
PHU LUC 03

Stla d6i, b5 sung Phg lgc 4 ban hinh kim theo
Th6ng tu sii 15/20I9/TT-BYT ngiry 11 th6ng 7 nlm 2019 quy tlinh viQc

ghi J4ng bho ch6 thuiic thuQc.g6i thiu thu5c generic' g6i thAu thuiic
dugc lifu, thu6c c6 truy6n t4i k6 ho4ch lga chgn nhi thiu

(Ban hdnh kdm theo Th6ng tu sQ /TT-BWngay thdng ndm 2023
cila 86 trwtng Bo Y tii)

I. Bing quy ilinh viQc ghi d4ng biro ch5:

D4ng biro chti ghi t4i k0
ho4ch lrga.chqn nhi

thfiu
Cic d4ng biro ch6 duqc dq thAu chung

(l) (2) (3)

I Thuiic vi6n u5ng

Vi6n ndn. vi6n bao phim, vi€n ndn bao phim. vi€n bao
cludng, vi0n nhi€u lop, vi6n ng{m, vi6n nhai, vi6n n6n
rd trong mi6ng.

1.2 Vi0n nang

Vidn nang cring. vi6n nang mem {'). vidn nang chr?a vi
h4t (pEllet, vi nang. vi cAu. ti6u phdn nano)

Ghi chri: Crlc dang bdo ch6 o muc ndy dugc dU thAu
v6i ciic dang bdo ch€ o muc 1.1

Hodn cring, hO hoan, lgp hodn, thriy hoan, hoirn nudc -
mat

1.3 Vi0n hodn cimg

1.4 Vi0n hodn giot Vi€n hoan gigt

1.5 Vi6n hodn mdm

1.6 Vi0n bao tan o ru6t

t.7
Vi6n giAi ph6ng c6 ki6m
soiit

Hodn mdm. mf,t hoirn

Vi6n ndn/vi6n ndn bao phim/vi€n nang/viOn nang
cimg/1vi6n nang mdm bao tan d ruQt GoAc tan trong
ru6t/bao tan trong ru6t hodc kh6ng dich vi/bao khring
dich vi hoac chria pellet/hat/vi hat tan trong ru61,/bao

tan trdng ruOt hoic kh6ng dich vilbao khdng dich vi).
Chi chn: Ciic d4ng bdo ch6 d muc ndy dugc du thiu
vdi cric dang bdo chd d muc 1.1 v?r muc 1.2

Vi6n gi6i ph6ng k6o ddi. vi6n phongthich ch6m, vi€n
giai ph6ng ch4m. vi€n giai phong biOn tl6i. vi6n chua
h4t/pglleVvi h4t giAi phong k6o diri. vi6n giii ph6ng
hoat ChAt theo chuong trinh. vi€n giii phong tqi dich.
r i€n nang cung dang lidose.

Chlshu Ciic dang biro ch6 o muc ndy dugc dg thiu
-..-----Ti------voi cdc dang bdo chd o rnuc I .l vA muc I .2

Vi6n hoa tan(-). vi€n ri nhanh (d6ng kh6. thdng hoa,
in 3D...) t-), vi6n d6ng kh6(-). vi6n tan trong mi6ng
i;i, rien phdn tiin (-). 

-----<) ----;--E

Ghi chu: Cric dang bdo ch6 o muc ndy dugc du thAu

1 .8 Vi€n hda tan nhanh

STT

1.1 Vi0n



2

STT
D4ng bho chii ghi tAi kii

ho4ch lga chgn nhi
thiu

Cric d4ng biro ch5 tlugc dq thAu chung

vdi c6c dang bdo ch6 d muc 1 .1. muc I .2

1.9 Vi6n sti
Vi6n srii

Ghi chri: D4ng bdo ch6 d muc ndy duoc dg thAu v6i
ciic dang bdo ch€ o muc muc 1.1, muc 1.2 vi muc 1.8

Vi0n ndn/vi6n nang ddt du6i ludi (ho4c dat trong mri)1.10 Vi6n ddt du6i ludi

2 Thu6c uiing d4ng c6m, bQt, hqt, dung dich, h6n d!ch, siro, nhii dich

2.1 BQt/c6mArat pha u6ng

Cdrn/ b}t/ h4t pha dung dich ho6c h6n dich udng, gel
u6ng 

?rr rr.,.,r' rrv, urvrr u,,5' ger

Ghi cht: Cdc d4ng bdo ch6 d muc niiy.duoc dU thAu
vdi ciic dang bdo ch6 d muc 2.2 n€u ctng ndng
<IQ/hdm luqng.

