Muc 3. Tiéu chuéin danh gia vé ky thuit
3.1. Phwong phap danh gia:
~ Viéc danh gia vé ky thuat ap dung phuong phap cham diém dé danh gia voi thang
diém to1 da 1a 100, cu thé nhu sau:

a) Chat luong thudc: 70% tong s6 diém (70 diém).

b) Pong géi, bao quan, giao hang: 30% tong sb diém (30 diém).

¢) E-HSDT duoc danh gia dap ung yéu cau vé ky thuat khi dap ung du cac yéu
cau sau:

- Diém cua timg tiéu chi tai yéu cau vé chat lugng thude va vé dong goi, bao quan,
giao hang khong thap hon 60% diém t61 da ti€u chi do.

- Tong diém cua tat ca cac tiéu chi danh gia vé mat ky thuat khong thap hon 70%
tong s6 dieém. Doi voi cdac thudc co hiéu qua diéu tri cao (thudc san xudt toan bo trén
ddy chuyén san xuat dat nguyén tdac, tiéu chuan EU-GMP hodc day chuyén san xudt
dat nguyén tac, tieu chudn twong duong EU-GMP tai nudc la thanh viéen SRA va duoc
cap phép, luu hanh boi mot trong co quan quan ly dwoc cac niedc tham chiéu...), Chu

dau tw co the quy dinh mikc diém yéu cau toi thiéu vé ky thudt khéng thap hon 80% tong
s6 diém téi da vé ky thudt.

3.2. Bang tiéu chuin danh gia vé k¥ thuat:

Mirc | Diém

Tiéu chi diém |chi tiét

I. Céc tiéu chi danh gia vé chat lwong thude

1. Miit hang thudc tham du thiau dwoc sin xuit trén dy chuyén san 24
xuat thuoc(2):

1.1. Pat nguyén tic, tiéu chuan EU-GMP hodc nguyén tic, tiéu chuan|
tuong duong EU-GMP:

a) Tai nudc thude danh saich SRA hoac EMA 24
b) Tai nudc con lai khong thudc diém a muc nay 22
1.2. Pat nguyén tic, tiéu chuan PIC/S-GMP 20

1.3. Pat nguyén tic, tiéu chuan GMP:

a) Buoc co quan quan ly duge Viét Nam cong bb dap g nguyén tac, 24
tiéu chuan GMP va thudc dugc gia cong, chuyen giao cong ngh¢ tai Viét
Nam ¢06 co s¢ tham gia vao qua trinh san xuat thudc trude chuyén giao

cong nghé hodc co s san xuat thudc dat gia cong tai nudc thudc danh
sach SRA hoac EMA




diém dong thau tré vé trude

Tiéu chi Mire| Diém
dieém chi tiet

b) Dugc co quan quan ly duge Viét Nam cong bb dap tmg nguyén tic, 22
tiéu chuan GMP va thudc dugc gia cong, chuyen giao cong nghe tai Viét
Nam c06 co s¢ tham gia vao qua trinh san xut thudc trude chuyén giao
cong nghé hoac co sé san xuat thudc dat gia cong tai nudce la thanh vién
PIC/s dong thoi 1a thanh vién ICH.
c) Tai Viét Nam va duoc co quan quan ly dugc Viét Nam cong bb dap 21
ung nguyén tac, ticu chuan WHO-GMP
1.4. Cac truong hop con lai khong thudée muc 1.1, 1.2 va 1.3 19
2. Mit hang thudc tham dw thiu dwoc san xuit®: 20
2.1. Tai nudc thuoc danh sach SRA hoac EMA 20
2.2. Tai nude 1a thanh vién PIC/s dong thoi 14 thanh vién ICH 18
2.3. Tai Viét Nam va c6 co sO san xuat thube truée chuyén giao cong 20
ngh¢ hodc co s& san xuat thuoc dat gia cong tai nudc thudc danh sach
SRA hoiac EMA
2.4. Tai Viét Nam va c6 co sO san xuat thube truée chuyén giao cong 18
ngh¢ hodc co so san xuat thude dat gia cong tai nudc la thanh vién PIC/s
dong thoi 1a thanh vién ICH
2.5. Tai nudce con lai khong thuoc muc 2.1,2.2,2.3 va2.4 15
3. Tinh hinh vi pham chit luwgng ciia méit hang thudc du thau®: 5
3.1. Chua phat hién vi pham vé chat luong trong vong 01 nam tinh tir 5
tho1 diém dong thau tré vé trudce
3.2. C6 thong bao vi pham vé chat luong trong vong 01 nam tinh tir thoi
diém dong thau trd ve trudc
a) Vi pham chat lugng & Muc do 3
b) Vi pham chét lugng & Mitrc d6 2 0
4. Tinh hinh vi pham chat hrong ciia co sé san xuat mit hang thuoc 5
du thau®:
4.1. Khong co thudc vi pham chét luong trong vong 01 nam tinh tir thoi 5
diém dong thau tré vé trude
4.2. C6 01 mét hang vi pham chat luong trong vong 01 nam tinh tir thoi 4




