién kinh
doanh thudc (Khi dén nhin két qua ngudi hanh nghé mang theo Gidy gidi thiéu va
CMND d¢ dbi chicu)

- Cach thire thue hién: Tryc tiép ndp tai tru sé co quan hanh chinh nha nudc
- Thanh phin, s6 lwgng hd so:

a) Thanh phan ho so, bao gdom:

- Pon dé nghi gia han Gidy chimg nhan du diéu kién kinh doanh thuéc;

- Ban sao hop phap Chung chi hanh nghé dugc ciia nguoi quan 1y chuyén mén
vé dugc phu hop vé6i hinh thic t6 chic kinh doanh;

- Ban sao hop phap Gidy ching nhan dang ky kinh doanh;

- Ban sao Gidy chimg nhan du diéu kién kinh doanh thubc da cip;
- Ban ké khai danh sach nhan su;

- Ban ké khai trang thiét bj chuyén mon;

- Ban ké khai co s& vat chét ky thuat;

- Ban bao céo két qua hoat dong kinh doanh trong 05 nim gan nhat theo quy
dinh caa BO Y té.
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b) S6 luong hd so: 01 (bd)

- Thoi han giai quyét: 30 ngay, ké tir ngay nhan duoc ho so hop 16.

- P6i twong thuc hién thii tuc hanh chinh: T chic.

- Co quan thuc hién thi tuc hanh chinh: S6 Y t& Thanh phd HO Chi Minh

- Két qua thwe hién thi tuc hanh chinh: Gidy chting nhan du diéu kién kinh
doanh thubc.

- Lé phi (néu c6): Lé& phi tham dinh va cap GCN du diéu kién kinh doanh thudc
doi véi:

+ Nha thude: 300.000 ddng/lan tham dinh.

+ Doanh nghiép ban budn thudc: 3.000.000 ddng/lan tham dinh.

+ Pai Iy ban thudc cho doanh nghiép kinh doanh thudc; quay thudc; ta thude ciia
tram y té&: 150.000d0ng/1an tham dinh.

+ Co s kinh doanh thudc thanh pham y hoc ¢ truyén; co sd kinh doanh thudc
phién y hoc cd truyén; co s& kinh doanh duoc liéu chua bao ché; dai Iy ban thude
thanh pham y hoc co truyén: 300.000 dong/lan tham dinh.

+ HO kinh doanh ddi vé&i thude dong v, thude tir duge lidu: 300.000 déng/lﬁn
tham dinh.

- Tén miu don, miu té khai: Khong.

- Yéu cdu hoic diéu kién thwe hién thii tuc hanh chinh: Khong.

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 nam 2005 cta Qudc hai.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot sé diéu ciia Luat Duoc.

* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nam 2007 cia Bo Y té vé
huéng dan chi tiét thi hanh mot sb diéu vé diéu kién kinh doanh thude.

* Thong tu s6 46/2011/TT-BYT ngay 21 thang 12 niam 2011 cia B Y té ban
hanh nguyén tac, tiéu chuan “Thyc hanh tot nha thudc”.

* Thong tu s6 48/2011/TT-BYT ngay 21 thang 12 nam 2011 ctia Bo Y té ban
hanh nguyén tac “Thyc hanh tot phan phdi thudc”.

* Quyét dinh s6 59/2008/QP-BTC ngay 21 thang 7 nim 2008 ctia B trudng Bo



CONG BAO/S6 47/Ngay 01-10-2012 71

Tai chinh vé viéc stra doi, b sung Quyét dinh sb 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B0 truong Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va str dung
phi thAm dinh kinh doanh thuong mai c¢6 diéu kién thudc linh vuc y té, phi tham dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuit, nhap khiu va

cap chang chi hanh nghé y, dugc.
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12. Cap lai Gidy chirng nhan di diéu kién kinh doanh thudc do bi mat
- Trinh ty thwe hién:

Co s6 kinh doanh thuéc dén ndp hd so va nhan két qua tai Phong tiép nhan - tra
ho so ctia S& Y té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quan 1).

* Budce 1: Co sé dé nghi ndp hd so tai SO Y té.

* Budc 2: S6 Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Buoc 3:

- Trong thdi han 30 ngdy, ké tir ngdy nhan dugc hd so hop 1& dé nghi cap Gidy
chtmg nhan du diéu kién kinh doanh thubc, S& Y té t6 chic tham dinh dé cip Gidy
ching nhan du diéu kién kinh doanh; néu khong cép, S& Y té ¢o vin ban tra 1oi va
néu rd 1y do.

- Néu hd so chua hop 18, trong thoi han 10 ngay lam viéce, ké tir ngdy nhan duoc
hd so, S& Y té tra hd so cho co s¢ dé nghi cap Gidy chimg nhan du diéu kién kinh
doanh thubc dé bd sung, hoan chinh hd so va nop lai.

* Budc 4: Tra két qua cho co sé dang ky cip Chimg nhan du diéu kién kinh
doanh thudc (Khi dén nhén két qua ngudi hanh nghé mang theo Gidy gi6i thiéu cia
don vi va CMND dé dbi chiéu)

- Cach thire thue hién: Truc tiép ndp tai tru sé co quan hanh chinh nha nudc
- Thanh phan, s6 lwgng hd so:

a) Thanh phan ho so, bao gdbm:

- Pon dé nghi cép lai Gidy ching nhan du diéu kién kinh doanh thudc;

- Giay bao mat Giday chung nhan du di€u kién kinh doanh thudc cé xac nhan ctua
co quan cong an cap xa, phuong noi ngudi d6 bi mat Gidy chimg nhan du diéu ki¢n
kinh doanh thudc.

b) S6 luong hd so: 01 (bd)

- Thoi han giai quyét: 30 ngay, ké tir ngay nhan duoc hd so hop 16.

- P6i twong thuc hién thii tuc hanh chinh: T6 chic.

- Co quan thue hién thi tuc hanh chinh: S6 Y t& Thanh phd HO Chi Minh

- Két qua thwce hién thi tuc hanh chinh: Gidy chting nhan du diéu kién kinh
doanh thudc.
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- Lé phi (néu c6): Lé& phi tham dinh va cap GCN du diéu kién kinh doanh thudc
doi voi:

+ Nha thude: 300.000 ddng/lan tham dinh.

+ Doanh nghiép ban budn thudc: 3.000.000 ddng/lan tham dinh.

+ Pai Iy ban thudc cho doanh nghiép kinh doanh thudc; quay thudc; ta thude cuia
tram y té&: 150.000 dong/lan tham dinh.

+ Co s kinh doanh thudc thanh pham y hoc ¢ truyén; co sd kinh doanh thudc
phién y hoc cd truyén; co s& kinh doanh duoc liéu chua bao ché; dai Iy ban thude
thanh pham y hoc co truyén: 300.000 dong/lan tham dinh.

+ HO kinh doanh ddi vé&i thude dong v, thude tir duge lidu: 300.000 déng/lﬁn
tham dinh.

- Tén miu don, miu té khai: Khong.

- Yéu cdu hoic diéu kién thwe hién thii tuc hanh chinh: Khong.

- Can cwr phap ly cua thu tuc hanh chinh:

* Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 nam 2005 cta Qudc hdi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 dicu cta Luat Duoc.

* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nam 2007 cia Bo Y té vé
huéng dan chi tiét thi hanh mot sb diéu vé diéu kién kinh doanh thude.

* Thong tu sb 46/2011/TT-BYT ngay 21 thang 12 nam 2011 cia B Y té ban
hanh nguyén tac, tiéu chuan “Thyc hanh tot nha thudc”.

* Thong tu s6 48/2011/TT-BYT ngay 21 thang 12 nam 2011 ctia Bo Y té ban
hanh nguyén tac “Thyc hanh tot phan phdi thudc”.

* Quyét dinh s6 59/2008/QP-BTC ngay 21 thang 7 ndm 2008 ctia B trudng Bo
Tai chinh vé viéc stra doi, b sung Quyét dinh sb 44/2005/QD-BTC ngay 12 thang 7
nam 2005 cua B0 truong Bo Tai chinh quy dinh ché d6 thu, ndp, quan ly va str dung
phi thim dinh kinh doanh thuong mai c¢6 diéu kién thudc linh vuc y té, phi tham dinh
tiéu chuan va diéu kién hanh nghé y, duoc, 1¢ phi cip gidy phép xuit, nhap khiu va
cap chang chi hanh nghé y, dugc.
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13. Cip méi Gidy chitng nhan “Thuwe hanh tét nha thudc” (GPP)
- Trinh ty thue hién:

Co s& kinh doanh thudc dén ndp hd so va nhan két qua tai Phong tiép nhan - tra
hd so cta SO Y té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quén 1).
* Bude 1: Co sé ndp hd so ding ky kiém tra “Thuc hanh t6t nha thube” tai S& Y

7
A

te.