2.2
Duns dich./ hdn dich/ nhfr
dich u6ng

Dung dich u6ng, h5n dich.u6ng, nhi tuong (nh[ dich)
udng, siro, !lixir, cao thudc u6ng (Cao l6ng, cao ddc),
c6n thudc u6ng. ruou thu6c u6ng. gel u6ng

Chi cht: Cdc dang bdo che o muc ndy,duoc dg thiu
v6i cric dang bdo ch6 0 rnUc 2.1 n6u ci"rng n6ng
el6/hdm luong.

BQt/cdm.h4t pha u6ng
C6m sti bqt/ bQt siri bqt/ h4t sti bgt d6 pha dung dich
ho4c h5n dich uiing
Ghi chri: C6c d4ng bdo ch6 o muc ndy cluoc du thAu
v6i cric dang bdo ch€ d mqc 2.1

COmfUOVhat khring dich vi hodc bao tan 6 ruQt

Ghi chri: C6c d4ng bdo ch6 d mgc ndy <lugc dy thdu
vdi c6c d4ng bdo ch6 d muc 2.1 

]

2.3
hda tan nhanh

2.4
B6Vcdrn,4rat pha u6n-e

kh6ng dlch vi

2.5
BQt/cdm.rtrat pha-udng
giii ph6ng c6 ki6m so6t

C6m,/b0t/hat bao giai ph6ng co ki€m sorit/ph6ng thich
kdo ddi/gini ph6ng kdo ddi/ph6ng thich ch{m/giai
ph6ng tgi dich/giii ph6ng hoat chAt theo chuong
trinh/giai phong bi€n d6i
Ghi chri: Ciic dang bno ch€ 6 muc ndy dugc dU thAu
vdi cric dang bao chii 6 muc 2.1

3 Thu6c tic dqng tqi migng

3.t
Thu6c k€t dinh ni€m mac
miQng

Vi6n/mdng/mi6ng d6n kCt dinh ni€m mac mi6ng,
ming d4t dudi ludi (hoac dit trong m6)

3.2
Thu6c tric dung t4i ni6m
mac fflleng

Dung d!ch, h6n dich, bQt nhao, miting d6n, gel b6i, xit
ni6m m4c miQng, thudc sric mi0ng, v€ sinh khoang
mi6ng, thudc c6m, thu6c bdt.

4 Thu6c xit, phun mt, hit

1 I
Dung dich.4r5n dich khi
dung

Dung dich khi dung. h6n dich khi dung, nhfl dich khi
dung l

4.2 Thu6c hit dinh lidu/ phun Thu6c phun mt tlinh li0u. bQt siOu min phdn li6u



STT
D4ng biro chti ghi t4i kti

ho4ch lqa.chgn nhi
thiu

3

C6c dang biro ch6 tluqc dg thAu chung

4.5 Thu6c xit ngodi da
Dung dich/ h5n dich xit ngodi da; gel xit ngodi da;

phun t xit ngodi da

(chua
chria t
de hfl
nguy0
hit. h6

trong v6 nang cimg) kdm dgng cu dd hit hoac

rong thi0t bi hit co b0 phfln phdn 1i0u, dung dich

i, bQt dnng dd hit. dugc chdt long/ch6t l6ng
pr chAt dtng dO hit, h6n dich khi dung dtng <16

,n dich nen duoi 6p suit dtrng de hit

mii dinh liOu

4.3 Thu6c xit hong ch/h6n dlch xit hqngI)un

4.4 Thu6c xit mfli Dung ich,4rdn dich xit mfri

5 Thu6c nh6 mit, miii, tai

5.1 Thu6c nh6 mit

Dung dich nho mit (dung m6i nudc hodc d6u): hdn

dich nh6 mdt (m6i trudng phAn tiin nu6c hoic ddu);

nhfi tuong nho mit: gel nhd miit; b}t v6 khuAn d6 pha
dung dich hoic h6n dich nh6 m6t