khéng sinh sin xuat trong nudc

Tiéu chi Mire| Diém
dieém chi tiet

4.3. C6 02 mat hang vi pham chat luong trong vong 01 nam tinh tir thoi 3
diém dong thau try vé trude
4.4. Co tir 03 mat hang tr¢ Ién vi pham chét luong trong vong 01 nim 0
tinh tir thoi1 diém dong thau tré vé trudc
5. Han dung (Tudi tho) ciia thudc®: 5
5.1. Mét hang thude tham dy thau ¢6 tudi tho tir 03 nam tré 1én 5
5.2. Mat hang thudc tham du thau c6 tudi tho tir 02 ndm dén dudi 03 nim 4
5.3. Mat hang thudc tham dy thau c6 tudi tho dudi 02 nim
6. Tiéu chi danh gia vé nguyén liéu (hoat chit) san xuit mit hang 3
thuoc tham du thau”:
6.1. Nguyén liéu (hoat chat) san xuit tai cac nude thudc danh sach SRA

< 3
hoac EMA
6.2. Nguyén liéu (hoat chit) san xuat tai cac nudc khac khong thudc danh 3
sdch SRA hoac EMA dugc cap chung nhan CEP
6.3. Cac truong hop khac 2
7. Tiéu chi danh gia vé two‘ng dwong sinh hoc ciia thudc, thude thudc
danh muc sian pham quoc gia, thuéc dwoce giai thuwong “Ngbi sao 5
thudc Viét” ciia Bd Y té®:
7.1. Mt hang thudc tham dy thau dugc co quan quan Iy duge Viét Nam
cong bd co ching minh twong duong sinh hoc hoac thudc thuéc danh 5
muc biét duge gdc, sinh phdm tham chiéu do Bo Y té cong bd
7.2. Mat hang thudc tham du thau thudc Danh muc san pham quéc gia 5
7.3. Mit hang thubc tham du thau duoc giai thuong “Ngoi sao thudc

Sy o N A 5
Viet” cua Bo Y té
7.4. Cac truong hop khac 3
8. Mit hang thudc dwoge san xuat tir nguyen liéu khang sinh sin xuat
trong nwoc (Khong danh gia d6i véi thude dwoc liéu, thuoc co thanh 3
phin dwoc liéu phdi hop véi duge chit héa dwoc, thude co truyén):
8.1. Mat hang thudc tham du thau dugc san xuit tir ngudn nguyén licu 3
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8.2. Mat hang thubc tham du thau duoc san xuat tir nguon nguyén liéu
khong phai la khang sinh san xudt trong nudc hodc thude du thau khong
phai thudc khang sinh

9. Miit hang thudc tham du thiu 13 thudc duoc liéu, thude cé thanh
phan dwgc liéu phoi hgp véi duwge chat héa dwgce, thuoc c¢o truyén
(Khong danh gia doi vai thuoc hoa dwgre, vac xin, sinh pham):

9.1. Mat hang thudc tham dy thau duoc san xuét tir duoc lidu ¢o ching
nhan dat GACP

9.2. Mat hang thudc tham dy thau dugc san xuét trén co s& nhiém vu
khoa hoc va cong nghé cap quoc gia, cap B0 va cap tinh

