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Tom tat
Dé tai tap trung nghién ciru vé qui dinh ding ki thudc hién nay tai Viét Nam. Nhin chung, c4c van ~ Nhan 29.11.2018
ban qui dinh viéc dang ki thuéc do BO Y té ban hanh da dan hoan thién qua cac nam. Ho so dang ~ Pugc duyét 30.05.2019
ki thudc tai Viét Nam tudn theo cac qui dinh cuia hd so ki thuat chung vé dang ki thuc cia  Cong bd 26.06.2019
ASEAN (ACTD). Hb so gém 04 phén: hd so hanh chinh, hd so chit lugng, hd so tién 1am sang
va hd so lam sang. Trong d6 phﬁn hd so hanh chinh tuy theo qui dinh riéng cua tirng quéc gia,
cac phén hé so con lai giéng nhau gitra cac nuéc Pong Nam A. Qua qua trinh khao sait’ thuc trang Tir khoa
dang ki thuég trong nam 2018 cua cong ty CPDR Savipharm,’Novartis, Hz’isan, nhan thay cac cong ding ki thu bc
ty tuan thu rat nghiém ngét qui dinh ctia B Y t€. Nho d6 chat lugng thuoc ngoai thi truong dugce . T

2 -2 [, LA A A < f 11z , C o s A A ae , cong ty dugc pham,
pham dugc kiém soat tot hon. Tuy nhién, ho so dang ki kha phuc tap va thoi gian cap so dang ki B3 Y té

kha 1au dd anh huong khong nho dén hoat dong phan phdi thude cua cac cong ty.
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1 bat van dé

Thudc 12 mot loai hang hoa dac biét anh hudng tryc tiép dén
strc khoe con ngudi nén phai dam bao chat lugng. Vi vy,
thudc mudn duoc lwu hanh ngoai thi truong duoc phém Viét
Nam phai dugc co quan Nha nude xét duyét ki ludng thong
qua viéc siét chit qui dinh ding ki thudc. Tuy nhién, hién nay
trén thi trudng duge phdm van con phat hién nhitng truong
hop thudce khong dat chit lugng. Pong thoi cac cong ty duoc
cling phan anh vé viéc gap nhiéu kho khan khi thuc hién tha
tuc dang ki thude. Vi vay, tién hanh “Khao sat viéc thuc hién
qui dinh ding ki thuc ciia cong ty CPDP Savipharm,
Novartis, Hasan trong nim 2018” dé hiéu rd hon viéc ap
dung vin ban qui dinh dang ki thudc vao thuc té.

2 Noi dung va phuong phap nghién ctru

2.1 Nghién ctru hoi ctru céc tai liéu qui dinh vé dang ki thudc,
bao gom:

- Céac van ban vé qui dinh ding ki thudc cua Bo Y té qua
cac nam nhu: Quyét dinh s6 3121/2001/QD-BYT, Thong tu
22/2009/TT-BYT, Thong tu 44/2014/TT-BYT. Dbi véi cac
van ban trén, tién hanh so sanh sy thay doi trong qui dinh
chung va hé so cu thé vé dang ki thude.

https://doi.org/10.55401/arvdxd38

- Ho so ki thuat chung vé dang ki thudc cia ASEAN (Asean
Common Technical Dossier: ACTD). So sanh qui dinh cia
ACTD véi qui dinh ddng ki thudc cua Viét Nam va mot sd
nudc Dong Nam A.

2.2 Nghién ctru cit ngang: phong vén truc tiép cic can bo
phu trach dang ki thudc tai 03 cong ty CPDP Savipharm,
Novartis va Hasan vé mot s6 van dé lién quan thu tyc ding
ki thudc trong ndm 2018 nhu sau:

- S6 Iwgng thubce san xuat trong nudc ciing nhu sd thude nhap
khéu da ndp hd so dang ki thube;

- Céac dang bao ché thudc da duoc ndp hd so dang ki thudc;
- Co quan nha nudc da tiép nhan va phwong thic cong ty nop
hé so ding ki;

- S luong hd so dang ki thube dd ndp nhung khong dat yéu
ciu cla BoY té;

- Thoi gian B Y té tra 161 hd so va thoi gian cip sb dang ki
lan ddu vé cho céc cong ty duoc ké tir luc ndp hd so;

- Thoi gian Bo Y té giai quyét cac thu tuc ding ky lai, dang
ki gia han va dang ki thay doi;

- Thudn loi va kho khin cong ty gap phai khi dang ki thude.

