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cuéng mach — ghép da (20/25-80%) va khong co
két qua xau nao trong ca hai tho diém danh gia.
Két qua nay cho thay, chi dinh PPPT ddng truc
tiép va vat ngau nhién véi cac tdn khuyét nhod (<5
cm?) - trung binh (5-20 cm?) cho két qua tot va
tuong tu véi két qua cla cac tac gia Cherubino.
M(2013), Cleyton.D. Souza (2012) [5,6].

Bén canh do, két qua trén gdl y rang, vdi cac
ton khuyét 16n (> 20 cm?), viéc sr PPPT két hop
vat cubng dong mach thai dugng nong hoac
déng mach chédm va ghép da mang lai két qua
sau phau thuat rat kha quan vgi ty 1€ vat song
cao va két qua xa tot I1én, cling nhu dam bao cac
yéu cdu thdm my vé ving da ¢ toc. Bén canh
do, két hop két qua nay vdi db tudi trung binh
tuong doi I6n cia nhém ddi tugng trong nghién
cltu (66,33; +/- 17,85; tré tudi nhat la 31 tudi,
I6n tudi nhat 1a 72) da ggi y rang viéc &p dung
PPPT két hgp vat cudng dong mach thai du’dng
nong hodc dong mach cham va ghép da sé phu
hdp va gilp dat két qua phau thuat t6t nhat vdi
tinh trang 1dm sang ctia nhém bénh nhan cao tudi.

V. KET LUAN

Vung da dau cé ton thuang hay gdp 1a ving
dinh, dinh - cham va thai duong, ty I& ton khuyét
vlra va I8n chiém 72%, c6 28% tham nhiem sau
(c6t mac, xuong, mang nao).

Két qua phau thuat cho thdynhdm bénh nhan
chi dinh PPPT ddng truc ti€p vdi cac ton khuyét
nhd (<5 cm?) va s dung vat da can ngau nhién

vGi cac tén khuyét trung binh (5 -20 cm?) Ia
hoan toan phu hgp, dong thdi chi dinh PPPT két
hgp vat cuéng dong mach thai dugng néng hoac
ddong mach chdm két hop ghép da xé ddi che
pht phan cho vat dé& che pha cac tdn khuyét 16n
(>20 cm?) la phuong an hitu dung, an toan, cho
két qua tot nhat la doi v8i nhdom bénh nhan I6n
tudi ¢ nhiéu yéu t6 bénh ly nén, thé trang siic
khoé khéng dam bao cho cac phuang phap khac
nhu gian da, vi phau.
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Muc tiéu: Nghién clu nhdm khao sit muc do
hoan thién cta hé thong td chirc y te trong quan ly my
phdm tai Viét Nam. Doi tugng va phu’dng phap:
Nghlen cttu dugc thuc hién thong qua viéc tong hgp
va phan tich noi dung cac quy dinh vé quan ly my
pham tai Viét Nam, do cap trung uong ban hanh, co
pham vi ap dung toan quoc va con hiéu lyc tinh dén
ngay 01/06/2021 Két qua Théng qua khung phap ly
hién hanh vé quan ly my pham tai V|et Nam, vGi 36
vén ban lién quan da dugc ban hanh va con h|eu luc
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(2 Diéu udc qudc t€, 5 van ban Luat, 10 Nghi dinh, 2
van ban hgp nhét, 10 Thong tu, va 7 Quyet dlnh), cé
thé thay co quan y té da terc hién vai trd quan Iy
trong nam linh vuc chinh, véi 12 vdn ban vé xudt
khau, nhap khdu my pham 8 van ban vé kiém
nghlem ki€m tra dam bao chat Ierng my pham 7 van
ban vé cong b6 san pham my pham; 6 van ban vé
quang cao my phdm; va 6 van ban vé san xudt my
pham Van ban hop nhat s6 07/VBHN-BYT nam 2021
va Quyét dinh s6 7866/Qb-BYT nam 2018 la nhing
van ban quan trong vi lién quan dén nhiéu linh vuc
trong quan ly my pham Két luan: Thong tin thu
dugc da cung cap mét birc tranh toan canh Vé vai tro
clia cd quan y té€ va murc do hoan thién cua hé thong
y té trong quan ly my pham tai Viét Nam trong viéc
thuc hién cac g|a| phap clia chién Iugc qudc gia vé bao
vé, chdm sdc va nang cao sufc khoe nhan dan.

