BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
------- Poc lap - Tw do - Hanh phic
S6:31/2014/TT-BYT s
Ha N6i, ngay 26 thang 09 ndm 2014

THONG TU ‘ ) )
Quy dinh bang tiéu chuan danh gia vé mat ky thuat tai hé so m&i thau mua thuéc

Cén ctr Ludt d4u thdu ngay 26 thang 11 ndm 2013;

Can ctr Nghi dinh sé 63/2014/ND-CP ngay 26 thang 6 nam 2014 cua Chinh phd quy dinh chi tiét
thi hanh mét s6 diéu caa Luat dau thau vé Iwra chon nha thau;

Can cwr Nghj dinh s6 63/2012/ND-CP ngay 31 thang 8 nam 2012 cua Chinh phd quy dinh chirc
nédng, nhiém vu, quyén han va co cau té chirc cta B Y té;

Theo dé nghi cta Cuc truéng Cuc Quén ly Duwoc va Vu trudng Vu Ké hoach - Tai chinh;

B truéng B Y té ban hanh Théng tw quy dinh Béng tiéu chudn danh gia vé mat ky thuét tai ho
so moi thau mua thudc.

Piéu 1. Bang tiéu chuan danh gia vé mét ky thuat tai hd so moi thau mua thude

1. Tiéu chuan danh gia vé& mat ky thuat bao gdm cac tiéu chuan quy dinh tai Phu luc 1 ban hanh
kém theo Thoéng tw nay.

] 2. Phuong phap danh gia thuc hién theo phuwong phap chdm diém dé danh gia véi thang diém
tdi da 1a 100, cu thé nhw sau:

a) Chét lwong thubc: 70% tdng sé diém (70 diém).
b

c
cau sau:

) Péng goi, bao quén, giao hang: 30% téng sb diém (30 diém).
) H6 so dé xuét vé ky thuat duwoc danh gia dap rng yéu cau vé ky thuat khi dap ing du céc yéu

- Diém cla tirng tiéu chi tai yéu cau vé chat lwong thudc va vé dong goi, bao quan, giao hang
khong thap hon 60% diém toi da tiéu chi do.

- Téng diém cua tat ca cac tiéu chi danh gia vé mét k§ thuat khong thap hon 80% téng sb diém.

3. Cac hd so dw thau dat yéu ciu vé tiéu chudn danh gia nang luc, kinh nghiém nha thau va tiéu
chuén danh gia vé mat k§ thuat thi dwoc tiép tuc xem xét xac dinh tiéu chuan danh gia tdng hop theo quy
dinh tai Biéu 24 Nghi dinh s6 63/2014/ND-CP ngay 26 thang 6 nam 2014 cGa Chinh phl quy dinh chi tiét
thi hanh mét s6 diéu cta Luat d4u thau vé lwa chon nha thau.

Piéu 2. Hiéu lwc thi hanh
Théng tw nay co hiéu luc ké tir ngay ky ban hanh.

) Khoan 2 Diéu 7 Thong tw S{S 37/2013/TT-BYT ngay 11 thang 11 nam 2013 cta Bo trwdng BO Y
té hwéng dan viéc lap ho so moi thau mua thudc trong cac co sé& y té hét hiéu lyc ké tir ngay Thong tw
nay c6 hiéu lwc thi hanh.

Diéu 3. Diéu khoan chuyén tiép

1. D6i v&i hd so moi thau phat hanh tredc ngay 15 thang 8 nam 2014, viéc danh gia lwa chon
nha thau thwc hién theo quy dinh clia Théng tw s6 37/2013/TT-BYT ngay 11 thang 11 nam 2013.

2. B6i voi hd so moi thau phat hanh sau ngay 15 thang 8 nam 2014 ma néi dung hé so' mai thau
chua pht hop v&i Thoéng tu nay thi don vi phat hanh ho so moi thau phai tién hanh stra ddi hdé so moi
thau dé bao dam khong trai quy dinh ctia Thong tw nay.

Piéu 4. Trach nhiém thi hanh

Cuc trwdng Cuc Quan ly Duoc, Vu trudng Vu K& hoach Tai chinh, Chanh Van phong Bo, Vu
trwdng, Cuc trwdng, Tdng Cuc trwdng cac Vu, Cuc, Téng cuc thudc Bo Y té, Thi trwdng cac co quan,
don vi tryc thudc Bo, Giam dbc S& Y té céac tinh, thanh phé trwc thudc trung wong va Tha trwdng co
quan y té cac B, nganh chiju trach nhiém thi hanh Thang tw nay.
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] Trong qua trinh thyc hién, néu co6 kho khan vidng mac, cac don vi, dia phwong bao céo vé Bo Y
té (Vu Ké hoach Tai chinh) dé nghién ctru, gidi quyét./.