3 Két qua nghién ciru
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3.1 Khao sat nhiing qui dinh vé dang ki thudc ciia Bo Y té
tai Viét Nam

Niam 2009, Bo Y té ban hanh Thong tu 22/2009/TT-BYT

dang ki thudc tré nén rd rang va day du hon qui ché
3121/2001/QD-BYT trude d6. Sau d6, Bo Y té tiép tuc
hoan thién qui trinh ding ki thudc biang Thong tu

dé phu hop véi bo hd so ki thuat chung ACTD, qui dinh

44/2014/TT-BYT.

Bing 1 So sanh phan qui dinh chung vé dang ki thudc gitta QCDKT 3121/2001, TT 22/2009 va TT 44/2014

quyét ho so

doi voi thuoc san xuat
trong nudc, 12 thang doi
v6i thuoe nudce ngoai.

06 thang.
- Pang ki thay dbi 16n, nho: trong
02 thang.

Qui dinh QCDKT 3121/2001 TT 22/2009 TT 44/2014
Cac hinh thirc 02 hinh thtrc: 04 hinh thirc: 04 hinh thuc:
dang ki (BK) -Diang ki lan dau - Pang ki lan dau - Pang ki lan dau
thude -béng ki lai - bang ki lai - Bang ki gia han
Thubc da cip sé dang ki | - Pang ki thay doi 16n - Pang ki lai
muén thay d6i phai lam | - Pang ki thay ddi nho - Pang ki thay d6i
don xin phép B Y té. Déi vai thay ddi 16n hodc thay doi
Néu Bo Y té khong dong nhé lam ho so dang ki thay doi.
¥ thi tién hanh dang ki 1an Thay d6i khac lam ho so dang ki
dau. 14n dau.
Hiéu Iyc sb 05 ndm tir ngay cap 05 ndm tir ngay cap 05 nam tir ngay cap
dang ki 03 ndm vé6i thude can tiép tuc danh
gia hi€u qua/dg an toan
Thoi han ndp ho DPang ki lai phai ndp ho so | Dang ki lai phai ndp ho so trong 06 | - Pang ki lai ndp ho so trong 12
so dang ki trong vong 06 thang trude | thang trude khi sé dang ki hét hidu | thang trude dén 06 thang sau khi s6
khi sd ding ki hét hiéu | luc. dang ki hét hiéu luc
luc. - Pang ki gia han nop hd so trong
06 thang trude sd dang ki hét han.
Thoi han giai Cham nhét sau 03 thang | - Dang ki lan dau, dang ki lai: trong |- DK lan dau, PK lai: 06 thang

- Pang ki gia han: 03 thang

- Pang ki thay doi:
-Thay dbi 16n: trong 90 ngay.
- Thay d6i nh6 1 ndi dung: 20 hodc
60 ngay.
- Thay d6i nhé tir 2 ndi dung: 90
ngay.

Ul tién cap so

Khong qui dinh céc

-Thudc d4p timg nhu cau diéu trj dic

- Cac truong hop giong Thong tu

rit s6 dang ki

chudn chit luong trong
mot nam hodc thude vi
pham tram trong 1 lan.

- Co s& 1 nam bi rat sb
dang ki tir 03 thudc s& bi
rat gidy phép.

chudn chit lwong hodc mot lan
nhung nghiém trong.

-San xuat khong ding ho so DK.

- Bi rit s6 ding ky nudc so tai.

- Chtra hoat chit WHO khuyén céo
khoéng an toan.

- Xam pham quién s hitu tri tug.

dang ki trueong hop uu tién. biét thudc danh muyc thude hiém Bo | 22/2009
truong BO Y té ban hanh; - Vic xin da dugc WHO tién danh
-Thubc dap ung nhu ciu diéu tri | gid dat yéu cau va dugc xem xét
trong cac truong hop khin cép, | cip sé dang ki theo qui trinh rut
thién tai, dich bénh; gon do Cuyc Quan li dugc xay
-Thubc trong nudc san xudt trén | dung, ban hanh.
diy chuyén méi dat tiéu chuén
GMP trong 18 thang.