T khoa: Chién lugc qudc gia, hé thong td chircy
t&, quan ly my pham, khung phap ly, Viét Nam.
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SUMMARY

SURVEYING THE COMPLETENESS OF THE

SYSTEM OF HEALTH ORGANIZATION IN

COSMETICS MANAGEMENT IN VIETNAM

Objectives: This study aimed to survey the
completeness of the system of health organizations in
managing cosmetic products in Vietham. Materials
and Methods: This study was carried out by
summarizing all legal documents of central authorities
on cosmetics management still in effect at the national
level till 01/06/2021. Results: By viewing the legal
framework of the current regulations on cosmetics
management with 36 legal documents still in effect (2
International treaties, 5 legal documents, 10 Decrees,
2 Consolidation documents, 10 Circulars, and 7
Decisions), it could be seen that health organizations
have played management roles in 5 main
management areas, including 12 documents regarding
cosmetic exporting or importing, 8 documents
regarding the cosmetic quality check; 7 documents
regarding cosmetic product proclamation; 6
documents regarding cosmetic advertising, and 6
documents regarding cosmetic manufacture. Circular
No. 7/VBHN-BYT issued in 2021 and Decision No.
7866/QD-BYT issued in 2018 were the most important
documents as they involve many different cosmetic
management areas. Conclusions: This study
provided an overview of the roles of the system of
health organizations and its completeness in
implementing solutions of the national strategy to
protect, care and improve public health.
Keywords: National strategy, system of health

organizations, cosmetics management, legal
framework, Vietnam.

I. DAT VAN DE

Tai Viét Nam, cung véi thuGc, my pham la
mot trong nhirng loai hang hdéa dac biét, cé anh
hudng truc ti€p dén sic khde clia ngudi dan, va
chiu su quan ly truc ti€p ctia BO Y té. Trong boi
canh phat trién khéng nging cla xa hoi, thi
trudng cac san pham phuc vu cho sic khoe thé
chat va tinh than ngay mot da dang vé ching
loai va chat lugng. Trong chién lugc qudc gia
bao vé, cham soéc va nang cao sic khde nhan
dan giai doan 2011-2020, tdm nhin dén nam
2030, dé thuc hién dugc muc tiéu bao dam moi
ngudi dan dugc hudng va st dung cac dich vu y
t€ c6 chat lugng, dugc sdng trong cdng dong an
toan, phat trién t6t vé thé chét va tinh than, mot
trong nhirng giai phap dugc dé ra la hoan thién
hé thdng t6 chirc y t& vé rat nhiéu san pham lién
guan dén sic khoe clia ngudi dan, trong dé co
my phdm. Su phat trién nhanh chéng cla thi
trudng my pham tai Viét Nam d3 tao nén nhiing
thach thlc nhat dinh cho co quan quan ly trong
viéc dam bao chéat lugng clia cac san phdm dang
luu hanh trén thj trudng. D& tao diéu kién thuén
Igi cho hoat ddng quan ly my pham tai Viét Nam,
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can c6 mot khung phap ly hoan chinh va phu
hgp véi boi canh thuc tien.

Trong thdi gian qua, da cé nhiéu quy dinh
dugc cg quan quan ly nha nudc xay dung, ban
hanh, va ap dung. Nghién cltu dugc thuc hién
nhdm khao sat mdc d6 hoan thién clia hé théng
td chirc y t& trong quan ly my pham tai Viét Nam
thdng qua viéc téng hgp phén tich ndi dung cac
quy dinh hién hanh trong hoat dong quan ly my
phdm giai doan hién nay, gép phéan trong viéc
dam bao chat lugng hang hda trong kinh doanh,
gilp ngudi tiéu dung cd dugc nhitng san pham
an toan va chat lugng.

1. DOI TUONG VA PHUO'NG PHAP NGHIEN CU'U

2.1. P6i tugng nghién ciru: Nghién clu
thuc hién trén cac van ban phap luat lién quan
dén quy dinh quan ly my pham tai Viét Nam.