5.2 Thu6c tra mit Thu6c md/gel/cream tra mIt. b6i mi mdt

5.3
Thu6c nho mdt t6c dung
kdo dai

Dung dich/h5n dlch/nhu tuong tdc dung kdo ddi (dtng
polyme. d6u. phr?c. nano) dtng cho nhdn khoa

5.4 He cdi dat vero mat HQ cdi dat vdo mdt. implant ti6m trong dich kinh

5.5 Thu6c nho mni
Dung dich nh6 mfri (dung m6i nudc ho{c ddu), h6n
dich nh6 mti (m6i trudng phdn tiin nudc hopc ddu),

bQt dii pha dung dich ho4c h6n dich nh6 mfri

5.6 Thu6c rua mul
BQt pha dung dlch, dung d!ch. h5n dich rua mfli ho4c
v€ sinh mfri

Dung dich nho tai (dung m6i nuoc hoac dAu), h5n
dlch nh6 tai (m6i truong phdn tan nudc hoac dAu), bot
d6 pha dung dich hoqc h5n dich nho tai

5.7 Thu6c nh6 tai

6 Thu6c ti6m, ti6m truy'dn

6.1 Thu6cti6m

Thu6c ti6m
6.3 liposome/nano/phr?c hgp

lipid

Dung dich ti€m (dung mdi nudc hoac ddu), hdn dich
ti6m (m6i truong phdn tiin nu6c hoqc ddu). nhi tuong

u phdn tiin viro nudc). bQt pha ti6m (bQt pha

ich ti€m hoac bOt pha h6n dich ti6m), dung
m ddc pha ti€m ''). Dich treo vo khudn

Thu ti6m d6ng kh6. bQt d6ng kh6 pha tiOm. bQt

d6ng kh6 pha ti€m truy6n. bQt d6ng khd pha dich

ti0m
dung
d!ch a

Gh u:
6.2 Thu6c ti6m d6ng khfr tru)

tc C6c dane bdo ch6 d m
4ng bdo ch€ d muc 6.1

uc nAy du<rc dg thAu

udc ti6m dudi d4ng phric hqp lipid
Thu ti€m d4ng liposome, thu6c ti6m du6i d4ng

YOI

nano.

Cihi c u: Ciic dan bdo ch6 o muc n duoc du thdu
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STT
Dang biro ch6 ghi t4i k5

ho4ch lya chqn nhir
thiu

Cic dang bho ch6 du'o'c dg'thiu chung

vdi ciic dang bdo ch€ o mqc 6.1

Thu6c ti6m nhdn ciu, thu6c ti6m dich kinh, thu6c
ti6m tidn phdng, thudc ti€m dudi k6t mac, thu6c ti6m
nhu m6 gi6c mac.

Chi chri: Cric d4ng brio ch6 o muc nAy duoc du thAu
v6i cric dang biro ch€ d muc 6.1

6.4 Thu6c ti6m nhin cdu

6.5
Thu6c ti€m tric dung k6o
dai

Thu6c ti6m dang polyme/gel/vi ciu,nano/h5n
dlch/nhn tuong tac dung kdo ddi

Ghi chri: C6c dang bdo ch6 6 muc ndy elugc du thAu
v6i cric dang bdo ch6 o muc 6.1

6.6
Thu6c ti€m d6ng sin
trong dung cu ti6m

B[t ti6m phan lidu. bom ti6m phrin liiu
Ghi cht: Cric dang bdo ch6 d muc ndy tluoc dg thiu
vdi cric d4ng bdo ch€ d muc 6.1

6.7 Thu6c cAv du6i da

6.8 Thudc ti6m truy6n

Thu6c implant (<Idt dudi da). Thu6c ti6m du6i da (cdLy

ph6ng thich chdm). thu6c cAy du6i da giAi ph6ng k6o
ddi chr?a trong bom ti6m, thu6c c6y du6i da (d4ng
bom tiem d6ng sin).
Ghi cht: Cac d4ng bdo ch6 d mpc niy duoc du thiu
vdi c6c dang bdo ch€ d mUc 6.1