* Budc 2: S6 Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Bugc 3:

a) Trong vong 20 ngay lam viéc, ké tir ngay nhan dugc hd so hop 18 theo quy
dinh, S& Y té thanh lap doan kiém tra va thuc hién cap Gidy chimg nhan “Thyc hanh
t6t nha thudc” nhu sau:

- Trong vong 05 ngdy lam viéc, ké tir ngdy két thic kiém tra dat yéu cau, S& Y
té cap Gidy chimg nhan.

- Trong vong 10 ngay lam viéc, ké tir ngay S& Y té nhan dugc bao céo khic
phuc dat yéu cau nhiing ton tai dd néu trong Bién ban kiém tra, S& Y t& cip Gidy
chting nhan.

- Truong hop phai kiém tra lai, trong 10 ngay lam viéc, ké tir ngdy nhan dugc
bao cdo khic phuc va dé nghi kiém tra lai cua co so, SG Y té phai tién hanh kiém tra
lai.

- Trong vong 30 ngay lam viéc, co s khong khic phuc day du céc ton tai theo
yéu cau ctia doan kiém tra, S& Y té tra hd so cho co s¢ dang ky lai.

b) Néu ho so chua hop 1¢, trong thoi han 10 ngay lam viéc, ké tir ngay nhan
duoc hod so, S& Y té tra hd so cho co so dé bd sung, hoan chinh ho so.

* Budc 4: Tra két qua cho co so ding ky cap Gidy ching nhan dat nguyén tic,
tiéu chuan “Thuc hanh t6t nha thudc” (Khi dén nhan két qua ngudi hanh nghé mang
theo CMND d¢ d6i chiéu)

- Cach thire thuwe hién: Truc tiép ndp tai tru sé co quan hanh chinh nha nudc

- Thanh phin, s6 lwgng hd so:

a) Thanh phan ho so, bao gdom:

- bon dang ky kiém tra “Thuc hanh tot nha thude” (mau sé 1/GPP);
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- Ban ké khai co sé vat chét;
- Ban ké khai trang thiét bi;
- Ban ké khai danh sach nhan su;

- Ban tu kiém tra GPP theo danh muc kiém tra “Thyuc hanh tdt nha thubc” (theo

mau).

- Thoi han giai quyét: 25 ngay 1am viéc (Trir cac truong hop co sé phai khic

phuc céc ton tai).

- P6i twong thuc hién thii tuc hanh chinh: T6 chirc/ca nhan.

- Co quan thyc hién thi tuc hanh chinh: So Y té Thanh phd HO Chi Minh

- Két qua ciia viéc thwe hién thii tuc hanh chinh: Gidy chtng nhan

- Lé phi (néu c¢6): Khong

- Tén mau don, miu to khai:

+ Pon dang ky kiém tra “Thyc hanh tét nha thudc” (miu sé 1/GPP);

+ Danh muc kiém tra Thyc hanh t6t nha thube (checklist).

- Yéu cau hoic diéu kién thue hién thii tuc hanh chinh: Khong.

- Can ctr phap ly cuaa thu tuc hanh chinh:

* Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 nam 2005 cta Qudc hdi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot sé diéu ctia Luat Duoc.

* Thong tu sb 02/2007/TT-BYT ngay 24 thang 01 nam 2007 cia Bo Y té vé
huéng dan chi tiét thi hanh mot sé diéu vé diéu kién kinh doanh thudc.

* Thong tu sb 43/2010/TT-BYT ngay 15 thang 12 ndm 2010 caa Bo Y té quy
dinh 16 trinh thyuc hién nguyén tac, tiéu chuan “Thuc hanh t6t GPP”; dia ban va pham
vi hoat dong cua co so ban 1é thude.

* Thong tu s6 46/2011/TT-BYT ngay 21 thang 12 nam 2011 cta Bo Y té ban
hanh nguyén tac, tiéu chuan “Thyc hanh tot nha thudc”.
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Maiu s6 1/GPP
CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

........... , ngay thang nam

PON PANG KY KIEM TRA “THUC HANH TOT NHA THUOC”

Kinh giri: SO Y t€ ..covvennnnnnnnn.
TN CO SO ittt et e et e e e e e e e e et e e e e e e e e e e e abanaaraeaaes e s
Truc thudc (n€u truc thude cong ty, be€nh vién...)....cocoeviiiiiiiiiiiiiiieeeee o
DA CRIL..eieecceecee et a e
Di€n thoal. ... ..o

Nguoi phu trach chuy@n mon............oooiiiii e
Chutng chi hanh nghé duwoe $6.......oov it
doSOYté............ CAD IBAY ..ot

Co s& chung t61 @& nghi S6 Y t& ................... kiém tra dé cong nhan co so
chung t6i dat tiéu chuan nguyén tic “Thuc hanh t6t nha thudc”
Chung t61 xin gui keém theo ban dang ky céc tai li€u sau:
1. Ban chup Giay chiig nhan diang ky kinh doanh
2. Ban chinh Chting chi hanh nghé ctia ngudi quan 1y chuyén mon
4. Ban ké khai co so vat chét trang thiét b
5. Ban ké khai danh sach nhan su

6. Ban tu kiém tra GPP theo Danh muc kiém tra quy dinh tai Phy lyc II Thong tu
s6 46/2011/TT-BYT ngay 21/12/2011.

NGUOI PHU TRACH/CHU CO SO
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DANH MUC KIEM TRA (CHECKLIST)

I. HUONG DAN CHUNG

1. Muc dich xay dung danh muc

- Bé co so kinh doanh thuc hién GPP, gitip co s& tu kiém tra danh gia.
- Pé co quan quan 1y dugc kiém tra, danh gia, cong nhan GPP.

-Pé thé)ng nhét trén toan quéc viéc thuc hién GPP.

2. Nguyén tic cham diém

- Tong s6 diém chuan néu co s& cd di cac hoat dong trong GPP (bao gdm ca pha
ché theo don va c6 kho bao quan thudc) 1a 100 diém.

Diém chuin dugc xdy dung trong khoang tir 0,5 dén 2 tuy thudc timg tiéu chi
(nguyén tac trién khai tirng budc).

- Céc tiéu chi can chd y:

+ Cho diém céng (diém khuyén khich) néu co sé thuc hién cao hon cdc quy dinh
toi thieu. Tong so co 10 noi dung ap dung diém cong.

+ Cho diém trie néu co so co thuc hién tuy nhién con co nhiéu ton tai. Tong so
co 9 noi dung ap dung diém tru.

- Cho diém khéng chdp thudn néu co sé khong thuwc hién mét sé tiéu chi. Tong
50 0 9 noi dung khong chdp thuan trong Danh muc.

- Nhitng phdn in nghiéng: kiém tra thém bang hinh thirc phong van.
3. Cach tinh diém
3.1. Cho diém tdi da, khong cho diém trung gian

3.2. Nhimg hoat dong co s& khong co, vi du: Khong pha ché theo don, khong ¢
kho bao quan trir diém chudn, cu thé:

- Khéng c6 pha ché theo don diém chuan: 95
- Khéng c6 kho bao quan diém chuan: 98
- Khéng c6 ca pha ché theo don va kho diém chuan: 93

3.3. Pbi v6i co so dang hoat dong viéc kiém tra, chAm diém dugc tinh trén hoat
dong thuc té tai co so.

3.4. D6i v6i co s& méi thanh lap, chua hoat dong:

- Nhing tiéu chi da duoc trién khai trong qua trinh chuan bi: Tinh diém trén két
qua thuc te.

- Nhiing tiéu chi chi khi hoat dong méi dién ra: Pugc tinh diém néu tiéu chi do
déa dugc quy dinh trong cac hé so tai lidu, cac vian ban, cac quy trinh thao tac chuan,

cac biéu mau... dé trién khai hoat dong va da dugc nguoi co tham quyén ky duyét
ban hanh, nhan vién co s& duge dao tao, nim duoc va thue hanh ding.
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4. Cach két luan

- Co s¢ khong méc 161 nao thudc diém khong chap thuan.

- Ttr 90% diém tré 1én: Co sé dugc xét cong nhan. Néu c6 ton tai, dé nghi khic
phuc ton tai trong thuc hién GPP va lam can ctt cho nhiing 1an thanh tra, kiém tra ké

tiép.

- Tr 80% dén 89% diém: Co s& can khic phuc va c6 bao cao bang van ban trong
vong 30 ngay dé doan kiém tra xem xét dé nghi cap_ Gidy ching nhan dat GPP. Néu
sau 30 ngay co s6 chua khéc phuc duoc va co sé van mudn hanh nghé thi can phai
ndp ho so dé duoc kiém tra lai.

- Dudi 80% diém: Co so can khic phuc dé kiém tra lai.

- Co s& mac mot 13i thudc diém khong chép thuén: Co s can khéc phuc dé kiém

tra lai.