2.2. Tiéu chudn nghién ciru: Chi nhiing
vdn ban phap quy cap trung uong, cd pham vi
ap dung toan qudc, con hiéu luc tinh dén ngay
01/06/2021, va c6 ndi dung lién quan dén quy
dinh quan Iy my phdm méi dugc luva chon dé
nghién cu va téng hdp. Nghién cliu loai ra cac
van ban chi dao diéu hanh, bao gobm s6 lugng
I6n la cac quyét dinh phé duyét ké hoach hodc
thu h6i my pham.

2.3. Tong hgp va phan tich dir liéu:
Nghién clu st dung tir khda “my phadm” dé tién
hanh tim kiém van ban lién quan dén cac quy
dinh vé& quan ly my pham tai Viét Nam trén Trang
dién tir Co s@ dir liéu qubc gia vé van ban phap
luat (http://vbpl.vn/) va Trang dién t&r cia Cuc
Quan ly Dugc-B6 Y t€ (https://dav.gov.vn/). Sau
khi xem xét tat ca cac van ban phap luat thda tiéu
chi dua vao va tiéu chi loai trir, nghién ctru da
chon dugc 36 van ban phap quy dé tién hanh md
ta dic diém cla khung phap ly. Nghién clru sur
dung phuong phap mé ta dinh tinh, khung phap
ly vé quan ly my phdm s& dugc md ta theo s
lugng, phan cap quan ly, va ndi dung quan ly.

1. KET QUA NGHIEN cUU

3.1. Pac diém chung hé théng té chirc y
té trong quan ly my pham. Co quan quan ly
da ban hanh 36 van ban phap luat, thudc 6 cap
do phap ly khac nhau, trong dé cé 2 biéu udc
qudc t€, 5 van ban Luat, 10 Nghi dinh, 2 van ban
hgp nhat, 10 thong tu, va 7 quyét dinh. Cac linh
vuc dudc tAp trung quan ly thé hién qua ndi
dung cua 12 van ban vé xudt khdu, nhap khiu
m§ phadm; 8 van ban vé& kiém nghiém, kiém tra
dam bao chat lugng my phdm; 7 van ban vé
cdng bd san phdm my phdm; 6 vin ban vé
quang cdo my phadm; va 6 vén ban vé san xuét
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my pham. (Bang 1)

3.2. Vai tro cua hé thong t6 chirc y té
trong tirng linh vuc quan ly my pham Quy
dinh vé Cong bd san pham my pham. Theo
quy dinh, my phdm muén dugc luu hanh tai Viét
nam can pha| dugc co quan quan ly cap S6 tiép
nhan Phiéu cong bd san pham my pham Tha tuc
cap s6 tiép nhan Phiéu céng bd san pham my
phdm san xuét trong nudc va m§y phdm nhap
khdu dugc quy dinh [an lugt & Quyét dinh s6
7866/QD-BYT va Quyét dinh s6 1907/QD-BYT.
Ngay 02/09/2003, Hiép dinh vé Hé thong hoa
hgp ASEAN trong quan ly my phdm dudgc ky két
gitra Viét Nam vdi 9 qudc gia khac trong khoi
ASEAN, thong nhat khai niém va phan loai my
phém, tao cdn clr phap ly cho viéc cong nhan Ian
nhau. Khai niém va phan loai my phdm cla Hiép
dinh trén da dugc thong nhat tai Thong tu so
06/2011/TT-BYT do B6 Trudng BO Y té€ ban hanh
ngay 25/01/2011 (Bang 2).

C&n c phap ly lién quan Cong b8 san pham
my phadm tai Viét Nam gém Théng tu s&
06/2011/TT-BYT, Thong tu s6 277/2016/TT-BTC,
Nghi dinh s8 155/2018/ND-CP, Théng tu sd
29/2020/TT-BYT, Quyét dinh s8 7866/QD-BYT
nam 2018, Van ban hgp nhat s6 07/VBHN-BYT
ndm 2021, Quyét dinh s& 1907/QD-BYT ndm 2021.