Dung dich ti€m truydn. nhi tuong tiem truydn ldiu
phdn trin vdo nudc), bQt pha ti6m truyiin, b6t pha dung
dich.tiOm truy€n, bQt c6 d4c d€ pha dung dlch ti6m
truy6n, dung dlch d4m d4c pha ti6m truyen t-i

Ghi chri: C6c d4ng bdo chC d muc ndy duoc dU thAu
v6i ciic dang bao ch6 o muc 6.1

6.9
Implant ti€m trong dich
kinh Implant ti6m trong dich kinh

Thu6c tl{t, thu6c thgt h{u m6n, 6m d4o, niQu tl4o

7.1 Vi6n d5t Am dao
Vi6n ndn d{t am dAo. vi6n nang dat rim dao, sin phdm
b6n rdn rlSt 6m tlqo (vi€n <lan dat 6m dao, vi€n trung
dat dm tleo).

7

7.2 Thu6c thut Am dao
Dung dich thut 6m d4o, h5n dich thUt Am dao, nhfl
tuong thut 6m d4o, gel dflt/thqil Am d4o

7.3 Vdng rldt rim cl4o

Vdng <I4t rim dao. vdng gdn hQ di6u tri qua ni6m mac
6m d4o, mdng <Iqt dm d4o,, hg diCu tri dlt vho tt cung
hodc vdng triinh thai gAn hQ di6u tri ddt trl cung

7.1
HQ phdn ph6i thudc d4t
6m dao

HQ phan phdi thu6c dltlthqtt Am d4o

HQ phdn phdi thu6c d4t
giAi ph6ng co ki€m soiit

HQ.phdn ph6i thu6c ddt dm d4o c6 ki0m sorit, hQ phdn
ph6i thudc dqt truc trdng. hQ ph6ng thich thu6c qua

7.5
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D4ng biro cht6 ghi t4i k6
STT hoqch lga.chgn nhi

thiu

8.3

8.4 HC diOu tri qua da

8.5 Dung dfch thArn phdn

Thu6c dit hdu m6n/ tryc
trdns

Keo bgt (nhfr dich) phun,
xit tren da

8.7 Thudc gQi ddu

8.8
H6n dich dtng rludng
nQi khi quin

8.9 Dung dich gdy tC

dich4r6n dich/nhff tucrng/gel thut hdu m6n/truc

lnhr) dich) phun. xit tren da.

u tri qua da.

H6n

Dung dich gAy t6, Dung dich ti6m gAy t0 (nha khoa,
ttv

7.7

s.o ?ulc dich thdm phin
phuc mac

h gAy md ducrng h6.h6p; ChAt l6ng d0 bay
gdy m0 dudng h6 hdp; Thu6c md dudng h6

Dung dic
hoi d
hap

Nudc 5t, Nudc c6t pha ti6m

II. Hu6rg din viQc ghi d4ng
viQc drp thiu cfra c{c thu6c:

1. Dang bdo ch6 tsi k6 ho4ch
Cet s6 (2).

2. Cric thu6c c6 dang bdo ch6

iro ch6 t4i k6 hoqch lr;a chgn nhir thiu vi

ua chon nhd thAu ghi theo dpng bdo ch6 t4i

Cic d4ng bio ch5 duqc dq thiu chung

dung ru ddt fii cuns.

[dt niQu d4o, btt chi dat nieu dao, gel nh6 niQuVi6n
dao7.6 Thudc dAt nieu dao

Vi6n
m6n/

ndn/vi6n d4n/sin ph6m b6n rirlgel dpt h{u
Uc trirng

Dung
trdng

, gel (-), bQt nhao, ctin thu6c, h5n dich b6i
dung dich b6i ngodi da, bOt bdi nqodi da,

g b6i ngodi da, cao b6i ngodi da, d6u xoa,
dtng ngodi, c6n xit dtng ngodi; dung dich,
b6i Am tlao

da.
crn

Thu6c thpt hdu m6n/truc
trdng

8.1 Thu6c dtng ngoii
cao I

MO.
ngoal
nhfr

gel, k

8 Thu6c kh6c

d6n, cao d6nMi0n8.2 Mi6ng drin

Keo b

HC

Dung
va

Dung

GeVk

ch lgc miiu, Dung dich lgc thin, Dich loc mriu
trich m6u

m diu dung dich,tr6n drch gQi. gQi deu

ch bom 6ng nQi khi quAn

ich thim ph6n phric m4c

Qc mQt trong c6c dqng biro chd t4i CQt s6

7.8

8.10 Jlro. gd1 md duong ho
nap

8.ll Dung dlch riru vd khudn
Dung dich rua v6 khuAn, dung dlch ti€m/rua n6i soi
bar^g luang: Dung dich vo khudn dung trong phiu

8.12 Nubc cit
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(3) cung hdng tuong fmg v6i d4ng bdo ch€ tai COt si5 1Z; sC dugc dg thAu chung.