II. DANH MUC KIEM TRA THUC HANH TOT NHA THUOC (CHECKLIST)

STT Noi dung
1 Tén co so:
Dia chi:
S4 dién thoai: Fax: Email:
2 | Tén chu co so/ ngudi quan 1y hoat dong chuyén mon

Gidy chirg nhan du diéu kién kinh doanh thudc:

3 | Loai hinh dang ky kinh doanh:
- HO c4 thé:
- Dia diém ban l¢ cua doanh nghiép
- DPia diém ban 1¢é cia co s6 KCB
TT Noi dung Th.aA’m Dlezn D}em Dle‘m Piém Ghi chi
chiéu | chuan | cong tru dat
1 2 3 4 5 6 7
I | Nhén su: 19 diém
1.1 | Ngwoi_quan_ly chuyén
mon
1.1.1 | C6 mit khi co s& ban 1é [ 111.4b |2 Diém
hoat d(:)ng hoac thuc hién kh@)ng
uy quyen theo quy dinh chap

thuan
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TT Noi dung Tham | Diém | Piém | Diem | Diem | . o
chiéu | chuan | cong trur dat
1.1.2 | C6 truc tiép tham gia ban | [IL.4b |2 Kiém tra
thudc ké don (1) SOP
xem DS
c6  kiém
soat hoat
dong nay
khong (2)
kiém tra
thuc té
1.1.3 | Co tham gia kiém soat|II1.4b |1 Kiém tra
chat luong thudc khi nhap SOP  va
vé va trong qué trinh bao phong van
quan tai nha thudc vé vai tro
cuia DS
trong Vviéc
kiém soat
chat luong
1.1.4 | C6 thurong xuyén cdp nhat | 1IL4b | 2 Phong van
kién thire chuyén mon DS.
1.1.5| C6 dao tao huéng dan | 111.4b |2 (phong
nhan vién quy ché, kién van, nhan
thire chuyén mon viéen, k.tra
hé so dao
tao nhan
vién)
1.1.6 | C6 hwdng dan nhdn vién | 111.4b | 1
theo doi cac tic dung
khéng mong muén va bdo
cdo véi co quan y té
1.1.7 | C6 ¢dng tic véi y té co sé | 1IL.4b | 0,5
1.2 | Nguoi ban 1é
1.2.1 | Co6 du nhan vién phuc vu | [.2 1
cho hoat dong cua nha
thudc. S6 luwong nhan
vién:
Duoc sy dai hoc:.........
Duogc sy trung hoc..........
Duoc ta:......
Céc bang cap khéc:
Co s0 co tur 2 DSPH tro 2

1én
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TT Noi dung Tham | Diém | Piém | Diem | Diem | . o
chiéu | chuan | cong trur dat
1.2.2 | Bang cap chuyén mén phu | .13 |1 Hoi de
hop v&1 cong viéc duoc danh gia
giao
Céc nhan vién c6 du stic 0,5 Quan sat
kho¢ dé dam duong cong thue té
viéc, khong c6 nhan vién
nao dang mac bénh truyén
nhiém
1.2.3 | C6 mac 4o Blu va deo |Ill4a |1
bién hiéu ghi rd chirc danh
1.2.4 | Puoc dao tao, cdp nhat | 1ll.4a |2 (Kiem tra
kién thirc chuyén mén va sw  hiéu
phap ludt y té biét  cua
nhan vién)
Tat ca nhdn vién duoc 2 Kiém tra
hudn luyén dé hiéu ré va sw  hiéu
thuc hién dung cdc biét  cua
nguyén tic GPP nhan vién.
Trie  diém
néu khong
nam dwoc
1.2.5 | Co thdi do hoa nha, lich | 1l1.4a | 0,5
sw khi tiép xiic véi khdch
hang
1.2.6 | Gisz bi mdt théng tin vé |1ll4a |05 Coé  quy
nguoi bénh dinh trong
SOP hoac
ndi quy
II | Co Sé¢ Vit chat: 15 diém
2.1 | Xay dung va thiét ké: II.1
Dia diém cd dinh, riéng 2
biét, khu trung bay bao
quan riéng biét dam bao
kiém soat dugc moi
truong bao quan thudc
Nha thudc c6 mdi truong 0,5 C6 vach
riéng bi¢t hoan toan ngan kin
va 161 di
riéng
B tri noi cao réo, thoang 0,5
mat, an toan, cach xa
ngudn 6 nhiém
Tran nha c6 chdng bui 0,5




CONG BAO/S6 47/Ngay 01-10-2012 81
TT Noi dung Tham | Diém | Piém | Diem | Diem | . o
chiéu | chuan | cong trur dat
Tudng va nén nha phing, 0,5
nhan, d& vé sinh, lau rua
2.2 | Dién tich va bo tri: 11.2a
Téng dién tich co so:
Dién tich phu hop véi quy 1
mo kinh doanh
2.3 | Khu trung bay bdo quan | [1.2a |2 biém Néu dién
t6i thiéu 10m2 khong tich  tur
chap 10m2 trd
thudn xudng thi
cham
diém
khong
chap
thuan
2.4 | Khu trung bay bao quan 1
20m2 - 29 m2
Khu trung bay biao quan 2
30m2 tro 1€n
2.5 | C6 khu vyc dé nguoi mua | [1.2a |1
thudc tiép xtic va trao ddi
thong tin
2.6 | C6 vo1 nuodc rua tay cho | I11.2b, | 0,5 Khong
nhan vién nha thudc va|2d yéu  cau
ngudi mua (Néu khuét, co phai b tri
bién chi dan) 0 cua ra
vao
2.7 | Cac hoat dong khéc: II.2b |2 Piém
Néu c6 té chirc pha ché khong
theo don thi c6 phong chap
riéng dé pha ché, co noi thuan
rira dyng cu pha ché
C6 khu vuc riéng dé ra 1é 0,5 Cé thé
xem x¢ét
chap thuan
néu b tri
phong
riéng hoac
hop/ngan
riéng ra 1é
thudc
Khu vuc ra 1¢ cach ly voi 0,5
khu vuc bao quan trung
bay
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TT

Noi dung

Tham
chiéu

Piém
chuan

Pieém
trur

Piém
dat

Ghi chu

Néu c6 kho bao quan thi
kho dat yéu cau bao quan
thuoc.

2

biém
khong
chap
thuan

C6 khu vuc tur van (Khu
vuc tu van dam bao duoc
tinh riéng tu)

Cé6 khu vuc hay phong tu
van riéng (Trong khudn
vién nha thudc va thuan
tién cho khach)

0,5

2.8

My pham, thyc pham
chtrc ning, dung cu y té
dé khu vuc riéng, khong
anh huong dén thude

I1.2¢

111

Trang thiét bi: 15 diém

3.1

Thiét bi bao quan thudc

3.1.1

Thiét bi bao quan thudc:

I1.3a,
3b

- Co du ti quay bao quan
thudc

- Tu, qudy, gia ké d& vé
sinh, dam bao thim my

Co6 nhiét ké, am ké (da
hi¢u chuan) va c6 ghi
chép theo doi

Noi ban thuéc di 4nh
sang dé dam bao cac thao
tac dién ra thuan loi va
khong nham lan

anh sang mat troi khong
chiéu tryc tiép vao noi
trung bay, bao quan thudce

1,5
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Tham | Piém | Piéem | Piém | Diém

TT Noi dung chiéu | chuin | cong trur dat Ghi chu
3.1.2 | Co s6 c6 thiét bi bao quan | I1.3a, |2 Diém VD: thudc
dé dap tng véi yéu cau | 3b khong yéu cau
bdo quan ghi trén nhan chép bdo quan
thuan mat hoac
lanh, phai
co tu lanh
hoac hop
bao quan
chuyén
dung
Noi ban thudc duoc duy 2 Diém Str dung
tri & nhiét do dudi 300 C, khong thiét bi
d6 am bang hoic dudi chap kiém soat
75% va théa man diéu thuan nhiét do,
kién bao quan cua thude do am
(may diéu
hoa, quat,
may hut
am...)
3.2 | Dung cu, bao biralé va
pha ché theo don:
3.2.1 | C6 bao bi ra 1¢ thube 3¢ |1

32.2 C()’bao bi kin khi cho |Il.3¢c |1
thudc khong con bao bi
tiép xtc truc ti€p

3.2.3 | Thuéc dung ngoai va|IL3c |1
thudc quan ly dic biét
duoc dé trong bao bi dé
phan biét

3.2.4 | Thubc ban 1¢ khong dung | I1.3¢ | 1
trong bao bi mang tén
thudc khac hodc chira ndi
dung quang cao cua mot
thude khac

3.2.5 | Thudc pha ché theo don |IL3c |1
dung trong bao bi duoc
dung

3.2.6 | Dung cuy ra l¢ va pha ché | IL3d |1
theo don phu hop, dé lau
rira, lam vé sinh
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TT

Noi dung

Tham
chiéu

Piém
chuan

Pieém
trur

Piém
dat

Ghi chu

3.2.7

C6 thiét bi tiét trang cac
dung cu pha ché thuodc
theo don

I1.3d

1

v

Ghi nhan thudc: 2 diém

4.1

Thudc ban 1é¢ khong con
bao bi ngoai cua thude d-
uoc dinh kém theo cac
thong tin sau:

- Tén thudc, dang bao ché
- Nong d6, ham luong
Néu can (VD: khéng co
don thubc, khong c6 to
HDSD néu ban sb luong
qué it) phai c6 thém thong
tin:

- Cach dung

- Liéu dung

- S6 1an dung

I1.3d

4.2

Thubc pha ché theo don,
ngodi quy dinh nhu phan
4.1, c6 cac thong tin sau:

- Ngay pha ché

- Ngay hét han sir dung

- Tén bénh nhan

- Tén, dia chi noi pha ché
- Canh bdo an toan cho tré
em (néu co)

I1.3d

HOo so s0 sach va tai li€éu chuyén mon: 17 diém

5.1

Hb so phap ly:

5.1.1

Cac gidy to phap 1y nhu
DKKD, chimg chi hanh
nghé cua DS phu trach
chuyén mon,
GCNDPDPKKDT (d6i véi
co sO dang hoat dong)

I.1

Diém
khong
chép

thuan

C6 ho so nhén vién.