9.3. Mat hang thuoc tham du thau dugc san xuat tr dugce liéu c6 nguon
gOc xuat xur 10 rang

9.4. Mat hang thubc tham du thau duoc san xuat tir duoc lidu khong
chirng minh dugc ngudn goc xuat xu ro rang

I1. Cc tiéu chi danh gia vé dong goi, biao quan, giao hang

30

10. Mit hang thudc dwoe cung ving béi co sé:

10.1. La doanh nghiép san Xuét mat hang thudc dy thau

10.2. La doanh nghiép nhép khéu truc tiép mat hang thubc dy thau®

10.3. Khéng phai doanh nghié€p san Xuat, nhap khau truc tiép mat hang
thudc du thau

11. Miit hang thudc dwoe cung @ng béi nha thiu ¢é kinh nghiém
cung vng thuoc 1

11.1. P3 cung tGng thube cho co so y té tir 03 nam trd 1én

11.2. P3 cung tGng thube cho co s6 y t& dudi 03 nim

11.3. Chua cung tmg thudc cho co sd y té

12. Kha ning dap ing yéu ciu ciia nha thau vé diéu kién giao hang
an

12.1. Pép tmg duoc yéu cau vé diéu kién giao hang tai hd so moi thau

12.2. Khong dap tmg duoc yéu cau vé diéu kién giao hang tai hd so moi

thau




Tiéu chi Mire| Diém
dieém chi tiet
13. Mit hang thudc dwoge cung ing béi nha thiu cé uy tin trong thue
oA iy A 12) ) ¢ 10
hién hgp dong
13.1. Nha thau c6 vi pham trong thyc hién hop dong cung ung thuoc cho
8
cac co sO y té di duge cong bd trén He thdng mang dau thau qudc gia
13.2. Nha thau d3 cung tmg thudc tai don vi
a) Cung tmg thudc bao dam tién d6 theo hop dong 10
b) Cung tmg thudc khong bao dam tién d6 theo hop dong 8
13.3. Nha thau chua cung mg thubc tai don vi 8
14. Mat hang thudc tham du thau boi nha ?hﬁu ¢6 hé thong phan 5
phoi, cung ng rong khap tai cac dia ban mién nii, khé khan 0:
14.1. Nha thau c6 hé thong phan phéi, cung Ung rong khap trén dia ban
tinh (chi 4p dung ddi véi cac tinh, Cao Bang, Thai Nguyén, Lao Cai, Bic
Giang, Pha Tho, ~Blen Bién, Lai Chau, Son La, Thanh Héa, Nghé An, 5
Quang Tri, Da Nang, Quang Ngai, Khanh Hoa, Lam Dong, Quang Ninh,
Ha Tinh, Gia Lai, Pak Lak, Tuyén Quang)
14.2. Céc trudong hop khac 4




Ghi chu:

(1) Thubc dap ung nhiéu muc trong mot tiéu chi thi chi cham diém theo muc ¢é mirc
diém cao nhat ma thuéc dat duorc.

(2) T ru*ong hop thuoc du thau ¢é nhiéu co s¢ ciing tham gia qua trinh san xudt thuéc
thi can cit theo nguyén tdc, tiéu chuan GMP ciia co s6 san xudt c6 tiéu chudn thap nhat
dé danh gla diém. Poi Voi thuéc nwée ngodi gia cong, chuyen giao cong nghe tai Viet
Nam thi cin civ nguyén tdc, tiéu chudn GMP ciia co 6 san xudt thude gia cong, chuyén
giao cong nghé.

(3) Can cit vao thong tin vé cdc thuéc dwoc cdp phép luu hanh da dwoc cap gidy dang
ky luw hanh hodc gidy phép nhdp khau dwoc Cuc Quan 1y Duwoc, cong bé trén trang
thong tin dien tir cua Cyc Quan ly Dugc (dia chi: http://www.dav.gov.vn) va thong tin
trén cdac cong van, quyet dinh phé duyét cua Cyc Quan Iy Duoc hodc Cuc Quan ly Y,
Duege ¢é truyén cong bo trén trang thong tin dién tir ciia Cuc Quan Iy Y, Do ¢é truyén
(dia chi: hitps://vdct.moh.gov.vn/) va thong tin trén cdc cong van, quyét dinh phé duyét
ciia Cuc Quan Iy Y, Duoc cé truyén.