Xu li vi pham: - 03 16 khong dat tiéu | -02 16 san xuat khong dat tiéu |- Giong TT 22/2009

- Thubc khong thuc hién viée thay
dbi co s& ding ki da ngimg hoat
dong trong 02 thang.

Yé&u cau doi voi co
s¢ dang ki thudce

Co s6 trong nudc phai co
gidy dang ki kinh doanh
ghi 13 chirc nang.

Cong ty Viét Nam phai co gidy
ching nhin du diéu kién kinh
doanh thudc.

Cong ty Viét Nam phai co gidy
ching nhan du didu kién kinh
doanh thubc.
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Bing 2 So sanh phéan qui dinh chung vé dang ki thudc giita QCDKT 3121/2001, TT 22/2009 va TT 44/2014

Qui dinh

QCDKT 3121/2001

TT 22/2009

TT 44/2014

thude

H6 so dang ki

Gom 03 bd, trong d6 c6 01

b0 1a ban chinh.

Gom: 01 ban gbc day di ho so qui
dinh, 02 ban sao cac tai liéu gém
don diang ki thudc va tiéu chuin
thanh pham.

Gom 01 ban goc co day di ho so
qui dinh, 02 ban sao cac tai li¢u
gdm don ding ki thubc va tiéu
chuén thanh pham; Riéng véc xin,
huyét thanh chira khang thé, sinh
phdm y té (trr sinh phim chin
doan in vitro), bo sung thém 01
ban sao dy du hd so goc.

Ngon ngit trong ho
so dang ki thudce

- Co sO san xuat cua
Viét Nam phai viét bang
tiéng Viét.

- Thubc nuée ngoai viét
bang tiéng Viét hodc tiéng
Anh. T& tom tit ddc tinh
thudc phai viét bang tiéng
Viét.

-Thudc san xuat trong nudc phai
viét bang tiéng Viét.

- Thudc nude ngoai viét bang tiéng
Viét hoic tiéng Anh. T hudng
dan st dung thude, tém tit dic
tinh san pham hodc thong tin cho
bénh nhan phai viét bang tiéng
Viét.

- Thuoc san xuat trong nudc phai
viét bang tiéng Viét

-Thudc nuéc ngoai viét bang
tiéng Viét hoac tiéng Anh. To
hudng dan sir dung thube va tom
tat dac tinh san pham phai duoc
dich ra tiéng Viét.

Noi dung bd ho so

- C6 qui dinh riéng cho

- Dang ki 1an dau thudc méi gom:

- Giong TT 22/2009 vé ho so dang

INN
C6 thé dat tén thwong mai nhung

phai dam bao cac nguyén tic.

dang ki thude timg bo hd so dang kilan | Phdn I. HO so hanh chinh va thong | ky 1an dau, dang ky lai, dang ky
dau, dang ki lai tin san pham; thay d6i 16n va thay d6i nho.
- Khéc nhau giita thubc | Phan II. HO so chét luong; - C6 thém hinh thurc dang ki gia
san xudt trong nudc v6i | Phan III. HO so tién 1am sang; han gdm phan I va mét s6 gidy to
thubc nudc ngoai hay | Phan IV. Ho so 1am sang. khac.
v6i  thudc san xuit | - Ping ky lan dau thubc generic, | - Pang ky thay d6i ¢6 thém hinh
nhuong quién. dang ky lai, dang ki thay d6i nho | thirc thay ddi khac véi bd hd so
¢6 phan LII gidng dang ki 1an dau.
- Ping ki thay d6i 16n ¢6 phan I, 1T,
V.
Nhin thudc kém | 02 bd nhdn thude theo | 02 bd nhdn. Thudc nude ngodi | 02 bo mau nhin thiét ké.
theo hd so qui ché ghi nhin hang | kém theo 01 bd nhan gdc.
hoa ban hanh theo quyét
dinh 178/ 1999/TTg.
Tén thude Khong qui dinh Bo Y té khuyén khich dung tén | Tuong tu TT 22/2009

3.2 So sanh nhitng qui dinh vé cong tac dang ki thudc tai Viét

Nam va cac nuéc Pong Nam A véi ACTD

Hién nay qui dinh ho so dang ky thudc tai Viét Nam va cac
nuéc Pong Nam A déu gdm 04 phan. Trong d6 hd so cac
nudc gidng hét nhau ¢ 03 phan 14 hd so chét luong, hd so