(H6 so gdbm: HDLD, GCN
stc khoe, bang cip
chuyén moén, so yéu ly
lich, cac ching chi dao
tao)

I.3
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85

TT

Noi dung

Tham
chiéu

Piém
chuan

Pieém
trur

Piém
dat

Ghi chu

5.2

Tai litu huéng din sir
dung thuoc:

5.2.1

Co tai liéu hudng dan st
dung thudc

I1.4a

522

C6 cac quy ché chuyén
mon dugc hién hanh

I1.4a

523

C6 Internet dé tra cuu
thong tin

53

H6 so' s6 sach lién quan
hoat dong kinh doanh
thuoc:

5.3.1

Theo déi so 10, han dung
thudc va cac van d& c6
lién quan:

- Theo doi bang may tinh

- Theo ddi bang s6

- Theo ddi viéc pha ché
theo don (néu co). C6 s6
pha ché

I1.4b

Cong thém
1 diém néu
hé so day
du hoac
theo doi du
trén may
tinh

Luu giit ho so so sach it
nhat 1 nam ké tor khi
thuoc hét han dung

532

Cé6 theo doi dir liéu lién
quan dén bénh nhin: don
thudc hodc bénh nhan can
lvuy

(Theo déi bang may tinh
hoic bang s0)

I1.4b

e Ho s0, so sach co thé tra
cuu kip thoi khi can thiét

5.4

Xay dung va thuc hién
cac quy trinh thao tac
chuan:

54.2

Co6 du céc quy trinh co
ban theo yéu cau (Noi
dung quy trinh dung va
phu hop véi hoat dong cua
nha thudc):

[14.c

Quy trinh mua thudc va
kiém soat chat lugng

Quy trinh ban thudc theo
don

Quy trinh ban thudc

khong ké don
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TT Noi dung Tham | Diém | Piém | Diem | Diem | . o
chiéu | chuan | cong trur dat
Quy trinh bdo quan va 1
theo ddi chit luong
Quy trinh giai quyét véi 1
thudc bi khiéu nai hodc
thu hoi

543 |C6 cac quy trinh khac | [1.4¢c
(Ghi cy thé)

54.4 | Cac quy trinh thao tac | Phu 1
chuan cta co s& do ngudi | luc 2
c6 thAm quyén phé duyét
va ky ban hanh

5.4.5 | Nhan vién ban thudc ap | IL4c |2 Kiém tra
dung thyc hién dﬁy du cac kién thire
quy trinh va céc thao

tac thuc
hién quy
trinh

VI__| Nguon thudc: 3 diém

6.1 | Co ho so cac nha cung | IIl.1a 1
g thude ¢o uy tin gom
- Ban sao GCN du diéu
kién kinh doanh thudc
- C6 danh muc cac mat
hang cung ung
Co luu héa don mua hang 1
hop 1€
Tat ca thudc tai nha thudc 2 biém
1a thubc dugc phép luu khong
hanh hgp phép (c6 SBK, chap
hodc c6 s gidy phép nhap thuan
khau)

6.2 | e Nha thuc c6 day du |IIL1d 0,5 Kiém tra
cac loai thudc dung cho xac xuat
tuyén C trong Danh muc mot sO
thudc thiét yéu Viét Nam thudc trong

danh muc

VII | Thyec hién quy ché chuyén mén - Thuc hanh nghé nghiép: 18 diém

7.1 | Quan ly thudc giy nghién, | [lL.4a | 1 1 Viéc bao
thuoc huong tam than va quan,
tién chat theo quy dinh kiém ke,

bao céo
dinh ky,
b/cao dot

xuat va
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TT Noi dung Tham | Diém | Piém | Diem | Diem | . o
chiéu | chuan | cong trur dat
bao cao
xin huy
thudc. ..
72 |Mua ban thuoc gay|Ill4a |1 Du tru,
nghién, thudc huéng tdm trinh d§
than dung quy ché chuyén
mon cua
nguoi ban,
s6 sach
theo doi...
73 | Kiém tra d6i chiéu sb |Ill4a |1 2
lwong thuéc GN, thude
HTT, tién chat trén sb
sach va thyc té khop
7.4. | Nhan vién nha thudc nam | IlL.4a | 1
duoc quy ché ké don va
biét cach tra ctu danh
muc thudc khong ké don
7.5 | Khi ban thudc, ngudi ban | IIL.2a | 1 Trong
1¢ c6 hoéi ngudi mua cac SOP, theo
thong tin vé triéu chung doi hoat
bénh, vé tinh trang nguoi dong thuc
dung thudc dé tranh rai ro té, hoi
khi dung thudc nhan vién
7.6 | Nguoi ban 1€ c6 trinh do | IIL.2¢ | 1
chuyén mén phu hop dé
ban cac thudc ké trong
don thude
C6 kiém tra don thudc 1
trude khi ban
Nha thudc c6 bién phap 1
theo ddi viéc ban thude ké
don
Néu don thudc khong hop 1 C0 s6 theo
1€, nguoi ban thudc c6: doi.
- Héi lai nguoi ké don
- Thong bio cho nguoi
mua
- T chdi ban
Chi Dugc sy dai hoc dugc 1 SOP, nhan
thay thé thudc trong don vién NT
thude. ndm duoc

SOP
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TT

Noi dung

Tham
chiéu

Piém
chuan

Pieém
trur

Piém
dat

Ghi chu

7.7

Khi ban thudc, ngudi ban
1é ¢ tu vén va thong bao
cho ngudi mua:

- Lua chon thudce phu hop
nhu cau diéu tri va kha
nang tai chinh

- Cach dung thude

- Céc thong tin vé thube,
tac dung phuy, tuong téc
thude, cac canh bao

- Nhitng truong hop can
su chin doan cua thdy
thudc méi dung thude

- Nhiing truong hop
khong can sir dung thude

I11.2

1

7.8

Huéng dan sir dung thudc
vura bang 161 noi, vira ghi
nhan theo quy dinh

III.2a

7.9

Khi giao thudc cho ngudi
mua, ngudi ban 1é thudc
c6 kiém tra ddi chiéu cac
thong tin sau:

- Nhan thubc

- Chat luong thubc bang
cam quan

- Chuing loai thubc

- S6 lugng

III.2a

7.10

Nguoi ban 1€, co sé ban 1é
khong tién hanh cac hoat
dong thong tin, quang cao
thudc trai véi quy dinh vé
thong tin, quang céo

111.2b

Kiém tra
cac to roi
quang cao,
viéc dan
quang
cao...

Ngueoi ban 1é thuée khéng
khuyén khich nguoi mua
mua nhiéu thuéc hon cdn
thiét

7.11

Thuoc ¢6 du nhan

III.1c

7.12

Nhin thudc va thudc bén
trong dung va khop voi
nhau

II.1c
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TT

Noi dung

Tham
chiéu

Piém
chuan

Pieém
trur

Piém
dat

Ghi chu

7.13

Sép xép thude:

- Sip xép gon gang, dé
lay, tranh nham 1an

- Sip xép theo diéu kién
bdo quan ghi trén nhan

- C6 khu vuc riéng cho
‘Thudc ké don”

1.3

1

7.14

Thuc hién niém yét gia
thudc dang quy dinh va
ban khong cao hon gia
niém yét

I11.4b

VIII

Kiém tra/ dam bao chit lwong thudc: 5 dié

8.1

Co kiém tra, kiém soat khi
nhap thude:

- Han dung cta thude

- Thubc con nguyén ven
trong bao bi gdc ciia nha
san xuét

- Céac thong tin trén nhan
thudc (theo yéu cau quy
ché nhén)

- C6 kiém soat chit luong
bang cam quan.