Quy dinh vé Kiém tra dam bao chat
lugng san pham my ph5m Theo quy dinh,
nha san xuat pha| danh gia tinh an toan trén moi
san pham theo cdc hudng dan danh gid tinh an
toan my pham trong Hiép dinh vé Hé thdng hoa
hgp ASEAN trong quan ly my phdm, dé dam bao
cac san pham doé khdng cé hai déi véi siic khoé
con ngudi khi dugc dung trong nhitng diéu kién
dugc quy dinh rd bdi nha san xuat hoac chu sg
hitu san pham. Khi cdc my phdm da dugc luu
hanh, cac cd quan quan ly my phdm cé thé thanh
lap doan kiém tra, gidm sat chat lugng my phadm
dé kiém tra, thanh tra dinh ki chat lugng cla cac
my phdm trén dia ban quan ly; hodc kiém tra,
thanh tra dét xuét khi phat hién nhiing san pham
khong dat chat lugng, khong tuan thd quy dinh
luu thong trén thi truGng. NOi dung va thdi gian
kiém tra, danh gid viéc thuc hién cac quy dinh
quan ly nha nudc vé my phdm dugc quy dinh &
Quyét dinh s6 4369/Qb-BYT nam 2019.

Quy dinh vé Quang cao my phé’m Theo
quy dinh, cac daon vi chi dugc phep quang cao,
td chiic h0| thao, su kién gidi thiéu cac san pham
my phdm khi cé Gidy xac nhan ndi dung quang
cao cap bdi SG Y t€. NOi dung quang cao my
phdm phai bao gdbm day du cac théng tin theo
quy dinh, va khong dugc khéng dugc quang cao

my phdm gay hi€u nhdm san pham dé 1a thudc.
Can ci phap Iy v& Quang cdo my phdm gém
Hlep dinh vé Hé thong hoa hgp ASEAN trong
quan ly my phdm, Ludt Quang cdo s6
16/2012/QH113, Nghi dinh s6 181/2013/ND-CP,
Vin ban hdp nhdt s8 603/VBHN-BVHTTDL,
Thong tu s6 06/2011/TT-BYT, Thong tu s6
09/2015/TT-BYT, Thong tu s6 29/2020/TT-BYT,
Van ban hgp nhat s6 07/VBHN-BYT nam 2021.

Quy dinh vé San xudt my pham. T4t ca
cac ¢ s§ san xudt my phdm trong nudc phai
dugc S Y té€ cap Giay chirng nhan du diéu kién
san xudt my pham trén cd s du dién kién vé
nhan su, cd s@ vat chat va hé théng quan ly chat
lugng trudc khi bat dau san xudt. Doi hoat dong
san xudt my pham dé& xudt khiu, cac co s nay
phai dugc Cuc Quan Iy'/ Dugc cap Gidy chiing
nhan cd sgd dap Lrng cac nguyen tdc, tiéu chun
"Thuc hanh tdt san xuat my phdm" clta Hiép hdi
cac nudc Dong Nam A (CGMP-ASEAN). Noi dung
cu thé dugc quy dinh trong Quyét dinh sd
24/2006/QD-BYT, Nghi dinh s& 93/2016/ND-CP,
Thong tu s8 277/2016/TT-BTC, Nghi dinh s8
155/2018/ND-CP, va Quyét dinh s8 7866/QD-
BYT ndm 2018.

Quy dinh vé Xuat khau, nhap khau my
pham. Nhitng quy dinh v& xudt khau m§ pham
phai dua trén su dong thuan trong Hiép dinh vé
Hé thong hoa hgp ASEAN trong quan ly my
pham va quy dinh cia moi quéc gia. Khi nhap
kh&du my phdm vao Viét Nam, don vi kinh doanh
my phdm phai xuét trinh Giéy chirng nhén luu
hanh tu do (Certificate of Free Sale - CFS) hgp |é
v8i co quan Hai quan khi lam th( tuc nhap khau.
Ngoai ra, my phdm nhap kh&u can phai dap (ng
day du cac quy dinh vé nhan cta B0 Y t€ va theo
quy dinh vé nhan hang hoéa cta Chinh phu (Nghi
dinh s6 43/2017/NP-CP). Di v4i my phdm san
xuét trong nudc c6 nhu cau xuét khau, Bo Y t&
da ban hanh cac can c phap ly (Van ban hop
nhat s6 07/VBHN -BYT nam 2021, Quyet dinh s6
1907/QP-BYT ndm 2021 dé hudéng dan cap Gidy
chiing nhan luu hanh tu do (Certificate of Free
Sale - CFS) cho cac co s@ san xuat.