Noi nhan: KT. BO TRUONG
- Van phong Chinh phii (Phong Coéng bao; THU TRUONG
Cbng thong tin dién t&r Chinh pha);
- B6 Tw phap (Cuc Kiém tra VBQPPL);
- Cac Th trwdng Bo Y té (dé biét);
- UBND tinh, thanh phé trwc thuéc TW;
- S& Y té tinh, thanh phé trwc thudc TW; Pham Lé Tuén
- Céac don vi trc thudc BO Y té;
-'Y té cac B, nganh;
- Cac Vu, Cuc, Téng cuc, Van phong Bo,
Thanh tra Bo, Céng thong tin dién t Bo Y té;
- Lwu: VT, PC, QLD, KHTC (05 ban).

PHU LUC 1

(Ban hanh kém theo Théng tw sé 31/2014/TT-BYT ngay 26 thang 9 ndm 2014 cta Bo truéng B Y té)

BANG TIEU CHUAN DANH GIA VE MAT KY THUAT

. Mirc
TT Noi dung didm
| |Céc tiéu chi danh gia vé chat lwong thudc: 70 diém

1 [Mat hang thubc tham dw thau dwoc san xuat bdi co sé: 25 diém
1.1. Pat tiéu chuén PIC/s-GMP, EU-GMP:
a) Thudc nwdc tham gia ICH. 25
b),Khéng thudc nwéce tham gia ICH, dwoc B Y té Viet Nam (Cuc Quan ly Duwoc) cap 23
giay chiyng nhadn WHO-GMP.
c)’ th“)pg thudéc nwéce tham gia ICH, chwa duwgc BO Y té Viet Nam (Cuc Quan ly Dwoc) 21
cap giay chirng nhdn WHO-GMP.
1.2. Dat tiu chudn WHO-GMP:
a) Duoc Bo Y té Viét Nam (Cuc Quan ly Duoc) cap giéy, chirng nhan WHO-GMP va 24
dwoc co quan c6 tham quyén cla nwéc tham gia ICH cap phép lwu hanh.
b) Broc B Y té Viét Nam (Cuc Quan ly Dwoc) cap giay chirng nhan WHO-GMP va 22
dwoc nhwong quyén sén xuat tlr co s& dat tiéu chuan PIC/s-GMP, EU-GMP thudc nwéc
tham gia ICH.
c) Puwoc BO Y té Viét Nam (Cuc Quan ly Dwoc) cap gidy chirng nhan WHO-GMP. 21
d) Khong dwoc BO Y té Viét Nam (Cuc Quan ly Dwoc) cap gidy chirng nhan WHO-GMP. 20
1.3. Thudc déng y, thubc tlr dwoc liéu sén xuéat béi co sé:
a) Dwoc Bo Y té Viet Nam (Cuc Quan ly Duwoc) cap gidy chirng nhan dat tiéu chuan 25
WHO-GMP.
b) Chwra dwoc Bo Y té Viét Nam (Cuc Quan ly Dwoc) kiém tra va cap gidy chirng nhan 20
dat tiéu chuan WHO-GMP.

2 [Tinh hinh vi pham chat lwong ctia mé&t hang thuéc dw thau(1): 10 diém
1. Chwa phat hién vi pham vé chat lwong trong vong 1 ndm gan day. 10
D 2. C6 thdng bao vi pham vé chat lwong trong vong 1 nam gan day:
a) Vi pham chét lwgng & Marc do 3.
b) Vi pham chét lwgng & Mirc do 2. 0

Tinh hinh vi pham chat lwong cla co s& san xuat mét hang thuéc dw thau(2): 10 diém
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3.1. Khong c6 thuéc vi pham chét lwong trong vong 1 ndm gan day. 10

3.2. C6 01 mat hang vi pham chéat lwong trong vong 1 nam gan day. 9
3.3. C6 02 mat hang vi pham chét lwgng trong vong 1 ndm gan day. 6
3.4. C6 tr 03 méat hang tré én vi pham chat lwong trong vong 1 ndm gan day. 0

4 |Han dung (Tudi tho) cta thudc (3): 10 diém

4.1. Mat hang thudc tham dw thau c6 tudi tho tir 3 ndm tré Ién. 10
4.2. Mat hang thudc tham dw thau c6 tudi tho tir 2 ndm dén dwdi 3 nam. 9
4.3. Mat hang thubc tham dw thau cé tudi tho duwéi 2 ndm. 8

5 [Tiéu chi danh gia vé nguyén liéu (hoat chat) sén xuat mat hang thudc tham dy thau(4): 5 diém