III. 1c
va
I1.1d

2

Kiém tra
SOP va
kiém tra
thuc té

Co6 tién hanh kiém soat
chat lugng thuoc dinh ky
va dot xuat

K. tra sO
KSCL

thude

8.2

Tai thoi diém ki€ém tra
khong phat hién céac loai
thudc sau:

- Thudc khong dugc luu
hanh

- Thubc qua han dung

- Thubc khong rd ngudn
gbc xudt xu.

- Thudc gdy nghién (d6i
voi co s khong duoc
phép ban)

- Thudc huéng tim than
D6 véi co so khong
duoc duyét mua)

- Thude bi dinh chi va thu
hdi nhung khong duoc
phat hién va khong biét
trir

III.1c

biém
khong
chap
thuan
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TT N¢i dung Tham | Piém | Piém | Piem | Dim | o
chiéu | chuan | cong trur dat
IX | Giai quyét d6i véi thude bi khiéu nai hoiic thudc phai thu héi: 6 diém
9.1 | C6 tiép nhan thong tin |IL3c |1 Ktra s6
hodc luu cac thong bao vé theo doi
thuéc khiéu nai, thudc va cac b/c
khong duogc phép Iluu luu
hanh, thudc phai thu hdi
9.2 | C6 thu hoi va lap ho so |IL3c |1 Kiém tra
thu héi theo quy dinh, C6 bién ban
kiém ké d6i voi thube kiém ké,
khiéu nai, thudc phai thu hé so luu
hdi(Néu dén ky kiém ké
thudc thu hoi chua duoc
xu ly).
9.3 | C6 théng bdo thu hoi cho | L3¢ | 1 Thong bao
khdach hang trén bang
tin, bang
thu, dién
thoai...
94 | Co tra lai noi mua hoac | 111.3¢ | 1 C6 ho so
huy luu
9.5 | C6 bdo cdo cdc cdp theo | L3¢ | 1 C6 ho so
quy dinh luu
9.6 | Co s6 va co ghi chép theo | IIL.3b | 1
doi tdc dung phu cua
thudc do khach hang phan
anh
Téng cong 100 10 9 diém
trir va
9 diém
khong
chap
nhian)

Dai dién Doan kiém tra

Dai dién co so
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14. Cép lai Gidy chirng nhan “Thuc hanh t6t nha thudc” (GPP)
- Trinh ty thye hién:

Co s& kinh doanh thudc dén ndp hd so va nhan két qua tai Phong tiép nhan - tra
hd so cta SO Y té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quén 1).
* Bude 1: Co sé ndp hd so ding ky kiém tra “Thuc hanh t6t nha thube” tai S& Y

7
A

te.

* Budc 2: S6 Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Bugc 3:

a) Trong vong 20 ngay lam viéc, ké tir ngay nhan dugc hd so hop 18 theo quy
dinh, S& Y té thanh lap doan kiém tra va thuc hién cap Gidy chimg nhan “Thyc hanh
t6t nha thudc” nhu sau:

- Trong vong 05 ngdy lam viéc, ké tir ngdy két thic kiém tra dat yéu cau, S& Y
té cap Gidy chimg nhan.

- Trong vong 10 ngay lam viéc, ké tir ngay S& Y té nhan dugc bao céo khic
phuc dat yéu cau nhiing ton tai dd néu trong Bién ban kiém tra, S& Y t& cip Gidy
chting nhan.

- Truong hop phai kiém tra lai, trong 10 ngay lam viéc, ké tir ngdy nhan dugc
bao cdo khic phuc va dé nghi kiém tra lai cua co so, SG Y té phai tién hanh kiém tra
lai.

- Trong vong 30 ngay lam viéc, co s khong khic phuc day du céc ton tai theo
yéu cau ctia doan kiém tra, S& Y té tra hd so cho co s¢ dang ky lai.

b) Néu ho so chua hop 1¢, trong thoi han 10 ngay lam viéc, ké tir ngay nhan
duoc hod so, S& Y té tra hd so cho co so dé bd sung, hoan chinh ho so.

* Budc 4: Tra két qua cho co so ding ky cap Gidy ching nhan dat nguyén tic,
tiéu chuan “Thuc hanh t6t nha thudc” (Khi dén nhan két qua ngudi hanh nghé mang
theo CMND d¢ d6i chiéu)

- Cach thirc thuwe hién: Truc tiép ndp tai tru s& co quan hanh chinh nha nuéc

- Thanh phin, s6 lwgng hd so:

a) Thanh phan ho so, bao gdom:

- Pon dang ky tai kiém tra “Thuc hanh tot nha thude” (theo mau).
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- Thoi han giai quyét: 25 ngay lam viéc (Trir cac trudng hop co sé phai khic
phuc cac ton tai).

- P6i twong thuc hién thii tuc hanh chinh: T6 chirc/Ca nhan.

- Co quan thuc hién thi tuc hanh chinh: S6 Y t& Thanh phd HO Chi Minh

- Két qua ciia viéc thwe hién thii tuc hanh chinh: Gidy chtng nhan.

- Lé phi (néu c6): Khong

- Tén miu don, miu to khai:

+ Pon dang ky tai kiém tra “Thyc hanh tét nha thudc” (miu sé 2/GPP).

- Yéu cau hoic diéu kién thwe hién thii tuc hanh chinh: Khong.

- Can ctr phap ly cuaa thu tuc hanh chinh:

* Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 nam 2005 cta Qudc hdi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot sé diéu ctia Luat Duoc.

* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nam 2007 ciia Bo Y té vé
hudng dan chi tiét thi hanh mot s diéu vé diéu kién kinh doanh thude.

* Thong tu sb 43/2010/TT-BYT ngay 15 thang 12 ndm 2010 caa Bo Y té quy
dinh 16 trinh thyuc hién nguyén tac, tiéu chuan “Thuc hanh t6t GPP”; dia ban va pham
vi hoat dong cua co so ban 1é thude.

* Thong tu s6 46/2011/TT-BYT ngay 21 thang 12 nim 2011 cua BO Y té vé ban
hanh nguyén tic, tiéu chuan “Thyc hanh tot nha thubc”.
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MAu s6 2/GPP
CONG HOA XA HOI CHU NGHIA VIET NAM
DPoc lap - Tw do - Hanh phic

......... , ngay thang  nam

PON PANG KY KIEM TRA “THUC HANH TOT NHA THUOC”
(tdi kiém tra)

Kinh gizi: SG Y16 couueeeneeenneeennnnnnn
TEIL CO SO oottt e e e e e e eeeeeereeeraeeeeereeees
Truc thudc (néu truc thudc cong ty, bénh vién...)....cccovvevviieiiiieeiecieee,
S D 2T 1 ¢l 0 PRSPPI
3 DTS 0 10 0 L0 Y ) IO PR RRPRRPRRTPPRPRR
Nguoi phu trach chuy@n mon: .........ccoovieiiiiiiiiieceeeee e
Chutrng chi hanh NghE dUWOC S8: ...
doSOY té .ooevuiii, CAP TIZAY: oo,
ba duoc cap Glay ching nhan “Thyc hanh tdt nha thude” so:.......

Ngay cap:..........

Tir ngay duoc cap dén nay, co s& c¢6 nhimng thay doi sau:

3 (ghi rd van ban dong ¥ ctia SO Y té vé nhing thay doi/bod sung phai xin phép).
Co sé ching t6i dé nghi SO Y té .......... kiém tra dé cong nhan co s& chung

t61 dat tiéu chuan nguyén tic “Thuc hanh tot nha thude”.

NGUOI PHU TRACH/CHU CO SO
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15. Cip Gidy chirng nhan dat nguyén tic “Thuce hanh tot phan phdi thudc”
(GDP) - Truwong hop diing ky kiém tra lan dau

- Trinh ty thye hién:

Co s6 kinh doanh thudc dén ndp hd so va nhan két qua tai Phong tiép nhan - tra
ho so ctia S& Y té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quan 1).

* Budc 1: Co sé dé nghi cip Gidy chung nhan dat nguyén tic “Thuc hanh tét
phan phdi thudc” (GDP) ndp ho so tai S¢' Y té.

* Budc 2: So Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Budce 3:

a) Trong vong 20 ngay lam viéc, ké tir ngay nhan dugc hd so hop 18 theo quy
dinh, S& Y té thanh 13p doan kiém tra va thyc hién cép Gidy chimg nhén “Thuc hanh
t6t phan phdi thude” nhu sau:

- Trong vong 05 ngdy lam viéc, ké tir ngay két thic kiém tra dat yéu cau, S Y
té cap Gidy chimg nhan.

- Trong vong 10 ngay lam viéc, ké tir ngdy S& Y té nhan duoc bao cao khic
phuc dat yéu cau nhitng tdn tai dd néu trong Bién ban kiém tra, SO Y té cép Giéy
chting nhan.

- Trudng hop phai kiém tra lai, trong 10 ngay 1am viéc, ké tir ngdy nhan duoc
bao cao khic phuc va dé nghi kiém tra ctia co s&, SO Y té phai tién hanh kiém tra.