Quy dinh khac: Céc t6 chic, cd nhan thuc
hién cong viéc lién quan dén linh vuc dugc, my
pham vdi Biéu phi ban hanh theo quy dinh kém
theo Thong tu s6 277/2016/TT-BTC ngay
14/11/2016. NGi dung quy dinh x(r phat vi pham
hanh chinh trong linh vuc quang cdo my pham
dugc quy dinh trong cu thé trong Nghi dinh s6
38/2021/ND-CP va cac linh vuc khac lién quan dén
my pham trong Nghi dinh s& 117/2020/ND-CP.
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Bang 1. Hé thbng 6 chuc y té vé quan Iy my phdm tai Viét Nam theo cdp dé phap ly va cac linh
vuc quan ly chinh (cac van ban con hiéu luc tinh dén 01/06/2021)

Linh vuc quan ly my pham

Cong | Pam ~
b6 | bao Quang/San ::;t
san | chat cao xuat khé’z
pham | lugng | (QC) |(SX) (XNK)
(CBSP)(PBCL)

CBSP | BBCL | QC | SX | XNK

Van ban phap ly Khac

Hiép dinh vé Hé thdng hoa hgp ASEAN trong quan ly
my pham (ndm 2003)
Hiép dinh Dai tac Toan dién va Tién bd xuyén Thai CBSP
Binh Dugng (CPTPP) (nam 2018)
Luat Thueng mai s6 36/2005/QH11 XNK
Luét Chat lugng san phdm, hang hda s6 PBCL
05/2007/QH12
Luat Quang cdo s6 16/2012/QH13 QC
Luat Hai quan s& 54/2014/QH13 XNK
Luat Doanh nghiép s6 68/2014/QH13 CBSP
Nghi dinh 132/2008/ND-CP Quy dinh chi tiét mot s&
diéu clia Luat chat lugng san phdm, hang hoa
Nghi dinh 181/2013/ND-CP Quy dinh chi tiét thi hanh
mot s diéu cua Luat quang cao
Nghi dinh 08/2015/ND-CP Quy dinh chi tiét va bién
phap thi hanh Ludt Hai quan vé tha tuc hai quan, XNK
ki€m tra, giam sat, ki€ém sodt hai quan
Nghi dinh 93/2016/ND-CP Quy dinh diéu kién d6i v4i
Cac cO sd san xuét ban thanh phdm my pham, thanh
phdm m§ pham va cd s§ déng géi my pham; trinh SX
tu, tha tuc cap, cap lai, diéu chinh, thu hoi Giay
chlfng nhén du diéu kién san xuit my phdm
Nghi dinh 43/2017/ND-CP Quy dinh vé nhan hang hda XNK
Nghi dinh 69/2018/ND-CP Quy dinh chi tiét mot s6 XNK
diéu cla Luat thugng mai, Luat Quan ly ngoai thudng
Nghi dinh 74/2018/ND-CP Stra ddi, b6 sung mot s&
diéu clia Nghi dinh 132/2008/Nb-CP
Nghi dinh 155/2018/ND-CP Stra ddi, b sung mét s6
quy dinh lién quan dén diéu kién dau tu kinh doanh | CBSP SX | XNK
thudc pham vi quan ly nha nuéc clia BO Y té
Nghi dinh 117/2020/ND-CP Quy dinh xU phat vi
pham hanh chinh trong linh vuc y té
Nghi dinh 38/2021/ND-CP Quy dinh xUr phat vi pham
hanh chinh trong linh vuc van héa va quang céo
Van ban hgp nhat 603/VBHN-BVHTTDL (nam 2019) Quy Qc
dinh chi ti€t thi hanh mot s6 diéu cla Luat quang cao
Van ban hgp nhat 07/VBHN-BYT (nam 2021) Thong
tu quy dinh vé quan ly m§y phdm CESPIEDBCLESSOCHEESXIXNK
Thong tu's5 06/2011/TT-BYT Quy dinh vé& quan Iy my phdm | CBSP | DBCL | QC* | SX | XNK
Théng tu’ s6 09/2015/TT-BYT Xac nhan ndi dung
quang cdo d6i vdi san pham, hang hda, dich vu dic QC
biét thudc linh vuc quan ly cia BO Y té
Thong tu s6 277/2016/TT-BTC Quy dinh mdc thu,
ché& do6 thu, ndp, quan ly va st dung phi trong linh
vuc dugc, my pham