Vidu:
- D?ng bdo ch6 ghi tai Kti hoach h,ra chon nhii thAu ld "vi6n" thi crlc thu6c

ctng hoat chAt, hdm lugng c6 d4ng bdo chd "Vi6n n6n", "vi6n bao phim", "vi6n
n6n bao phim", "vi6n bao dudng", "vi6n nhiAu 16p", "vi6n ngam"; "vi6n nhai"
d6u dugc du thAu ctng nhau.

3. D6i vdi cric d4ng bdo ch6 c6 drinh d6u (*) du.gc ghi t6ch ri6ng tai kti
hoach lua chgn nhd thdu theo quy dinh tpi Kho6n 2 Di6u 14 cta Th6ng tu ndy,
cu th6:

. a) Chi tluoc trich ri6ng khi c6 ctng dpng bdo ch6 v6i Bi6t duoc g6c, sinh
phdm tham chi6u hodc c6c thu6c cdp ph6p, luu hdnh t?i ciic nu6c SRA.

b) Tryong hqp thudc kh6ng thuQc di6m a Khoin qay, cg so y tii phAi thuyilt
minh r5 vd nhu cAu sri dung d4ng bdo ch6 ndy vC tinh cAn thi6t, r,i luq.,g du ki6n

_su 
dUng vd chi sir dung trong trunng hqp cin thi6t khi kh6ng th6 st dgng d4ng

brio ch€ khric ho[c su dung d4ng bdo ch6 kh6c nhmg kh6ng drip rmg di6u tri.

4. Trulng fSp "o 
sd y t6 c6 nhu cAu trich ri6ng mgt dpng bdo ch6 cU th6 tAi

CQt (3) trong k€ hoach lga chgn nhd thAu ngodi Khodn 3 Muc II Phq lpc ndy,
Thir truong co so y t5 duqc quy6t dlnh khi d4ng bdo ch6 d6 d6 c6 thu6c ctng
hoat chAt, n6ng d6,4rdm luong, ttudng dtng vd nh6m k! thuat cta t6i thi6u 05
nhd s6n xu6t kh6c nhau dE duoc c6p GiSy ddng ky luu hanh hodc Gi6y ph6p
nhQp khau cdn hiQu lqc tAi thdi tli6m lf,p k6 hoach lga chgn nhd thAu tr6n nguy6n
t6c b6o tl6m canh tranh vir hiQu qud kinh t6 trong mua sim thu6c.

5. Trudng hqp thu6c chua c6 trong B6ng quy dinh viQc ghi dang bdo ch6 tai
MUc I Phu lpc ndy, Tht truong co so y td quy6t dinh viQc ghi d4ng bdo ch5 tgi
kC ho4ch lua chon nhd thdu tr6n c<y so th6ng tin d4ng bdo chLl thu6c dd duqc c6p
ph6p luu hdnh, th6ng tin dang bdo ch6 tr6n c6c c6ng v6n, quy5t tlinh ph6 duyQt
cria Cuc Qu6n lj Dugc b6o d6m nguyen t6c c4nh tranh, c6ng bing, minh b4ch
vd hiQu qu6 kinh tC trong mua sdm thu6c."
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PHV LUC 04

Srla tl6i, b6 sung Phin 4. Phg lgc Bing ti6u chuin tl6nh gi6 vd ky ttruft
thu5c ban t4i Phg lV: 7, Phg lgc I Miu hd scr mcri thAu ban hirnh kim theo

Th6ng tu s6 l5l2019iTT.-BYT nghy 11 thingT nim 2019
(Ban hdnh kdm theo Th6ng ta sd /TT-BW.ngdy thdng ndm 2023

cia BQ truong BQ Y t€)