- Trong vong 20 ngay lam viéc, ké tir ngay kiém tra khong dat yéu cau, néu co
s& khong khic phuc diy da cac ton tai theo yéu cau cta doan kiém tra, S¢ Y té tra hd
so cho co s¢ dang ky lai.

b) Néu hd so chua hop 18, trong thoi han 10 ngay lam viéc, ké tir ngay nhéan
duoc hd so, S& Y té tra hd so cho co s dé bd sung, hoan chinh ho so.

* Budc 4: Tra két qua cho co so dang ky cap Gidy chimg nhan dat nguyén tac
“Thuc hanh t6t phan phéi thuc” (GDP). (Khi dén nhan két qud ngudi hanh nghé
mang theo Gidy gidi thiéu va CMND dé dbi chiéu)

- Cach thire thue hién: Truc tiép nop tai tru s& co quan hanh chinh nha nuéc

- Thanh phén, s6 lwgng hd so:

a) Thanh phan ho so, bao gdm:
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- Pon dang ky kiém tra “Thuc hanh t6t phan phéi thuée” (Mau sé 1/GDP);

- Ban sao Gidy phép thanh lap co sé hoic Gidy chimg nhan ding ky kinh doanh
hodc Gidy ching nhan dau tu (ban sao c6 chimg thyuc hodc c6 chit ky va dong dau xac

nhan cda co so);

- So d6 to chirc ciia co s¢ (bao gom: to chirc nhan sy, t6 chic hé thong phan
phéi (co so, chi nhanh, kho, dai 1y). So dd phai thé hién 13 tén, chic danh, trinh do

chuyén mon cua cac can bd chu chdt cia co s& va cac don vi truc thude;
- So d6 vi tri dia ly va thiét ké cua kho bdo quan thudc;

- Danh muc thiét bi bao quan, phuong tién van chuyén, phan phdi cua co so.
Truong hop viée van chuyén thude dugc thue hién duéi hinh thic hop dong, phai co
ban tai liéu gi6i thiéu vé phap nhan, trang thiét bi, phuong tién van chuyén, bao quan
ctia bén nhan hop dong.

- Thoi han giai quyét: 25 ngay lam viéc (Trir cac trudng hop co sé phai khic
phuc cac ton tai)

- P6i twong thuc hién thii tuc hanh chinh: T6 chic.

- Co quan thuc hién thi tuc hanh chinh: S6 Y t& Thanh phd HO Chi Minh

- Két qua ciia viéc thwe hién thii tuc hanh chinh: Gidy chtng nhan

- Lé phi (néu c6): Khong

- Tén miu don, miu to khai:

+ Pon dang ky kiém tra “Thyc hanh t6t phan phdi thude” (Mau s6 1/GDP)

- Yéu ciu hodc diéu kién thuc hién thu tuc hanh chinh: Khong.

- Can ctr phap ly cuaa thu tuc hanh chinh:

* Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 nam 2005 cta Qudc hdi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy

dinh chi tiét thi hanh mot s diéu cua Luat Duoc.
* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nam 2007 cia Bo Y té vé
huéng dan chi tiét thi hanh mot sé diéu vé diéu kién kinh doanh thude.

* Thong tu s6 48/2011/TT-BYT ngay 21 thang 12 nam 2011 cua B Y té vé
viéc Ban hanh nguyén tac “Thyc hanh tot phan phdi thudc”.
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Mau sb 1/GDP

TEN PON VI CHU QUAN CONG HOA XA HQI CHU NGHIA VIET NAM
TEN DON VI Poc lap - Tw do - Hanh phuc
............. ngay......thang.....nam ......

PON DANG KY KIEM TRA “THU'C HANH Tg‘)T PHAN PHOI THUOC”
(Pang ky ki€m tra lan dau)
Kinh gwri: S6' Y te ...

1- Tén co so:

2- Dia chi tru so:

3- Dién thoai: Fax: E-Mail:

4- Quyét dinh thanh 1ap co s¢ (hoic Gidy ding ky kinh doanh hodc Gidy ching nhin
dau tu) 8O ..oveeenn do e, cap.

Ding ky kiém tra Thuc hanh tot phan phdi thude (GDP) tai:

Kho bao quan sb ....:

* Pia chi:

* Pidu kién bao quan, phan phdi ddi véi:
a) Thudc thanh pham:

- Thudc thanh pham thong thudng bao quan ¢ diéu kién thudng/mat/lanh ........... o/o/o
- Thubc thanh pham giy nghién /huéng than/tién chat 1am thudc...............co......... o/o/o
- Vic xin, sinh phim y té bao quan ¢ diéu kién thuong/mat/lanh.......................... o/o/o
- Thudc thanh phém bdo quan diéu Kién dac biet KNAC:.....eveeeeeeeeeeeeeeeeeeeeeern, m]

b) Nguyén li¢u lam thuoc 7 ‘
- Nguyén li€éu lam thuoc thanh pham khong vo trung bdo quan ¢ di€u kién

thuON@/MA/Ianh ........ooiiiiiiii e e e o/o/o
- Nguyén liéu 1am thudc thanh phim vo trung (tiém, tra mét) bao quan & diéu

ki€n thuong/mat/lanh ............cccooeiiieiiieie e o/o/o
- Nguyén liéu 1a thudc gay nghién /huéng than/tién chét 1am thude ..................... o/o/o
- Nguyén li¢u khang sinh Penicillin/Cephalosporin/Betalactam khac ............... o/o/o
- Nguyén liéu 12 hormon/noi tiét td/men vi Sinh .........o.ooevoveveeeeeeieeeeeeeee e, o/o/o
= TAAUQC, VO NANG ...ttt s e e et eennaeenaaeenseeenes o/o
- Duoc liéu da qua so ChE, ChE DA ..o m]
= Bao bi trire P VOI thUBC ..., O
- Cacloai Khac ......cooovvviiiiiiiiicc (€4 0118 (0 ) SR O

Kho bao quan sb ....:

* Pia chi:
* Diéu kién bao quan, phan phoi doi voi:
a) Thudc thanh pham:

Tai lidu giri kém: (Ky, ghi 15 ho tén, dong dau)
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16. Cip Gidy chirng nhan dat nguyén tic “Thuc hanh tét phan phdi thudc”
(GDP) - Truwong hop ding ky tai kiém tra

- Trinh ty thye hién:

Co s6 kinh doanh thudc dén ndp hd so va nhan két qua tai Phong tiép nhan - tra
ho so ctia S& Y té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quan 1).

* Budc 1: Co sé dé nghi cip Gidy chung nhan dat nguyén tic “Thuc hanh tét
phan phdi thudc” (GDP) ndp ho so tai S¢' Y té.

* Budc 2: So Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
nguoi dang ky hanh nghé.

* Budce 3:

a) Trong vong 20 ngay lam viéc, ké tir ngay nhan dugc hd so hop 18 theo quy
dinh, S& Y té thanh lap doan kiém tra va thuc hién cap Gidy chimg nhan “Thyc hanh
t6t phan phdi thude” nhu sau:

- Trong vong 05 ngdy lam viéc, ké tir ngay két thic kiém tra dat yéu cau, S Y
té cap Gidy chimg nhan.

- Trong vong 10 ngay lam viéc, ké tir ngdy S& Y té nhan duoc bao cao khic
phuc dat yéu cau nhitng tdn tai dd néu trong Bién ban kiém tra, SO Y té cép Giéy
chting nhan.

- Trudng hop phai kiém tra lai, trong 10 ngay 1am viéc, ké tir ngdy nhan duoc
bao cao khic phuc va dé nghi kiém tra ctia co s&, SO Y té phai tién hanh kiém tra.

- Trong vong 20 ngay lam viéc, ké tir ngay kiém tra khong dat yéu cau, néu co
s& khong khic phuc diy da cac ton tai theo yéu cau cta doan kiém tra, S¢ Y té tra hd
so cho co s¢ dang ky lai.

b) Néu ho so chua hop 1¢, trong thoi han 10 ngay lam viéc, ké tir ngay nhan
duoc hd so, S& Y té tra hd so cho co s dé bd sung, hoan chinh ho so.

* Budc 4: Tra két qua cho co so dang ky cip Gidy chimg nhan dat nguyén tic
“Thuc hanh tot phan phdi thuéc” (GDP). (Khi dén nhan két qua ngudi hanh nghé
mang theo Gidy Gidi thiéu va CMND dé di chiéu)

- Cach thire thue hién: Truc tiép nop tai tru s& co quan hanh chinh nha nuéc

- Thanh phén, s6 lwgng hd so:

a) Thanh phan ho so, bao gdm:
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- Pon dang ky tai kiém tra “Thuc hanh tot phan phéi thube” (theo mau);

- Bao cdo nhiing thay doi cua co s¢ trong 03 ndm trién khai “Thyc hanh tot phan
phoi thude” va ho so lién quan, néu co.

- Thoi han giai quyét: 25 ngay lam viéc (Trir cac trudng hop co sé phai khic
phuc cac ton tai)

- P6i twong thuce hién thi tuc hanh chinh: T6 chirc/ca nhan.