DBCL

QC

DBCL

XU phat vi
pham hanh
chinh

L& phi cong
bd my pham
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Thong tu s6 45/2016/TT-BYT Ban hanh danh muc
thuSc diing cho ngudi va my phdm nhap khau vao
Viét Nam da dugc xac dinh ma s6 hang hoa theo XNK
danh muc hang hda xuét khiu, nhap khau va Biéu
thué nhap khau uvu dai
Thong tu’ s& 114/2017/TT-BTC Stra doi Bi€u muc thu phi
trong linh vuc dugc, my pham kém theo Thong tu' s6
277/2016/TT-BTC quy dinh muc thu, ché d6 thu, nop,
quan Iy va st dung phi trong finh vuc dugc, my pham
Thong tu’ s6 65/2017/TT-BTC Ban hanh danh muc
hang hda xuét khiu, nhap khau Viét Nam
Thong tu’ s6 06/2018/TT-BYT Ban hanh danh muc thudc,
nguyén liéu lam thudc dung cho ngudi va my pham xuét YNK
khau, nhap khau da dugc xac dinh ma s6 hang hda theo
danh muc hang héa xuét khdu, nhap khu VN
Théng tu' s6 09/2019/TT-BTC Stra d6i, bd sung mot
s6 noi dung tai cac phu luc ctia Thong tu s6 s6
65/2017/TT-BTC Ban hanh danh muc hang hda xuat
khau, nhap khau Viét Nam
Thong tu s6 06/2020/TT-BYT Quy dinh hé thong chi Chi tiéu thong
tiéu théng ké Dugc-my pham k& my phdm
Théng tu' s6 29/2020/TT-BYT Stra ddi, bd sung va
bai bd mét s6 van ban quy pham phap ludt do b | CBSP
trudng b y t€ ban hanh, lién tich ban hanh
Quyét dinh s6 2585/QD BYT (ndm 1996) Giao nhiém
vu ki€m nghiém, xac dinh chat lugng my pham anh DBCL
huang truc ti€p dén sic khoé con ngerl
Quyet dinh s6 24/2006/QD BYT Trién khai ap dung
va hudng dan thuc hién cac nguyen tdc, tiéu chuén
"Thuc hanh tot san xuat my pham, cla Hiép hoi cac
nudc Bong Nam A
Quyét dinh s6 4265/Qb-BYT (nam 2009) Ban hanh
quy trinh thanh tra m§ phdm
Quyét dinh s6 4708/Qb-BYT (nam 2016) Cong bo
thu tuc hanh chinh méi tai Nghi dinh s6 93/2016/Nb- SX
CP quy dinh vé diéu kién san sudt m§y pham
Quyét dinh s6 7866/QDb-BYT (nam 2018) Céng b6
thu tuc hanh chinh méi ban hanh, dugc stra ddi, bd
sung trong linh vuc my phdm thudc pham vi chirc
nang quan ly cia BO Y t€
Quyét dinh s6 4369/Qb-BYT (nam 2019) Ban hanh
ndi dung va thdi gian kiém tra, danh gid viéc thuc hién DBCL
cac quy dinh quan ly nha nudc vé dugc, my pham
Quyét dinh s6 1907/Qb-BYT (nam 2021) Cong bo
thd tuc hanh chinh méi ban hanh/stra ddi, bo sung CBSP
trong linh vuc my phém thuéc pham vi chifc nang
quan Iy cla Bo Y té
*Cac hudng dan vé quang cao my phdm cua Thong tu s6 06/2011/TT-BYT da hét hiéu luc va
dugc thay thé bang cac erdng dan trong Thong tu s6 09/2015/TT-BYT.
Bang 2. Phén loai my phdm theo Hiép dinh vé Hé théng hoa hap ASEAN trong quan ly my phdm
va Théng tu'sé 06/2011/TT-BYT
Khai niém my pham 20 Nhém phan loai my pham
San pham dugc s | (1) kem, nhii tudng, sifa, gel, hodc dau dung trén da (tay, mat, chan, ...)
dung dé tiép xuc véi | (2) mat na (chi trir san phdm lam bong da ngudn gdc hda hoc)

Lé phi
quang cao
my pham

XNK

XNK

SX

DBCL

CBSP | bBCL SX | XNK
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nhitng bd phan bén
ngoai cd thé con
ngudi (da, hé thong
Iong téc, mong tay,
mong chan, moi, co
quan sinh duc
ngoai), hodac rang va
niém mac miéng,

véi muc dich chinh la
lam sach, lam thom,
thay d6i dién mao,
hinh thirc, diéu chinh
mui cd thé, bao vé
co thé hodc gilt cd
thé trong diéu kién

(8) san pham tay léng

(3) chat phu mau (I6ng, nhao, bot)

(4) phan trang diém, phan dung sau khi tdm, bot vé sinh, ...