Bang 3 Tong két s6 lwong thube da duoc 03 cong ty duge ndp hd so ding ki nam 2018

S6 thudc da dwoc ndp hd so diing ky nim 2018
Ngudn géc thudc Céng ty CPDP Céng ty CPDP Cong ty CPDP
Savipharm Novartis Hasan
Thudc san xuét trong nudce 60 0 78
Thudc san xuat nudc ngoai 0 23 0
Tong 60 23 78
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tién 14m sang va hd so 1am sang. DSi v6i phan hd so hanh
chinh khéc nhau, tuy theo qui dinh riéng cua timg qudc gia.
3.3 Khao sat viéc thyc hién qui dinh dang ki thudc tai cong
ty CPDP Savipharm, Novartis va Hasan trong nam 2018
3.3.1 Mt hang thudc cac cong ty tién hanh DK nim 2018
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® Thudc noi

® Thudc ngoai

o

CT CPDP
Savipharm

CT CPDP
Novartis

CT CPDP
Hasan

Hinh 1 S luong thudce ndi va thude ngoai dugc cac cong ty ndp hd so dang ki thude trong nam 2018

Trong ndm 2018, 03 cong ty khao sat déu nop kha nhiéu hd
so dang ki thube. Cong ty CPDP Hasan ndp nhiéu ho so nhét
v6i 78 hd s0, tiép theo 1a cong ty CPDP Savipharm véi 60 hd
s0, it nhat 1 cong ty CPDP Novartis véi 23 hd so. Cong ty
CPDP Savipharm va cong ty CPDP Hasan toan bo hd so déu
1a thudc san xuét trong nude, do chinh cong ty san xuét tai

Viét Nam. Cong ty CPDP Novartis thi toan b ho so 1a thude
dugc nhap Kkhéu.

3.3.2 Céc dang bao ché cong ty tién hanh ding ki thudc nam
2018

Trong nam 2018, cac cong ty da dang ki nhiéu thude véi cac
dang bao ché khac nhau dugc thé hién qua Bang 4.

Bang 4 Bang théng ké cac dang bao ché di duogc cac cong ty duoc phdm ndp hd so ding ky thube nam 2018

S6 lwong thuoc di ndp ho so Cong ty CPDP Céng ty CPDP | Céng ty CPDP
dang ki Savipharm Novartis Hasan
Thudc tiém, tiém truyén 0 05 0
Thubc dung ngoai 0 0 8
Thudc udng va cac dang 60 18 70
thudc khac
70 A
60 -
~<§ 50 - ® Thudc dung ngoai
540 - ,
c . A A
5 30 - Thuoc tiém
3 20 - FO .
Thuoc uong va cac dang
10 A khac
0 A ‘
CTCPDP CTCPDP  CTCPDP
Savipharm Novartis Hasan

Hinh 2 Ti 1¢ cac dang bao ché thude duoc cac cong ty ndp hd so dang ki thude trong nim 2018

Trong ndm 2018, cong ty CPDP Savipharm ndp hd so dang
ki thudc toan b 1a cac dang thude vién, trong d6 phan 16n 1a
vién nén bao phim (40/ 60 hd so, chiém 66,67% tong sé hd
so di nop). Cong ty CPDP Norvartis dang ki nhiéu dang bao
ché thudc khac nhau:

@
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- Dang vién v6i 16/23 hd so, chiém 69,56%;
- Thubc tiém, tiém truyén v6i 05/23 hd so, chiém 21,74%
- Thubc nho mit, thude xit véi 02/23 hd so, chiém 8,7%
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B Thudc vién
B Thuoc tiém

® Thudc nhé mét va thudc
xit

Hinh 3 Ti 1& c4c dang bao ché dugc cong ty CPDP Novartis ndp hd so dang ki trong nam 2018

Cong ty CPDP Hasan nop hé so dang ki thudc nhu sau:
- Thubc dung ngoai da véi 08/78 tdng hd so (chiém 10,26%)
- Thude dit am dao v6i 01/78 hd so (chiém 1,28%)

- Thudc udng chiém 69/78 hd so (chiém 88,46%). Trong cac
dang thubc udng thi hd so thude vién nén bao phim chiém
kha nhiéu dén 41,03% téng s6 ho so da ndp.