BANG TIEU C AN oAun crA vt KV rHU T

1. M{t hnng thu6c tham dg thiu tluqc sin xuit tr6n diy chuydn sin xuAt
thu6c(1):

1.1. Dat nguydn tic, ti6u chudn EU-GMP hodc nguydn t6c, ti6u chuAn tuong
ducrng EU-GMP

21a) T4i nudc thuQc danh srich SRA ho4c EMA

22

20lJ.Dat nguy6n t6c, ti6u chuin PIC/S-GMP t4i nu6c la thanh vi6n PIC/S
dong thoi l,r thanh vi6n ICH.

1.3. D4t nguy€n tdc. ti6u chuAn GMP:

24a) Dugc co qxan quan lj dugc ViQt Nam tlSnh giri d4t nguy6n tic, ti6u chudn
GMP vd thu6c duoc gia cdng, chuy€n giao cdng nghQ tai ViCt Nam tir nudc
thuQc danh s6ch SRA hoqc EMA.

It

t91.4. Cac trudng hqp con lai kh6ng thudc muc 1.l.l.2vit 1.3 ndutr6n

20Z. t t6t na,rg tnu6" th"* dg thiu Ouqc sfin xu6t tai(2):

202.1. ThuOc danh s6ch SRA ho4c EMA

152.2. Khdng thu6c danh s6ch SRA hoac EMA

53. Tinh hinh vi ph4m ch6t lugmg cia nr{t narg thuiic dE thiiu(3):

)3. 1 . Chua phrit hiQn vi ph4m v€ ch6t luqn! trong vdng 1 ndm gin ddy.

:ong vdng 1 ndrn gAn dAy:3.2. C6 th6ng b6o vi ph4m vC chdt luong t

3a) Vi phqm chdt lugng 0 Mfc dQ 3.

0

54. Tinh hinh vi ph4m ch6t luqng cria cg so sin xuet mit hirng thudc dy
thiu({):

Mrfrc
^.1otematTi6u

t..: ,

luoc:,vdcliitwittlI. Cric ti6u chi ildnh gi6

24

b) T4i nu6c con lai kh6ng thuQc di6m a mpc niry.

b) Tai ViQt Nam vd duoc co quan quin ly dugc Vigt Nam drinh giti d4t
nguydn t6c, ti€u chuAn WHO-GMP.

b) Vi pham chAt luqng d Mric d0 2.
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Ti6u chi

4.1 . Kh6ng c6 thudc vi ph4m ch6t luqng trong vdng 1 ndm gAn d6y. )

4

4.3. C6 02 m{t hdng vi ph4m ch6t luong trong vdng 1 ndm gAn ddy 3

4.4. C6 tir 03 mat hang trd l€n vi pham ch6t lucrng trong vdng 1 ndm ga" Oay. 0

5. H4n dtng gu6i th9; cia thu6c(s): 5

5. 1 . MAt hdng thu6c tham dg thiu c6 tu6i tho tir 3 ndm trd l6n. 5

5.2. MAt hdng thudc tham dg thAu c6 tudi thg ttr 2 ndm den duoi 3 ndm. 4

5.3. MAt hdng thu6c tham du thAu c6 tu6i tho du6i 2 nim. 3

6. Ti6u chi tl6nh gi6 vd nguy6n liQu (ho4t chdtl sen ru6t m{t hirng thu6c
tham dr5 thiu(6):

3

J

6.2. Nguy6n liQu (hoat ch6t; san *udt t4i cdc nuoc kh6c khdng thudc danh
sdch SRA hodc EMA duoc cdp chrng nh{n CEP.

6.3. Citc trudng hqp kh6c. 2

7. Ti6u chi al6nh gi6 vii ,tuo'ng duong sinh hgc cfra thuiic, thuiic thuQc
danh mgc sin ph6m qu6c gia, thuiic tluqc giii thu&ng "NgOi sao thu6c
ViQt" cria BO Y 16tn:

5

7.1. MAt hdng.thu6c tham dg thdu c6 tdi liQu chtng minh tuong duong sinh
hgc do BQ Y t6 c6ng b6 ho4c thu6c biQt dugc gdc hodc sinh phdm tham chi0u
do B0 Y t6 cdng b6

5

'7 .2. M$ hdng-thu6c tham du thiu thuQc trudng hqp khdng thir.tuong <luong
sinh hgc do sin c6 il{c tinh tuong duong sinh hoc vdi thu6c d6i chimg theo
quy dinh.

