Phan 4. PHU LUC BANG TIEU CHUAN PANH GIA VE KY THUAT!

= . Miic Diém
Tiéu chi .2 chi
diem - X
tiet

I. Cac tiéu chi danh gia vé chat lwong thuéc
1. Mit hang thuéc tham dw thau dwec san xuat trén day chuyén san xuat | 24
thudc®@:
1.1. Pat nguyén tac, tiéu chuan EU-GMP hoac nguyén tac, tiéu chuan tuong
duong EU-GMP:
a) Tai nudc thugc danh sdch SRA hoac EMA 24
b) Tai nude con lai khéng thudc diém a muc nay 22
1.2. Pat nguyeén tac, tiéu chuan PIC/S-GMP 20
1.3. Pat nguyen tac, tiu chuan GMP:
a) Pugc co quan quan Iy dwoc Viét Nam cong bo dap (ng nguyén tac, tiéu 24

chuan GMP va thubc dugc gia cong, chuyen giao cong ngh¢ tai Viét Nam c6 co
so tham gia vao qua trinh san xuat thube trudc chuyén giao cong nghé hoic co
s& san xuat thude dit gia cong tai nudce thudc danh sach SRA hoic EMA

b) Puoc co quan quan ly dugc Viét Nam cong bo dap tng nguyén tac, tiéu 22
chuan GMP va thubc dugc gia cong, chuyen giao cong ngh¢ tai Viét Nam c6 co
so tham gia Va0 quéa trinh san xuét thudc trude chuyén giao cong nghé hoac co
s san xuat thude dat gia cong tai nude 1a thanh vién PIC/s dong thai 14 thanh
vién ICH.

¢) Tai Viét Nam va duoc co quan quan 1y dugc Viét Nam cong bo dap tng 21
nguyeén tic, tiéu chuan WHO-GMP

1.4. Chc truong hop con lai khang thuoc muc 1.1, 1.2 va 1.3 19
2. Mit hang thuéc tham dw thau dwoc san xuat®: 20

2.1. Tai nuéce thude danh sach SRA hoac EMA 20
2.2. Tai nudc 1a thanh vién PIC/s dong thoi 1a thanh vién ICH 18
2.3. Tai Viét Nam va c6 co s& san xuat thudc trudc chuyén giao cong nghé hoac 20
co s& san xuat thude dit gia cong tai nudc thudc danh sdch SRA hoic EMA

2.4. Tai Viét Nam va c6 co s& san xuat thudc trudc chuyén giao cong nghé hoac 18

co s& san xuat thudc dat gia cong tai nudc 1a thanh vién PIC/s dong thoi 1a thanh
vién ICH

2.5. Tai nudce con lai khdng thuoc muc 2.1, 2.2, 2.3 va 2.4 15
3. Tinh hinh vi pham chat lwgng ciia mat hang thudc di thau®: 5
3.1. Chua phat hién vi pham vé chat lugng trong vong 01 nam tinh tir thoi diém 5

dong thau tré vé trude

3.2. C6 thong bao vi pham vé chat luong trong vong 01 nidm tinh tir thoi diém
dong thau tro vé trude

w

a) Vi pham chat luong & Mirc d6 3

b) Vi pham chat lugng & Muc d6 2 0

4. Tinh hinh vi pham chat lweng ciia co s& san xuat mat hang thuéc dw | 5
thau®):

4.1. Khéng c6 thudc vi pham chat lwong trong vong 01 nam tinh tir thoi diém 5
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dong thau tré vé trudc

4.2. C6 01 mat hang vi pham chat luong trong vong 01 nim tinh tir thoi diém 4

dong thau tré vé trudc

4.3. C6 02 mat hang vi pham chat luong trong vong 01 nim tinh tir thoi diém 3

dong thau tré vé truée

4.4. C6 tir 03 mat hang tro 1én vi pham chat luong trong vong 01 nim tinh tir 0

thoi diém dong thau tré vé trudc

5. Han dung (Tudi tho) caa thuac®: 5

5.1. Mat hang thudc tham duy thau cé tudi tho tir 03 niam trd 18n 5

5.2. Mt hang thudc tham dy thau c6 tudi tho tir 02 nim dén duéi 03 nim 4

5.3. Mat hang thuoc tham duy thau cd tudi tho dudi 02 nim 3

6. Tiéu chi danh gia vé nguyén liéu (hoat chat) san xuat mit hang thuéc | 3

tham duw thau®:

6.1. Nguyén liéu (hoat chat) san xuat tai cac nudc thuoc danh sach SRA hoic 3

EMA

6.2. Nguyén liéu (hoat chat) san xuat tai cac nuéc khac khong thuoc danh sach 3

SRA hoic EMA dugc cap ching nhan CEP

6.3. Cac truong hop khac 2

7. Tiéu chi danh gia vé twong dwong sinh hoc caa thudc, thudc thupc danh | 5

muc san pham quéc gia, thudc dwoc giai thwéng “Ngoi sao thudc Viét” caa

Bo Y té®:

7.1. Mt hang thuoc tham dy thau dugc co quan quan 1y duoc Viét Nam cong bo 5

c6 ching minh twong duong sinh hoc hoic thudce thudc danh muc biét dugc géc,

sinh pham tham chiéu do Bo Y té cong bd

7.2. Mt hang thudc tham dy thau thuoc Danh muc san pham qudc gia 5

7.3. Mat hang thudc tham dy thau dugc giai thuong “Ngbi sao thudc Viét” cua 5

BoY té

7.4. Cac truong hop khéc 3

8. Mit hang thudc dwoc san xuat tir nguyén liéu khang sinh san xuat trong | 3

nuée (Khong danh gia d6i véi thude dwoc ligu, thudc cd thanh phan dwoc

lieu phdi hop véi dwoc chit héa dwoc, thude co truyen):

8.1. Mit hang thudc tham du thau duoc san xuat tir nguon nguyén liéu khang 3

sinh san xuét trong nu6c

8.2. Mit hang thudc tham du thau dugc san xuat tir nguon nguyén liéu khong 2

phai 1a khang sinh san xuat trong nuéc hoic thudc du thau khong phai thudc

khang sinh

9. Mit hang thuéc tham dw thau la thude dwoc liéu, thudc co thanh phan | 3

dwoc liéu phdi hep véi dugc chit héa dwoc, thudc co truyén (Khong danh

gia doi véi thudc hoa dwec, vic xin, sinh pham):

9.1. Mat hang thuéc tham du thau duoc san xuat tir duoc liéu c6 ching nhan dat 3

GACP

9.2. Mit hang thuéc tham dy thau duoc san xuat trén co s¢ nhiém vu khoa hoc 3

va cbng nghé cap quéc gia, cap Bo va cap tinh

9.3. Mit hang thudc tham duy thau duoc san xuat tir dugc liéu c6 nguon goc xuat 2
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9.4. Mat hang thudc tham du thau dugc san xuat tir dugc liéu khéng ching minh 0
duoc ngudn géc xuat xi rd rang
II. Cac tiéu chi danh gia vé déng géi, bao quan, giao hang 30
10. M3t hang thude dwoc cung &ng béi co sé: 5
10.1. La doanh nghiép san xuat mat hang thudc du thau 5
10.2. La doanh nghiép nhap khau truc tiép mat hang thudc dy thau® 4
10.3. Khdng phai doanh nghiép san xuat, nhap khau tryc ticp mat hang thuoc du 3
thau
11. Mit hang thude dwoc cung @wng béi nha thau cé kinh nghiém cung wng | 5
thuéc 19
11.1. Ba cung tng thudc cho co sd Y té tir 03 nam trd 1én 5
11.2. Bi cung tng thudc cho co sd y té dudi 03 nim 4
11.3. Chua cung @ng thudc cho co sy té 3
12. Kha niing dap wng yéu cau cia nha thau vé diéu kién giao hang 9 5
12.1. Pap ung dugc yéu cau vé diéu kién giao hang tai ho so moi thau 5
12.2. Khong dap tmg duoc yéu cau vé dieu kién giao hang tai ho so moi thau 0
13. Mat hang thude dwoc cung wng béi nha thau cé uy tin trong thwc hién | 10
hop dong @2
13.1. Nha thau ¢ vi pham trong thuc hién hop dong cung ung thudc cho céc co 8
oy té da dugc cong bd trén Heé thdng mang dau thau qudc gia
13.2. Nha thau da cung ung thudc tai don vi
a) Cung ung thuoc bao dam tién do theo hop dong 10
b) Cung ttng thudc khong bao dam tién do theo hop dong 8
13.3. Nha thau chua cung tng thuoc tai don vi 8
14. Mit hang thudc tham du thau béi nha thau c6 hé thong phan phoi, cung | 5
rng rong Khip tai cac dia ban mién nii, khé khin @9
14.1. Nha thau c6 hé thong phan phai, cung wng rong khap trén dia ban tinh (chi 5
4p dung ddi voi céc tinh, Cao Bang, Thai Nguyén, Lao Cai, Bic Giang, Phu
Tho, Pién Bién, Lai Chau, Son La, Thanh Hoéa, Nghé An, Quang Tri, Pa Nang,
Quang Ngéi, Khanh Hoa, Lam Pdng, Quang Ninh, Ha Tinh, Gia Lai, Pak Lk,
Tuyén Quang)
14.2. Cac truong hop khac 4

Ghi chu:

(1) Thudc ddap g nhiéu muc trong mét tiéu chi thi chi cham diém theo muc

cO mize diém cao nhdt ma thuée dat duoc.