5.1. Nguyeén liéu (hoat chat) san xuét tai cac nwéc tham gia ICH. 5

5.2. Nguyén liéu (hoat chat) san xuét tai cac nwéc khac khong thudc ICH duoc cap 4
chirng nhan CEP.

5.3. Cac trwong hop khac. 3

6 [Tiéu chi danh gia vé twong dwong sinh hoc cta thubc (5): 5 diém

6’.1. Mat h'éng thudce th’am dw thau cé tai liéu chirng minh twong dwong sinh hoc do Bd Y 5
té cong bo doi véi thude phai thir twong dwong sinh hoc

6.2. M&t hang thudc tham dy thau thudc trwéng hop mién bao céo sb liéu nghién ctu 5
twong dwong sinh hoc theo quy dinh.

6.3. Mat hang thuc‘)p tham dw thau khéng co tai liéu chirng minh twong dwong sinh hoc 3
do BO Y té cong bo.

7+ |Mat hang thuéc dugc san xuat tlr nguyén liéu khang sinh san xuat trong nwéc (*khong danh gia
cho thudc déng vy, thudc tr dworc liéu): 5 diém

7.1. Mat hang thudc tham dy thau duoc san xuat ttr nguon nguyén liéu khang sinh san 5
xuat trong nwéec.

7.2. Mat hang thudc tham dy thau dwoc san xuat tir nguon nguyén liéu khong phai la 4
khang sinh san xuat trong nwéc.

8* Mat hang thu6c tham du thau Ia thudc dong y, thuoc tir dwoc liéu (*Chi danh gia cho thude dong y
thuoc tir dwore liéu): 5 diém

8.1. Mat hang thudc tham dy thau dwoc san xuat tlr dwoc liéu cé chirng nhan dat GACP. 5
8.2. Mat hang thudc tham dy thau dwoc san xuat tlr dwoc liéu cé ngudn gdc xuat xi rd 3
rang.

8.3. Mat hang thudc tham dw thau dwoc sdn xuét tr dwoc liéu khéng chirng minh dwoc 0

ngudn géc xuat x( rd rang-.

Il |Céac tiéu chi danh gia vé déng géi, bdo quan, giao hang: 30 diém

9 [Mat hang thubc duwoc cung tng béi co sé: 5 diém

0.1. La doanh nghiép san xuat mat hang thubc dw thau. 5

0.2. La doanh nghiép nhap khau truc tiép mat hang thubc du thau.(6) 4

0.3. Khong phai doanh nghiép san xuét, nhap khau tryc tiép mat hang thudc dy thau. 3
10 |Mé&t hang thubc dwoc cung ng béi nha thau cé kinh nghiém cung &ng thudc(7): 5 diém

10.1. P4 cung ng thubc cho co s& y té tr 3 nam tré 1én. 5

10.2. D4 cung ng thubc cho co s& y té dwdi 3 nam. 4

10.3. Chwa cung &ng thubc cho co s& v té. 3

Trung tam LuatVietnam - Cong ty CP Truyen thong Quoc te INCOM
i \ Dia chi: Tang 3, Toa nha TechnoSoft, phd Duy Tan, Cau Gidy, Ha Nai
lua‘uiejnam . BT: (04) 37833688 - Fax: (04) 37833699
www.vanbaniuat.vn Hotline: 016 9696 8989 - Email: lawdat a@luatvietnam.vn




11 [Kha nang dap rng yéu cau cla nha thau vé diéu kién giao hang(8): 3 diém

11.1. Dap rng dwoc yéu cau vé diéu kién giao hang tai ho so mdi thau. 3

11.2. Khong dap ng dwoc yéu cau vé diéu kién giao hang tai hd so mdi thau. 0

12 |Mé&t hang thubc dwoc cung (rng béi nha thau cé uy tin trong thwe hién hop dong(9): 8 diém

12.1. Chwa cé vi pham trong dau thau cung (rng thudc cho cac co sé y té.

a) D4 tring thau tai don vi, cung ng thubc bao dam chét lwgng, dung tién d6 theo hop 8
dong.

b) D3 tring thau tai don vi, cung (ng thubc bao dam chét lwgng nhung chwa ding tién
d0 theo hop dong.

c) Chwa trung thau tai don vi. °

12.2. C6 vi pham trong dau thiu cung tng thubc cho cac co sé vy té. 5
13 |Mé&t hang thuéc tham du thau béi nha thau cé td chirc chubi nha thuéc GPP: 3 diém

13.1. Nha thau la doanh nghiép cé td chirc chudi nha thuéc GPP. 3

13.2. Nha thau khéng phai la doanh nghiép c6 td chirc chudi nha thubc GPP. 2
14 |M&t hang thuéc tham du thau béi nha thau cé té chirc Trung tdm phan phdi thudc: 3 diém