5

7.3. MAt hdng thu6c tham dg thAu thuQc Danh muc sin phAm qu6c gia 5

)7.4. MAt hdng thudc tham drr thAu dugc giAi thuong "Ng6i sao thuoc Vigt"
cta BQ Y t0

7 .5. Chc trudng hqp khric. 3

3

J8.1. M4t hdng thudc tham dg thdu dugc sin xuAt tir ngu6n nguydn liQu khring
sinh sin xudt trong nu6c.

8.2. Mat hdng thudc thamdU thAu duoc san xudttu ngudn nguy6n liQu khdng
phii ld kh6ng sinh sin xuAt trong nu6c hodc thudc dq thdu kh6ng phii thu6c
kh6ng sinh.

39. Mit hnng thuiic tham d
(Kh6ng tl6nh gi6 tl6i vrfi thu

rr thAu li thuiic duqc liQu, thuiic c6 truyiln
6c h6a duqc, vic xin, sinh phAm y t5):

Di6m

4.2. Co Ol m4t hang vi ph4m ch6t luong trong vdng 1 nam gan driy.

6.1 . Nguy6n 1i0u (hoat ch6t; sdn xuat tai cdc nudc thudc danh sdch SRA ho{c
EMA

-l

8. Mit hnng thuiic tlugc sin xuit tir nguy6n liQu kh6ng sinh sin xu6t
trong nu6c (Kh6ng tl6nh gi6 diii vrii thuiic duqc liQu, thuiic c6 truyiln):

2
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3

39.2.Mil hdng thu6c tham dg thAu elugc s6n xuAt tr€n co sd nhi6m rTr khoa

hgc vir c6ng nghQ cAp qudc gia, c6p BQ vd cAp tinh

29.3. Mlt hang thu6c tham du thdu dugc
xudt xri rd rirng.

an xu6t tu dugc liQu c6 ngu6n g6c

0;6n xudt tir duoc liQu kh6ng chung9.4. Mil hdng thu6c tham dg thdu dugc
minh duoc ngu6n g6c xudt xri 16 rirng.

II; 'Cdi ti6u chi,ainfi,,eie,,*B adng g6i, bi
c0 s(':

5hu6c du thAu.10.1 . Le doanh nghiQp s6n xuAt m[t hdng

4m4t hdng thu6c dg thAut8).10.2.Lir doanh nghiQp nh{p kh6u truc ti6p

3nh{p khAu tryc d6p m4t hdng thu6c10.3. Kh6ng phii doanh nghiCp sin xu6t,
dr,r thAu.

5lf . Mit hing thuiic duqc cung rfrng bdi nhir thAu c6 kinh nghiQm cung
[,ng thu6c te);

I l.l. Da cung rng thuoc cho co so y Ie ru 3 ndm trd l6n.

4I I .2. Da cung ung thuoc cho co sn 1 te duoi 3 ndm.

3I 1.3. Chua cung trng thu6c cho co so y t€

512. Khe ning il6p ri'lrg y6u cAu cia nhir thAu vO Oidiu kign giao hirng tro)'

riao hdng tai h6 so mdi th6u.l2.l.Dilp img rlugc y6u ciu vd diAu kiQn 1

012.2. KJrong drip rng duoc y6u cAu ue dieu ki6n giao hdng t4i h6 so mdi thAu

l0di nhir thiu c6 uy tin trong thgc13.22 Mit hdng thuiic duqc cung ring b

hiQn hqp ddng {ttl'

8r hgp d6ng cung rirng thu6c cho c5c
h6ng tin <lipn tt cria Cqrc Quin l1i

13.1. NhA th6u c6 vi pham trong thuc hiQr

co so 1 t6 da dugc cong bo trdn Trang r

Dugc

13.2. Nha thAu dd trtng thdu tai don vi:

10ry d6nga) Cung rng thu6c b6o ildm ti6n dQ theo h,

theo hqp cl6ng 8b) Cung ring thu6c kh6ng bio dAm ti6n d0

813.1. NhA thiu chua trtne theu tai don vi

nhir thiu cri hQ thiing phAn ph6i,
n nrii, kh6 khin (r2):