(2) Truwong hop thuoc di thau co nhiéu co sé cling tham gia qua trinh sdn
Xudt thude thi can cir theo nguyén tac, tiéu chudn GMP Ciia co sd san Xudt ¢ tiéu
chuan thap nhar d@é danh gia diém. Doi Vi thuoe meéc ngoai gia cong, chuyeén
giao cdng ngh¢ tai Vier Nam thi can cir nguyén tic, tieu chuan GMP Ciia co sé san

Xudt thuoc gia cong, chuyén giao cong nghé.
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(3) Can cit vao thdng tin vé cac thuéc duwoc cap phép lwu hanh da dwoc cap
gidy dang ky luu hanh hodc gigy phép nhdp khau dwoc Cuc Qudn Iy Duoc, cong
bo trén trang théng tin dién tr cua Cuc Qudn [y Duwoc (dia chi:
http://www.dav.gov.vi) va théng tin trén cdc céng van, quyét dinh phé duyét cua
Cuc Qudn Iy Dot hodc Cuc Qudn Iy Y, Duoc c6 truyen cong bo trén trang thong
tin dién tir cia Cuc Quan Iy Y, DuocC €6 truyén (dia chi: https://ydct.moh.gov.vn/)
va thong tin trén cdc cong van, quyét dinh phé duyét ciia Cuc Qudn Iy Y, Duot €6
truyen.

(4), (5) Cén cir vao thdng tin vé cac thudc va co sé san xuat thUOc co vi pham
chdt lwong do Cuc Qudn 1y Duwrgc hodc Cuc Qudn Iy ¥, DuoC €6 truyén ra quyét
dinh thu héi, céng van théng bdo thu héi dwoc cong bé trén Trang théng tin dién
tir cua Cuc Qudan Iy Duoc (dia chi: http://www.dav.gov.vn) hogc trang thong tin
dién tir cia Cuc Qudn Iy Y, Dwoc Cé truyén (dia chi: https://ydct.moh.gov.vn/).
Mize dé vi pham vé chdt lwong thudc dieoe quy dinh tai khodn 2 Piéu 63 Lugt Do
ngay 06 thang 4 nam 2016.

(6) “Han ding cua thudc 1 thoi gian si dung dwoc dn dinh cho mét 16 thudc
ma sau thoi han nay thude khéng dioc phép sir dung” (theo quy dinh tai khodn 31
Piéu 2 Ludt dwoc ngay 06 thang 4 nam 2016). Vi du: Thuéc ghi trén nhdn cé ngay
san xudt la ngay 11 thang 02 nam 2006, ngay hét han 1a ngay 11 thang 02 ndm
2011 thi han si dung (hay tuéi the) cia thude la 05 nam.

(7) Can cit vao danh séch cac thuoe duoc san xuat tir nguyén ligu (hoat chat)
San Xxuat.

(8) Can cir vao danh sach cac thuoc c6 chitng minh twong dwong sinh hoc
duwoc cong bo trén Trang thong tin dién tw cua Cuc Qudn Iy Dwoc (dia chi:
http://www.dav.gov.vn).

(9) Can cir vao to khai hang hda nhdp khdu cia mat hang di thau.

(10) Céin cir vao thdng bao tring thau, hop dong mua ban thuéc, héa don ban
thuoc cho cac co so'y té ma nha thau dang duw thau hodc cho cac co so'y té khac
ma nha thau da cung ung trén toan quoc.

(11) Nha thau can néu rd trong ho so du thau viéc ddp ung/khong dap ung
duot yéu cau cua chi dau tu/co sé'y té vé diéu kién giao hang, s6 lwong thuéc theo
yéu cau trong hé so- moi thau (thuc hién theo hwong dan tai Bang pham vi cung
cap, tién dé cung cdap va yéu cau vé ky thugt cua thuoc tai Muc 1 Chuong V -
Pham vi cung cdp).

(12) Viéc danh gia ngi dung nay phdi can cir vao meét trong cac théng tin sau:

- Théng tin vé viéc vi pham trong cung ing thuéc cia cac nha thau tai cdc co
so'y te trén toan quoc dwroc cong bo trén Hé thong mang dau thau quoc gia

- Viéc thuee hién hop dong cung ing thuéc giza nha thau va don vi.