® Thubc udng
® Thudc dat am dao

# Thudc dung ngoai da

Hinh 4 Ti 1& cac dang bao ché dugc cong ty CPDP Hasan ndp hd so dang ki trong nim 2018

3.3.3 Céch thirc va dia diém cac cong ty ndp hd so dang ki thude
Phuong thirc ndp ho so dang ki thude cac cong ty nam 2018 thé hién qua Bang 5.

Bing 5 Bang théng ké cach thire va noi cac cong ty ndp hd so dang ki thude cho co quan Nha nude

£ A < Con A Coéng ty CPDP Coéng ty CPDP Cong ty CPDP
h ki th . .

S0 ho sor diing ki thude Savipharm Novartis Hasan

y Tai SO Y té 0 0 0
Nop truc ti€p :

TaiBo Y t& 60 23 78
Nop qua duong Guri dén So' Y té 0 0 0
buu dién Gui dén By Y té 0 0 0

Theo qui dinh, cic cong ty c6 thé nop hod so dang ki thude
truc tiép tai co quan nha nude hodc ndp qua duong buu dién.
Tuy nhién, trén thuc té 03 cong ty dugc khao sat déu ndp tat
ca ho so tryc tiép tai B9 Y té. Phu luc ciia Thong tu 44/2014
¢6 qui dinh danh muc thudc ngoai da san xuét tai Viét Nam
s& ndp ho so dang ki thude cho S¢' Y té dia phuong. Cong ty
CPDP Hasan c6 08 h so thude dung ngoai da, nhung khong
thudc cac truong hgp dugc qui dinh trong danh muc d6. Vi

vay cac hd so thude ding ngoai da cta Hasan déu np thang
dén Bo Y té, khong thong qua SO Y t€ dia phwong. Nhin
chung cac cong ty di khao sat ndp tat ca hd so truc tiép dén
B0 Y té. Piéu nay hoan toan phi hop qui dinh cta nha nude.
3.3.4 Ho so dang ki thube bi co quan nha nudc tra vé

S6 lwong hd so ding ki thudc khong dat yéu cau trong nim
2018 do thiéu ho so hodc sai ndi dung dugc thé hién qua
Béng 6.

o)
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Bing 6 SO luong hd so dang ki thude bi co quan nha nue yéu cau bd sung hodc chinh sira trong ndm 2018 tai 03 céng ty

$6 hd so diing ki thube Cﬁng_ty CPDP | Cong ty C.PDP Coéng ty CPDP
Savipharm Novartis Hasan
SO lugng ho so dang ki thuoc khong dat yéu cau 51 20 72
SO lugng ho so dang ki thuoc dat yéu cau 09 03 06
Tong s6 ho so dang ki thude da ndp 60 23 78
Ty 1€ % ho so khong dat yéu cau 85% 87% 92%

90 -~
80 -
70 -
60 -
3
2 50 -
» 40 -
A
30 -
20 -
10 -

mSH h(;)‘ so khong dat
yéu cau

® SH hd so dat yéu cau

0 . .
CT CDDP CT CPDP
Savipharm Novartis

CT CPDP

Hasan

Hinh 5 S6 luong hd so ding ki thudc cua 03 cong ty duoc dat yéu ciu va khong dat yéu ciu

Trong nam 2018, tai 03 cong ty duoc khio sit nhan thiy
khong c6 ho so dang ki thude bi tra hd so lai. Tuy nhién, Bo
Y té giri nhidu cong van thong bao khong cap s6 dang ki véi
li do hé so khong dat yéu cu cua co quan nha nuée. Cuy thé
h6 so khong dap tmg ding qui dinh k¥ thuat, bi vi pham céac
qui dinh trong 04 phan ciia hd so ding ki hay thudc cac
truong hop khong cip sb dang ki cua Thong tu 44/2014.

S6 lugng cong vian thong bao cua Cuc quan 1y dugc giri dén
céc cong ty do hd so con thiéu sot chua day du, con phai bo
sung tiép chiém dén 88 % tdng s6 hd so dd nop. Vi vay sau

khi ¢6 két qua tham dinh, cac cong ty phai b6 sung lai ho so
theo ding yéu cau nhan dugc. Pay s& 12 nguyén nhan céac
cong ty duoc cip s6 dang ki tré va viéc phan phdi thude ra
thi treong bi cham lai.