(4), (5) Can cit vao théng tin vé cdc thudc va co s¢ san xudt thudc c6 vi pham chat
lirong do Cuc Qudn 1y Dwoc hodc Cuc Quan Iy Y, Dwoc ¢é truyén ra quyét dinh thu
héi, cong vin thong bdo thu hoi dwege cong bo trén Trang thong tin dién tir ciia Cuc
Quan ly Duoc (dia chi: http:/www.dav.gov.vn) hodc trang thong tin dién tir cua Cuc
Qudn Iy Y, Dwoc co truyén (dia chi: https://ydct.moh.gov.vn/). Mirc d¢ vi pham vé chat
luong thuéce duwoc quy dinh tai khoan 2 Piéu 63 Ludt Duroc ngay 06 thang 4 nam 2016.

(6) “Han diung ciia thuéc la thoi gian st dung dwege an dinh cho mét 16 thude ma sau
thoi han nay thuéc khéng dwoc phép sir dung” (theo quy dinh tai khoan 31 Dzeu 2 Luat
duoc ngay 06 thang 4 nam 2016). Vi dy: T) huéc ghi trén nhdn c6 ngdy san xudt ld ngay
11 thang 02 nam 2006, ngay hét han la ngay 11 thdng 02 ndm 2011 thi han sir dung
(hay tudi tho) ciia thuoc la 05 ném.

(7) Can cit vao danh sdch cdc thuéc dwoce san xudt tir nguyén liéu (hoat chdt) san xudt.

(8) Can cur vao danh sach cdac thudc ¢é chitng minh twong dwong sinh hoc dwoc cong
bo trén Trang thong tin dién tw cua Cuc Quadan Iy Duwoc (dia chi:
http://'www.dav.gov.vn).

(9) Céin cit vao to khai hang héa nhdp khdu ciia mdt hang dy thau.

(10) Can cur vao thong bdo triung thau, hop dong mua ban thuéc, hoa don ban thudc
cho cdc co s6'y té ma nha thau dang dw thau hodc cho cdc co 56y té khdc ma nha thdau
da cung ung trén toan quoc

(11) Nha thau can néu ré trong hé so dir thau viéc dap vng/khong dap vung duoc yéu
cau ciia chii dau t/co so'y té vé diéu kién giao hang, so lwong thuoc theo yéu cau trong
hé so moi thau (thuc hién theo huong dan tai Bang pham vi cung cdp, tién do cung cdp
va yéu cau vé kj thudt ciia thuoc tai Muc 1 Chwong V - Pham vi cung cdp).
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(12) Viéc danh gia noi dung nay phai can cir vao mot trong cac thong tin sau.

- Thong tin vé viéc vi pham trong cung ung thuoc cua cdc nha thdau tai cdac co so'y té
trén toan quoc duoc cong bo trén Hé thong mang ddu thdu quoc gia

- Viéc thuee hién hop dong cung vmg thudc giiva nha thau va don vi.

(13) Chi ap dung cho cdc goi thau ciia cdc co s6 y té thude dia ban cdc tinh trong danh
sach. Can cur vao thuc trang tinh hinh cung ung thuéc cia tung dia phuong, So'Y té
xdc dinh cu thé tiéu chi cac nha thau cé hé thong phadn phéi dap ing vi¢c cung ing
thudc tai dia phu’ang dé cham diém (Tiéu chi nay khong duoc hiéu la cham diém cho
cdc nha thau cé hé thong phan phoz cung vng tai tdt ca cdc tinh trong danh sdch ma
cham diém cho nha thau c6 hé thong phan phéi rong khdp dam bdo viéc cung ing
thuéce cho cdc co sé y té tai dia ban tinh tham duy thau).