14.1. Nha thau la doanh nghiép t6 chirc Trung tm phan phdi thubc. 3

14.2. Nha thau khong phai la doanh nghiép té chirc Trung tdm phan phéi thubc. 2

15 |Mat hang thudc tham dy thau béi nha thau co hé thong phan phdi, cung tng rong khap tai cac dia
ban mién nui, khé khan (10): 3 diém

15.1. Nha thau c6 hé théng phan phdi, cung (rng rong khap trén dia ban tinh (chi ap dung 3
ddi v&i cac tinh Ha Giang, Cao Bang, Bac Kan, Lao Cai, Yén Bai, B4c Giang, Phu Tho,
Dién Bién, Lai Chau, Son La, Thanh Hoa, Nghé An, Quang Binh, Quang Tri, Quang
Nam, Quang Ngai, Binh Dinh, Ninh Thuan, Kon Tum, Lam Ddng, Quang Ninh, Ha Tinh,
Gia Lai, Phu Yén, Hoa Binh, Tuyén Quang).

15.2. Cac trevdng hop khac. 2

Ghi chu:

(1), (2): C&n clr vao thodng tin vé cac thubc va co sé& san xuét thudc cé vi pham chét lwvong do
Cuc Quan ly Dwoc ra quyét dinh thu hdi dwoc cong bé trén trang thdng tin dién t& ctia Cuc Quan ly Dwoc
(dia chi: http://www.dav.gov.vn). M&c dd vi pham vé chét lugng thubc dwoc quy dinh tai Khoan 3 biéu 13
Chuwong IV Théng tw s6 09/2010/TT-BYT ngay 28 thang 4 ndm 2010 ctia B6 Y té hwdng dan viéc quan ly
chét lwong thubc.

(3) “Han dung cla thubc 14 thoi gian si dung dwoc an dinh cho mét 16 thubc ma sau thoi han nay
thudc khéng duoc phép st dung” (theo Khoan 21 Diéu 2 Luat Dwoc). Vi du: Thubce ghi trén nhan: Ngay
san xuét: 11 thang 02 ndm 2006; ngay hét han 11 thang 02 nam 2011, han st dung (hay tudi tho) cla
thubc la 5 nam.

(4) Can clr vao danh sach cac thubc duoc san xuét tir nguyén liéu san xuét tai cac nwéc tham
gia ICH, nguyén liéu dwoc cap Giay chirng nhan CEP dwoc cong bo trén trang théng tin dién t& cla Cuc
Quan ly Dwoc (dia chi: http://www.dav.gov.vn).

(5) Can ctr vao danh sach cac thubc ¢ tai liéu chirng minh twong dwong sinh hoc dwoc cong bd
trén trang théng tin dién tlr cia Cuc Quan ly Dwoc (dia chi: http://www.dav.gov.vn) va quy dinh tai Théng
tw sb 08/2010/TT-BYT ngay 26 thang 4 nam 2010 cGa Bd Y té huwéng dan bao cao sbé liéu nghién ctru
sinh kha dung/twong dwong sinh hoc trong déng ky thudc.

(6) Can c vao to& khai hang hoa nhap khau clia mét hang dw thau.

(7) Can ctr vao thong bao tring thau, hop dong mua ban thude, héa don ban thude cho cac co
s® kham tgénh, chira bénh mé, nha nha thau dang dy thau hoac cac co s& kham bénh, chira bénh khac
ma nha thau da cung rng thuodc.
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(8) Nha thau can néu rd trong H6 so du thau viéc dap trng/khdéng dap (rng dwoc yéu ciu ctia chi
dau tw/don vi vé diéu kién giao hang trong Hd so moi thau (tai Biéu tién do cung cip tai Chwong VI va
yéu cau vé van chuyén hang hda tai Diéu 27 Chwong VIII) tai Mau hd so mdi thdu mua sdm hang hoa
ban hanh kém theo Théng tw s6 05/2010/TT-BKH.

(9) Bé danh gia noi dung nay, can ctr vao viéc thwe hién hop ddng cung trng thudc gitra nha thau
va chi dau tw/don vi trong trwdng hop nha thau da tring thau; can c& vao théng tin vé viéc vi pham
trong qua trinh d4u thau, cung (rng thubc clia cac nha thau tai cac co s& y t& dwoc cong bd trén trang
thong tin dién t& cia Cuc Quan ly Dwoc (dia chi: http://www.dav.gov.vn).

(10) Can ctv vao thyc trang tinh hinh cung (rng thudc clia tirng dia phwong, S& Y té xac dinh cu
thé cac nha thau c6 hé thong phan phoi dap trng viéc cung rng thuoc tai dia ban, chi ap dung cho cac
goi thau cua cac co s& y té thudc dia ban cac tinh trong danh sach.
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