3.3.5 Nhén xét cua cac cong ty duge pham vé qua trinh giai
quiét thu tuc ding ki thudc ciia Bo Y té ndm 2018

a/ Thoi gian Bo Y té tra 101 hd so va thoi gian cép sé dang ki
lan dau vé cho cac cong ty duoc ké tir lac ndp hd so duge thé
hién qua Bang 7.

Bang 7 Thoi gian BO Y té trd 161 hd so va thoi gian cip sé dang ki 1an dau cho cac cong ty duge

Thoi gian gidi quiét cia Cong ty CPDP Cong ty CPDP Cong ty CPDP Thoi gian
Bo Y té Savipharm Novartis Hasan trung binh
Thoi gian tra | Nhanh nhat 03 thang 03 thang 03 thang 03 thang
10 hd so Cham nhat 06 thang 06 thang 06 thang 06 thang
Thoi gian | Nhanh nhét 12 thang 15 thang 18 thang 15 thang
cap s6 PK [ Cham nhét 24 thang 24 thang 24 thang 24 thang

Trong vong 06 thang, Cuc Quan ly Dugc s€ c6 cong van
thong bao két qua tham dinh hd so cho cac cong ty 1a hd so
dat hay khong dat yéu cau, duoc cap hay khong duoc cap s6
dang ki. Thoi gian phan hdi két qua tir Cuc Quan 1i Duoc
nhanh nhét 03 thang, cham nhét 06 thang. Diéu nay phu hop
qui dinh vé thoi gian giai quiét thu tuc dang ki thude tir co
quan nha nuéc cta Thong tu 44/2014.

Thoi gian cong ty duoc Cuc Quan li Dugc cép sb dang ki
kha lau. K& tir lac ndp hd so, nhanh nhat phai mat 15 thang,

w Dai hoc Nguyén Tat Thanh

cham nhét co thé dén 24 thang thi cac cong ty mdi nhan
dugc sb dang ki. Li do 1 ho so dang ki thude ctia cic cong
ty chura hop 1¢ nén can phai bo sung hoic diéu chinh hd so.
Diéu nay thé hién tinh nghiém ngit trong xét duyét hd so,
rit c6 y nghia trong qué trinh kiém soat ngudn gbc va chat
lugng thude luu hanh trén thi truong. Tuy nhién, n6 s& anh
hudng khong nhé dén hoat dong kinh doanh phan phdi cua
céc cong ty.
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S thang

30
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15 -

CT CPDP
Savipharm

CT CPDP Novartis CT CPDP Hasan

® Nhanh nhét

® Cham nhét

b/ Thoi gian Bo Y té giai quyét cac thu tuc ding ki lai, dang ki gia han va dang ki thay ddi duoc thé hién qua Bang 8.

Hinh 6 Thoi gian dwoc cip s6 dang ki ciia cac cong ty duoc pham

Bing 8 Thoi gian BO Y té giai quiét thu tuc dang ki lai, gia han, thay déi

Thoi gian BYT giai quyét Cong ty CPDP Coéng ty CPDP Coéng ty CPDP
hé so Savipharm Novartis Hasan
Pang ki lai 03 — 06 thang 03 — 06 thang 03 — 06 thang
Pang ki gia han 03 thang 03 thang 03 thang
Ping ki Thay dbi 16n 03 thang 03 thang 03 thang
thay d6i | Thay déi nho 01 — 02 thang 01 — 02 thang 01 — 02 thang

Thoi gian Bo Y té giai quyét cac hd so dang ki lai, dang ki
gia han, dang ki thay ddi giéng nhau giira cic cong ty va
gidng qui dinh ghi trong Thong tu 44/2014. Vi thu tyc dang
ki gia han cac cong ty s& dugc giai quyét hd so trong 03
thang. Vi thu tuc ding ki lai cac cong ty s& dugc giai quyét
hd so nhanh nhit 03 thang va cham nhét 06 thang. Véi thu
tuc dang ki thay d6i 16n thi hd so duoc duyét trong 03 thang,
thay d6i nho hd so duyét nhanh nhat 01 thang va cham nhat
02 thang.