14. Mit hirng thu6c tham dg thiu b&i.

cung rftng rQng khip t4i cic tlfa birn mi6

ng ring r6ng |<hAp tr6n elia bdn tinh
Cao Bing, Bdc K4n" Ldo Cai, YCn

i Chdu, Son La, Thanh H6a, NghQ
m, Qu6ng Ngdi, Binh Dinh, Ninh

)14.1. Nhd thAuc6 hQ th6ng phAn ph6i, cu
(chi 6p.dpng d6i vdi c6c tinh Hd Giang,
B6i. Bac Giang, Phri Thp, Di€n Bi6n, La
An, QuAng Binh, Qu6ng Tri, Quing Na

Ti6u chi Mtfrc Di6m

9.1 . MAt hdng thu6c tham du thiu tlugc .hn *r6t tu dugc liQu c6 chring nhfln

d4t CACP.

hhng:

5

5

5
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Ghi chrt:

(t); Trudng hqp thui;c sdn xudt tqi ViCt Nam ddp timg nhiiu muc thi chi
chdm didm theo mui c6 muc di€m cao nhAt md thu6c dqt duqc. Trudng hqp
thudc &.i thiu c6 nhiiu cct sd cimg tham gia qud trinh sdn xudt thu6c thi cdn c*
theo nguyen tdc. tiAu chuaLn GMP cua cct sct san xuat c6 ti,Ou chuarn thdp nhh dd

danh gid di€m. Ddi voi thuijc rurdc ngodi gia c6ng, chuy€n giao c6ng ngl( tqi
Vi€t Nam thi cdn cu nguyAn fic, ti€u chudn GMP c a cct sct san xudt thuric ddt
gia c6ng, chtqt€n giao c6ng ngh€ (b€n d\t gia c6ng. chuyin giao cong nghQ.

(2): Cdn cu vdo th6ng tin vi cdc thu6c duqc ciip phdp lru hdnh dd dwqc

ciip giiiy.ddng b!, hru hdnh hoQc git$, phdp nhqp khdu drqc Cttc Qudn ty Duqc
c6ng b6 tr€n trang th6ng tin di€n t* cila CQtc Quan .ly Duqc (dia chi:
http://www.dav.gov.vn) vd th6ng tin tuAn cdc c6ng vdn, quy€t dinh phA duyQt cila
Cqtc Qudn li Duqc;

@, &): Cdn cu vdo th6ng tin vi cdc thu6c vd cct so san xudt thu6c c6 vi
phqm chat.hrqng do Cqtc Qudn l!, Daoc ra qryb ainn thu hii, c6ng vdn th6ng
bdo thu hii duqc c6ng bi trin trang thdng rin diQn ttb ctia Cuc Qudn ly Duqc
(dia chi: http://www.dav.gov.vn). M*c dA vi pham v€ chdt luqng thu6c tluqc quy
dinh tqi khodn 2 DiAu 63 Luqt Duqc s6 105/2016/QHl3 rgdy 06 thdng 4 ndm

2016.

(5) "Hqn ditng cila rhuic ld rhdi gian str d4ng duqc dn dinh cho m6t 16

thu6c md sau thdi hqn ndy thu6c kh6ng daqc phdp stb d4ng" (theo Khodn 3t
Diiu 2 LuQt Dugc). Vi du; Thuiic ghi tr€n nhdn; Ngdy sdn xudt: tl.thdng 02

ndm 2006; ngdy hdt hqn I I thdng 02 ndm 201t, hqn s* dung thay n6i thq) ctia
thu6c ld 5 ndm.

, (6) Cdn,cuvdo danh sdch cdc thu6c daol son *ror fi.r nguydn li|u (hoqt

chdt) sdnxudt

Ti0u chi Mrirc Di6m
Thudn, Kon Tum, Ldm D6ng, Quang Ninh, HA finh, Gia Lai, Phti YOn, Hod
Binh. Tuy€n Quang).

14.2. Citc trudng hoo kh6c 4

t
I

I