(13) Chi &p dung cho cac gdi thau ciia cdc co so'y té thuge dia ban céc tinh
trong danh sach. Can cir vao thuc trang tinh hinh cung ing thuoc cua timg dia
phuong, So Y té xac dinh cu thé tiéu chi cac nha thau cd h¢ thong phan phoi dap
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ung viéc cung ing thuoc tai dia phu’O'ng dé cham diém (Tieu chi nay khong dirgC
hiéu 1a chdm diém cho céc nha thau c6 hé thong phan phol cung #ng tai tat ca cac
tinh trong danh sach ma chdm diém cho nha thau cd hé théng phan phai rong khdap
dam bao viéc cung ing thude cho cdc co sé'y té tai dia ban tinh tham du thau).
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Mau s6 15

BANG TONG HQP PIEM KY THUAT CUA TUNG SAN PHAM DU THAU DO NHA THAU TU PANH GIA
Theo thang diém tai Bang tiéu chudn danh gid vé ky thudt (Phyu luc 4) cia E-HSMT

Tén nha thau:
Tén goi thau:
Tiéu chuan thuc hanh tét cia nha thau:

Quy TC |TC|TCc|TC|TC|TC|TC|TC|TC| TC | TC | TC | TC | TC
STT Tén spi/ | Nong 10)10: :
STT trong Ma hoat Tén GPL do - b'aog Nhém Tong
E- | thubc %, | thube Ham < TCKT diém
chat H ché, 11 [ 1213141516 L7 | 18] 1.9 1110|1111 | 1112 | 1113 | 1114
HSM lwgng |
* Puong
dung
...... , ngay ........ thang.......... nam........

Pai dién hep phap cia nha thau
[Ghi tén, chize danh, ky tén va déng dau]




Ma&u s6 16
CAM KET VE PIEU KIEN GIAO HANG CUA NHA THAU
, ngay thang nam

Tén nha thau: [Ghi tén ddy di ciia nha thau]

Kinh gui: Trung tdm Y té Hong Linh

Sau khi nghién ctu E-HSMT goi thau ....ching t0i xin cam két va thuc
hién day du nhitng n6i dung theo yéu cau cua E-HSMT nhu sau:

1. Cung Ging kip thoi, chinh xac, dii vé s6 lugng thuoc tring thau, dam
bao tiéu chuan chat luong nhu da dang ky véi co quan c6 tham quyen trong thoi
gian hiéu luc cua hop dong Pap ung day du cac yéu cau vé diéu kién giao hang
tién d6 va pham vi cung cp néu trong E-HSMT.

2. Trong truong hop gidy phép luu hanh hoic Glay phép nhap khau hay hd
so gia han hi¢u luc s6 dang ky cta thudc tham du thau bi hét han, chung tai xin
dam bao s& cung cap van ban xac nhan cta co quan c6 tham quyén hoac tuan thi
theo dung cac quy dinh.

3. Bao quan va phan phoi thuép dam bao ding yéu cau quy dinh vé GSP,
GDP trong suot qua trinh van chuyén tsi kho cua Trung tam Y t€ Hong Linh,
dia chi: To DP bong Thuan, phuong Bac Hong Linh, tinh Ha Tinh.

4. V& han str dung cua thudc tai thoi diém giao hang:

Han sir dung con lai cua thudc trang thau tinh tir thoi diém thude cung ang cho
co so' Yy té phai bao dam tdi thiéu con 03 thang d6i véi thuc ¢ han dung tir 01
nam trg 1én, 1/4 han dung d6i voi thube c6 han dung duéi 01 nam. Trong truong
hop han sir dung cia thubc khéng dap vmg yéu cau néu trén, dé bdo dam c6
thuéc phuc vu nhu cau kham bénh, chita bénh, can cir tinh hinh thuc té, Chi dau
twr quyét dinh han sir dung con lai cia thubc tring thau tinh dén thoi diém thuoc
cung ting cho co sé'y té va khéng dwoc YU cau cao hon quy dinh néu trén, phdi
ddam bdo con han sir dung khi sir dung thuéc cho bénh nhan.

5. Cam két thu hoi thudc vo dieu kién ké ca khi hop dong da cham dut néu
thudc da giao khong dam bao day du cac tiéu chuan k¥ thuat nhu da chao thau,
hoic ¢6 thong bao thu hdi cia co quan c6 tham quyén ma nguyén nhan khong do
15i caa cha dau tu, don vi ky hop dong hay co s y té va hoan tra day du thudc
dam bao chat luong cho don vi, twong Gng Vi s6 lugng thubc da thu hoi dong
thoi dén bu moi chi phi ¢d lién quan.

Dai dign hep phap ciia nha thau
[Ghi tén, chize danh, ky tén va dong dau]