¢/ Thuan lgi trong qua trinh ddng ki thudc:

B6 Y té ban hanh vin ban Thong tu 44/2014/TT-BYT hudng
dan rat rd rang, cu thé vé qui trinh va hd so dang ki thudc:

- Cac doanh nghiép cin ¢t vao hd so cu thé va biéu mau kém
theo thong tu dé tién hanh dang ki thude. H6 so ndp c6 biéu
méu chuan, gidy to kém theo di duge Bo Y té qui dinh rét rd
rang.

-B0O Y té ¢6 qui dinh 16 vé thoi gian ndp cac ho so dang ki
lai, dang ki gia han nén doanh nghiép dé theo ddi va thuc
hién. Riéng hinh thirc ding ki gia han méi dwoc b sung tir
nam 2014. H) so dang ki gia han don gian hon hd so dang ki
lai, tao thuan tién cho viéc giai quiét thu tuc cho cac thude co
s6 dang ki hét hiéu lyc. Hinh thirc dang ki lai duge BO Y té
cho thém thoi gian dé thuc hién (hién nay 1a 18 thang so véi

truge day chi co 06 thang) nén doanh nghiép cé thoi gian dé
chuén bi hd so.
-B06 Y té c6 qui dinh 1 rang vé thoi gian giai quyét cac hd
s0, doanh nghiép c6 thé cin cir vao day lap ké hoach trong
qué trinh kinh doanh. Timg hinh thtrc dang ki thude co qui
dinh thoi gian giai quiét hd so khac nhau nén rat d& x4c dinh
dugc thoi diém phéan phdi thude ra thi truong.
- Khi ho so dang ki thudc sai hodc thiéu sét, co quan nha
nude ¢ van ban tra 101 16 rang i do khong giai quyét hd so.
Day 1a can cir chinh x4c dé cong ty chinh sira hd so cho phi
hop.
-BO Y té c6 hudng din cu thé cach dat tén thube, qui dinh
vé s6 hitu cong nghiép nén cong ty c6 can cir vé dat tén san
pham.
-B0O Y té c6 liét ké nhing truong hop rut s6 ding ki nén cong
ty s& han ché dugc nhitng vi pham nghiém trong.
- Khi thudc can sir dung cép bach, B6 Y té ¢6 nhiing truong
hop wu tién giai quiét ho so dang ki thude.
- Cac xi nghi¢p san xuit méi dugc thanh 1ap tai Viét Nam
dugc quan tAm théng qua wu tién cap sé ding ki.
- Gitip kiém soat dugc chat lwong cua cac madt hang thude
nhép khau.

d/ Khé khin trong qua trinh dang ki thudc
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- Ho so dang ki thudc kha phirc tap, gdm dén 04 phan, mdi
ph?m dua ra rat nhiéu yéu cau. Vi vay dé chuan bi duge hd
so dang ki cho 01 thudc thi doanh nghiép s& ton rat nhiéu
thoi gian, nhan lyc va tién bac.

- Can c6 sy phéi hop chit chg, chinh xéac giita cong ty san
XUt thudc va cong ty dang ki thudc. Vi du cong ty san xuét
& nudc ngoai, cong ty dang ki thude 14 cong ty nhap khau ciia
Viét Nam. Céc thong tin lién quan dén thude va qui trinh san
xuét, thir nghiém 1am sang phai duoc cong ty san xuat cung
cap day du, chinh xéc.

- Qui dinh tht twong duong sinh hoc: tén chi phi cao, can
phai ¢6 kinh nghiém dé thyc hién. Trong trudng hop nay
cong ty thuong giri dén cac vién nén ton thém khoang chi phi
tur dich vu nay.

- Thoi gian xét duyét hd so dang ki thudc 1an dau 03 - 06
thang va thoi gian cip s6 dang ki 1an dau 15 — 24 thang. Thoi
gian nay kha dai, anh huong dén tinh canh tranh giira cac
cong ty trong phan phdi dwoc pham.

- Hb so dang ki thuc yéu cau ghi chi tiét thong tin phan
nguyén liéu lam thudc. Didu nay hoi kho vi cac nha cung cip
nguyén lidu thuong giri hd so khong du thong tin do cong ty
yéu cau.

4 Két luan

Qua qua trinh thyc hién nhan théy:

- Qui trinh va ho so dang ki thudc duoc BO Y té ban hanh
dan duoc hoan thién qua cac van ban cua cic nam.