- Co quan thuce hién thi tuc hanh chinh: S6 Y t& Thanh phd HO Chi Minh

- Két qua ciia viéc thue hién thii tuc hanh chinh: Gidy chting nhan

- Lé phi (néu ¢6): Khong

- Tén miu don, miu to khai:

+ Pon dang ky tai kiém tra “Thyc hanh tét phan phdi thude” (Mau 2/GDP);

- Yéu cau hoic diéu kién thue hién thii tuc hanh chinh: Khong.

- Can ctr phap ly cuaa thu tuc hanh chinh:

* Luat Duoc s6 34/2005/QH11 ngay 14 thang 6 nam 2005 cta Qudc hdi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy

dinh chi tiét thi hanh mot s diéu cua Luat Duoc.
* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nam 2007 cia Bo Y té vé
hudng dan chi tiét thi hanh mot sé diéu vé diéu kién kinh doanh thude.

* Thong tu s6 48/2011/TT-BYT ngay 21 thang 12 nam 2011 cua B6 Y té vé
viéc ban hanh nguyén tac “Thuc hanh t6t phan phéi thudc”.
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A 7 7 Mau s6 2/GDP
TEN PON VI CHU QUAN CONG HOA XA HOQI CHU NGHIA VIET NAM
TEN DON VI Poc lap - Tw do - Hanh phuc
.......... ngay......thang......nam ......

PON PANG KY TAI KIEM TRA “THUC HANH TOT PHAN PHOI THUOC”

Kinh giri: S6' Y té ......

1- Tén co so:

2- Dia chi tru so:

3- Dién thoai: Fax: E-Mail:

4- Quyét dinh thanh 18p co s¢ (hoéc’Giéy dang ky kinh doanh hoic Giay chimg
nhan dau tu) s0 ............... 4 [0 SR cap.

5- Pa duoc cap Giay chimg nhan Thuc hanh tét phan phdi thudc:

-Lan 1: S6 GCN: .......... NEAY CAP: oo,

- Lan gan nhat: S6 GCN: .......... NEAY CAP: v

Ping ky tai kiém tra Thuc hanh t6t phan phéi thue (GDP) tai:
bia chi tru sé:
bia chi kho:

Chung t6i xin bao cdo nhitng thay d6i ciia co s trong thoi gian trién khai GDP
tur 1an kiém tra gan nhat dén nay nhu sau:

) reeeerreee e teeeaa——eeea i ——ee e ——aeeaa——eeeaaatteaeaaateeeaatteeaarbeeeeasateeaatbeeeanntseeeansreeeans
) SRS
n) Pa khac phuc cac ton tai trong ki€m tra lan trudce:

............................................................................................................

(Chir ky, ghi 15 ho tén, dong dau)
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17. Cip Gidy chirng nhan dat nguyén tic “Thuc hanh tt phan phdi thudc”
(GDP) - Truong hop thay d6i/b6 sung pham vi kinh doanh, thay d6i dia diém
kinh doanh, kho bao quin

- Trinh ty thwe hién:

Co s& kinh doanh thudc dén ndp hd so va nhan két qua tai Phong tiép nhan - tra
ho so ctia S& Y té TP. HCM (s6 59, duong Nguyén Thi Minh Khai, quan 1).

* Budc 1: Co s¢ dé nghi cAp Gidy chung nhan dat nguyén tic “Thyuc hanh tét
phan phéi thuéc” (GDP) ndp ho so tai S& Y té.

* Budc 2: So Y té tiép nhan, kiém tra hd so va giri phiéu tiép nhan hd so cho
ngudi ding ky hanh nghé.

* Bugc 3:

a) Trong vong 20 ngay lam viéc, ké tir ngay nhan dugc hd so hop 18 theo quy
dinh, S& Y té thanh lap doan kiém tra va thuc hién cép Giéy ching nhan “Thyc hanh
t6t phan phéi thude” nhu sau:

- Trong vong 05 ngdy lam viéc, ké tir ngay két thuc kiém tra dat yéu cau, S6 Y
té cap Gidy chimg nhén.

- Trong vong 10 ngay lam viéc, ké tir ngay S& Y té nhan dugc bao céo khic
phuc dat yéu cau nhitng tdn tai dd néu trong Bién ban kiém tra, SO Y té cép Giéy
ching nhan.

- Truong hop phai kiém tra lai, trong 10 ngay lam viéc, ké tir ngdy nhan dugc
bao cao khic phuc va dé nghi kiém tra ctia co sé, SO Y té phai tién hanh kiém tra.

- Trong vong 20 ngay lam viéc, ké tir ngay kiém tra khong dat yéu cau, néu co
so khong khic phuc dy du cac ton tai theo yéu cau cta doan kiém tra, S& Y té tra hd
so cho co s¢ dang ky lai.

b) Néu hd so chua hop 18, trong thdi han 10 ngdy 1am viéc, ké tir ngay nhén
duoc hod so, S& Y té tra hd so cho co so dé bd sung, hoan chinh ho so.

* Budc 4: Tra két qua cho co so dang ky cip Gidy chimg nhan dat nguyén tic
“Thuc hanh tot phan phdi thuéc” (GDP). (Khi dén nhin két qua ngudi hanh nghé
mang theo Gidy Gidi thiéu va CMND d¢ dbi chiéu)

- Cach thire thue hién: Truc tiép nop tai tru s& co quan hanh chinh nha nuéc

- Thanh phan, s6 lwgng hd so:



CONG BAO/S6 47/Ngay 01-10-2012 101

a) Thanh phan ho so, bao gdbm:

- Pon dang ky kiém tra thay doi, bo sung Gidy ching nhan “Thuc hanh tt phan
phéi thube” (theo miu);

- So @6 t6 chtric cua co s¢ (bao gom: td6 churc nhan sy, t6 chirc hé thong phan
phoi (co sd, chi nhanh, kho, dai 1y)). So d6 phai thé hi¢én rd tén, chirc danh, trinh do
chuyén mon cua cac can b chu chot ciia co sé va cac don vi truc thudc;

- So dd vi tri dia 1y va thiét ké caa kho bao quan thude;

- Danh muc thiét bi bao quan, phuong tién van chuyén, phan phdi cua co so.
Trudng hop viéc van chuyén thude duge thyc hién duéi hinh thirc hop dong, phai c6
ban tai lidu gidi thiéu vé phap nhan, trang thiét bi, phwong tién van chuyén, bao quan

ctia bén nhan hop dong.

- Thoi han giai quyét: 25 ngay lam viéc (Trir cac trudng hop co sd phai khic

phuc cac ton tai)

- P6i twong thuc hién thii tuc hanh chinh: T6 chirc/ca nhan.

- Co quan thyc hién thi tuc hanh chinh: So Y té Thanh phd HO Chi Minh

- Két qua ciia viéc thwe hién thii tuc hanh chinh: Gidy chtng nhan

- Lé phi (néu c6): Khong

- Tén mau don, miu to khai:

+ Pon dang ky kiém tra thay doi, bo sung Gidy chimg nhan “Thyuc hanh tot phan
phoi thuoc” (Mau 3/GDP).

- Yéu cau hoic diéu kién thue hién thii tuc hanh chinh: Khong.

- Can ctr phap ly cuaa thu tuc hanh chinh:

* Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 nam 2005 cta Qudc hdi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 naim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc.

* Thong tu s6 02/2007/TT-BYT ngay 24 thang 01 nam 2007 cia Bo Y té vé
hudng dan chi tiét thi hanh mot s6 diéu vé diéu kién kinh doanh thuoc.

* Thong tu s6 48/2011/TT-BYT ngay 21 thang 12 nam 2011 cua B Y té vé
viéc ban hanh nguyén tac “Thuc hanh t6t phan phéi thudc”.
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Mau s6 3/GDP
TEN PON VI CHU QUAN CONG HOA XA HQI CHU NGHIA VIET NAM
TEN DON VI Poc lap - Tw do - Hanh phuc
.......... ngay......thang......nam ......

PON PANG KY KIEM TRA “THUC HANH TOT PHAN PHOI THUOC”
(B6 sung pham vi kinh doanh, thay ddi dia chi kho)
Kinh giri: S6' Y té ......

I- Tén co s0:

2- Dia chi:

3- Dién thoai: Fax: E-Mail:

4- Quyet dinh thanh 18p co s¢ (hoac Gidy dang ky kinh doanh hodc Gidy ching nhan dau
tr) SO .o 4 [0 IO cap.