- Hb so dang ki thudc Viét Nam tuén theo ACTD.

Khao sat cu thé 03 cong ty phan phdi duge pham tai thanh
phd Hb Chi Minh nhan thay:

- Cong ty CPDP Hasan ndp nhiéu hd so nhét voi 78 hd so
thudc ndi, tiép theo 1a cong ty CPDP Savipharm véi 60 hd so
thudc noi, it nhat 1a cong ty CPDP Novartis véi 23 ho so
thudc nhap khau.

- Dang bao ché dwoc ndp hd so diang ki nhidu nhit 1a thude
vién (trong d6 vién nén bao phim chiém da s6). Riéng cong

Tai lidu tham khao
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ty CPDP Savipharm ndp hd so ding ki thude toan bo 1a cac
dang thudc vién.

- T4t ca hd so déu duoc ndp truc tiép tai BO Y té.

- S6 luong hd so chua hop 1§, khong dugce duyét chiém dén
88 % tong s6 ho so di ndp. Vi vay sau khi c6 két qua thim
dinh, cc cong ty phai bd sung hodc chinh sira hd so theo
dung yéu cau Bo Y té giri vé.

- Thoi gian Bg y té phan hdi két qua tir e ndp hd so dang ki
lan dau: nhanh nhat 03 thang, chim nhét 06 thang. Thoi gian
Bo Y té cép sb dang ki 1an dau tir lac ndp hd so: trung binh
nhanh nhat 15 thang, chdm nhat 24 thang.

- Thoi gian BO Y té giai quiét ho so ding ki gia han: 03 thang;
h6 so ddng ki lai: nhanh nhat 03 thang va cham nhat 06 thang;
ho so dang ki thay d6i 16n: 03 thang, thay doi nho: nhanh
nhét 01 thang va cham nhat 02 thang.

5 Kién nghi

- Mong B Y té s& dua ra qui dinh dang ki thubc méi vao
nam sau dé phii hop Luat Dugc 2016.

- V6i thoi gian cap sé dang ki c6 thé 1én dén 24 thang s& anh
huong rit 16n dén viée kinh doanh ctia cong ty phan phdi. Vi
vay, rat mong Bo Y té ¢6 thé rut ngén thoi gian nay lai, nhanh
chong cap s6 dang ki dé kip thoi nhu cau diéu tri ciia bénh
nhan va kinh doanh cua cong ty.

- Céc cong ty phan phdi duoc pham s& theo sat qui dinh cta
co quan Nha nudc, cd doi ngii riéng tai co sé chuyén trach
cong tac dang ki thude. Cac can bo dang ki tim hiéu k§ qui
dinh va chuén bi hd so cin than, han ché treong hop phai
diéu chinh ho so. Tir d6 c6 thé tiét kiém duoc thoi gian, cong
stre va tién cta khi thuc hién thu tuc nay.

- C6 thé tién hanh d8 tai nghién ctru v& qui dinh ding ki thudc
v6i s6 lwong cong ty khao sat nhiéu hon, mang y nghia thong
ké va dai dién dugc cho tinh hinh dang ki thudc tai Viét Nam.
Do céc van dé dang khao sat kha nhay cam, ¢6 thé anh huong
dén cong ty dugc nén chua d& cap cu thé vé ting nodi dung
trong tirg phan ctia hd so dang ki. Mong rang cac dé tai tiép
tuc s& bu ddp cho sy thiéu sot nay.
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Survey the drug registration process of distribution companies in Ho Chi Minh City
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Abstract The research focuses on the drug registration in Vietnam. Overall, drug registration regulations have been gradually
improved over the years. The dossier for registration of drugs in Vietnam shall comply with ASEAN's general ACTD dossiers.
This document is organized into four parts: Administrative Data and Product Information, Quality Document, Nonclinical
Document, Clinical Document. The first part varies from country to country, but the rest are the same in Southeast Asia.
Through the process of surveying drug registration status in 2018 of distribution companies in Ho Chi Minh City, companies
have observed very strict regulations from the Ministry of Health. So the quality of drugs in the pharmaceutical market is
guaranteed. However, complicated dossiers and the time to issue registration numbers have had a considerable influence on
the distribution activities of the companies.

Keywords drug registration, pharmaceutical company, Ministry of Health
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