5- Pa duoc cap Gidy chung nhén Thyc hanh t6t phan phéi thude:

-Lan 1: S6 GCN: .......... DAY CAP: oo
- Lan gan nhat: S6 GCN: ............ NEAY CAP? cvoeeeeeeeeeeeeeeee e
Dia chi KOt o

Pham vi kinh doanh di dugc cap trong Gidy ching nhan du diéu kién kinh doanh:
Pham vi kinh doanh dang ky bo SUIL . 1eeeeeveeeeutreeeeteeeetreeeessaeessseeeessseeeessseeessseeeessaeessseesnssseenns
bang ky kiém tra Thyc hanh tét phan phéi thude (GDP) tai:

Kho ‘56: bia chi: PSPPSR
* Picu kién bao quan, phan phoi doi voi:

a) Thudc thanh pham:

- Thudc thanh phém thong thudng bao quan & diéu kién thuong/mat/lanh.......... o/o/o
- Thubc thanh pham gay nghién /huéng than/tién chét lam thude............ o/o/o
- Vic xin, sinh pham y té bao quan ¢ diéu kién thudng/mat/lanh............ 0/o/o
- Thudc thanh pham bao quan diéu kién dic biét Khac:............coocvveenee... O

b) Nguyén liéu 1am thude ‘
- Nguyén li¢u lam thudc thanh pham khong vo trung bao quan ¢ di€u kién

thuong/mat/lanh. 0/o/o
- Nguyén liéu lam thudc thanh phdm vo tring (tiém, tra mit) bao quan ¢ diéu

ki€n thuong/mat/lanh.............cccoeeiiiiiiieeeecee e o/o/o
- Nguyén liéu 1a thudc gay nghién /huéng than/tién chat lam thube.................... o/o/o
- Nguyén li¢u khang sinh Penicillin/Cephalosporin/Betalactam khac.................. o/o/o
- Nguyén liéu 12 hormon/ndi tiét td/men vi Sinh...........ocooeveeeeveeeeeeeeeeeeeeeeen. o/o/a
= TA AUQC, VO NANG......eiiiiieieeiie ettt ettt ste e tee e seae e saeennbeessseesnsaesnseens o/o
- Duoc liéu da qua so ChE, ChE DIENL. ..o, O
= B0 b trUC tHEP VOT tHUBC. ..., m|

- Cacloai Khac .......cccoveeeeeviiiiecceee, (€111 (0 ) TSRS |
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Kho bao quan s0 ....:
* Pia chi:

* Piéu kién bao quan, phan phodi doi voi:

a) Thudc thanh pham:

Tai liéu gtri kem:

(Ky, ghi rd ho tén, dong dau)
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18. Ping ky duyét du trit thude giy nghién, hwéng tim than
- Trinh ty thwe hién:
* Budc 1: Pon vi chuan bi hd so ddy du theo thi tuc quy dinh

* Budc 2: Pon vi dén ndp hd so tai Phong Tiép nhan cong van dén - S6 Y té
Thanh phé H6 Chi Minh, s6 59 Nguyén Thi Minh Khai, quén 1

- Thoi gian nhan hd so ctia Phong Tiép nhan cong vin - SO Y té:
Sang tir 07g30 dén 11g30
Chiéu tir 13g00 dén 17g00

(cc ngay tir Thir Hai dén Thtr Sau hang tuan, trir cac ngay nghi 1€ theo quy dinh
cua Nha nudc)

- Cach thuc nop ho so: Pon vi ndp truc tiép hodc theo duong van thu cua don vi.
- Noi nhén: Phong Tiép nhan cong vin dén - SO Y té.

* Budc 3: Trong vong 07 ngay lam viéc, ké tir khi Phong Tiép nhan cong vin
dén nhan duoc hd so cta don vi, don vi ¢co giéy gid1 thi¢u cur can b truc tiép dén
nhan 02 ban chinh dy tru thude gay nghién va/hoac hudéng tam than duoc duyét tai
Phong Quan 1y Dugc - S6 Y té.

- Cach thire thue hién: Truc tiép nop tai tru s& co quan hanh chinh nha nuéc
- Thanh phan, s6 lwgng hd so:

a) Thanh phan ho so, bao gdom:

- Dy tri thude gdy nghién (theo mau): 04 ban;

- Va/hodc:Dy tri thube hudng tdm than (theo mau): 04 ban;

- Cong van giai trinh (néu c6): 01 ban chinh.

b) S6 lugng ho so: 01 bod

- Thoi han giai quyét: 07 ngay lam viéc, ké tir ngdy nhan dugc hd so hop 18
- P6i twong thuc hién thii tuc hanh chinh: T chic.

- Co quan thuc hién thi tuc hanh chinh: S6 Y t& Thanh phd HO Chi Minh
- Két qua ciia viéc thue hién thii tuc hanh chinh: Phé duyét

- Lé phi (néu c6): Khong

- Tén mau don, miu to khai:
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+ Dy trit mua thude gay nghién (Mau s6 10 Thong tu s6 10/2010/TT-BYT);

+ Dy trit mua thudc hudéng tdm than (Mau s6 10 Thong tu s6 11/2010/TT-BYT).

- Yéu cau hoic diéu kién thue hién thii tuc hanh chinh: Khong.

- Can ctr phap ly cuaa thu tuc hanh chinh:

* Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 nam 2005 cta Qudc hdi.

* Nghi dinh sd 79/2006/ND-CP ngay 09 thang 8 nim 2006 cua Chinh phu quy
dinh chi tiét thi hanh mot sb diéu ctia Luat Duoc.

* Thong tu s6 10/2010/TT-BYT ngay 29 thang 4 nam 2010 cua By Y té vé
huéng dan cac hoat dong lién quan dén thudc gay nghién.

* Thong tu s6 11/2010/TT-BYT ngay 29 thang 4 nam 2010 cia Bo Y té vé
huéng dan cac hoat dong lién quan dén thudc hudng tdm than va tién chéat dung lam
thude.
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Tén co so:
Miu 56 10
S6:
DU TRU MUA THUOC GAY NGHIEN
Kinh gtri:
Phin bio cdo ky truée
TT | Ténthubce, |Ponvi| S6lwong S0 lwgng | Téng | Tongsdé | Tonkho | SO | Duyét | Ghi chi
ndng do, ham | tinh | ton kho ky | nhap trong | s xuét cudi ky | lwong
lwgng truéc ky trong ky duw tru
€)) 2) 3) “4) (©) (6) @) ®) ® 1 d9 | dn
Ngay ...... thang.....nam...... Ngay ......thang.....nam.......
Noi nhan: Nguoi ldp dutru Nguoi dung déu co s Duyét ban dy tru nay gém....trang ..... khoan

- Puogc mua tai cong ty........
- Luu tai co s& Co quan duyét du tru
(Ky tén, dong dau)

* Du tru nay ap dung cho céc co so kinh doanh, st dung thube gay nghién

* C6 thé 1am dy tri bd sung trong nam nhung ¢t 4, 5, 6, 7, 8 phai 1a nhimng s6 liéu cua thoi gian trude ngay lam du tra
* Dy tru lam thanh 4 ban (don vi dy tru luu 1 ban, noi ban 1 ban, co quan duyét luu 2 ban)

** Poi voi cdc co so khdm chita bénh: th@rg hién ddu thcftf thudc theo quy dinh ciia phdp ludt: dir trii c6 thé dwoc lam
sau khi co ket qua dau thau, giri kem theo két qua triung thau

ok Bé{ Vv6i co s¢ KCB: khéng thwc hién ddu thau theo qui dinh ciia phdp ludt phai ghi ré dé nghi dwoc mua tai co s¢
nao dé co quan xét duyét du tri xem xét.
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Tén co so:
Miu 56 10
S6:
DU TRU MUA THUOC HUONG TAM THAN (TIEN CHAT)
Kinh gui:
Phin bzo cdo ky truée
TT | Tén thube, Pon S6 lwgng S6 lwgng | Téng | Tong s6 Tén S6 Duyét | Ghi
ndng dj, vi ton kho ky nhip 50 xuat kho lwgng chu
ham lwong tinh trudce trong ky trong | cudiky | dw tru
ky
) @ (€)] “ &) Q) @) ® (€] 109 | dn
Ngay ...... thang.....nam...... Ngay ......thang.....nam.......
Noi nhan: Nguoi ldp du tru Ngudi dung déu co s Duyét ban dy tru nay gém....trang ..... khoan

- Luu tai co s&

Puoc mua tai cong ty.....

Co quan duyét du tru

(Ky tén, dong dau)

* Dy trii nay ap dung cho cac co s kinh doanh, st dung thudc hudng tam than (tiém chat)
* C6 thé lam du tru bd sung trong nam nhung cot 4, 5, 6, 7, 8 phai la nhitng $6 liu cua thoi gian trude ngay lam dy tru
* Dy tru lam thanh 4 ban (don vi du tru luu 1 ban, noi ban 1 ban, co quan duyét luu 2 ban)

** Poi voi cac co s¢ kham chita bénh: thwc hién ddu thau thuéc theo quy dinh ciia phdp ludt: dw tri ¢6 thé dwege lam

sau khi ¢é két qua ddu thau, giri kém theo két qua triing thau

** D6i véi co s¢ KCB: khong thuc hién déu thau theo qui dinh cua phap ludt phai ghi ré daé nghi dwoc mua tai co so

nao de co quan xét duyét dy tru xem xét.