(5) xa phong tdm, xa phong khir mui

(6) nudc hoa, nudc tham dung vé sinh, ...

(7) san phdm dung dé tdm hodc gdi (mubi, xa phong, dau, gel, ..)

(9) san pham khir mui va ch8ng mui

(10) céc san phdm cham sdc toc

(11) s&n pham dung cao rau hodc sau khi cao rdu (kem, xa phong, sifa, ...)
(12) s&n pham trang diém va tiy trang dung cho mét va mat

(13) san pham dung cho moi

(14) san pham dé chdm sbc rang va miéng

(15) san pham dung dé chdm soc va td diém cho mdng tay, méng chan
(16) san pham dung dé vé sinh bén ngoai

(17) san pham chéng nang

tot (18) san pham lam sam da ma khdng can tdm ndng

(19) san pham lam tréng da
(20) san pham chdng nhan da

IV. BAN LUAN

Nghién cfu da cho thdy trong hoat dong
quan ly my pham, viéc co quan quan ly ky két
Hiép dinh vé Hé thong hoa hgp ASEAN trong
quan ly my phdm ndm 2003™ d& danh ddu mdc
guan trong trong hoi nhap qudc té trong quan ly
my phadm. Nhitng ndi dung déng thuén tai Hiép
dinh d& va dang la cdn ¢ d€ cd quan quan ly vé
y t€ Viét Nam va cac nudc thanh vién xay dung,
ban hanh, sira ddi, b6 sung cac quy dinh hién
hanh, dam bao hoat dong quan ly phu hgp véi
quy udc qudc té.

Vi tinh hinh s& lugng va chung loai my pham
dang gia tang nhanh trén thi trudng Viét Nam,
cd quan quan ly vé y té€ da xay dung, ban hanh,
va ap dung rat nhiéu van ban phap ly vé quan ly
my phadm trong thdi gian qua. Mdc du déu chiu
su’ quan ly truc ti€p cua BO Y t€, viéc quan ly my
phdm it nghiém ng&t hon so véi thudc. Khung
phap ly vé quan ly my phdm hién nay co ban da
hoan chinh, véi cac van ban phap luat khi ban
hanh déu ap dung chung cho cac nhém my
phdm®@3), P& dat yéu ciu chat lugng cua san
phdm my pham thi mét nha may san xuét trong
nudc chi can dat tiéu chun chat lugng GMP clia
BO Y té hodc CGMP-ASEAN®™. Theo mot nghién
clu tai Thanh phd HO Chi Minh®), sau khi Nghi
dinh s6 93/2016/ND-CP quy dinh vé diéu kién
san xuit my phdm dugc ban hanh, cac co sé san
xudt my phdm bat budc phai dugc tién kiém vé
diéu kién san xuat trudc khi ti€n hanh san xuat,
s& lugng S6 ti€p nhan Phiéu cdng b6 my pham
dugc SG Y té€ Thanh phé H6 Chi Minh cap da
giam dang k€ so véi giai doan trudc do, cho thdy
hiéu qua budc dau cua cong tac quan ly my
pham theo hudng ngay cang dugdc chit ché han,
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dam bao chat lugng cua cac san phdm san xuét
trong nudc khi luu hanh trén thi trudng. Mac du
my phdm cé rdt nhiéu loai, cdc don vi kinh
doanh chi tép trung dau tu vao mot s6 nhom
nhat dinh dua vao nhu cau thuc té€ cua thi
truéng. Theo két qua cia mot nghién clu tai
Viét Nam trong giai doan 2014-2015, nhdom my
phdm danh cho da va nhém my phdm cé tinh
nang chdm séc cd thé da cb sb lugng my pham
dang ky kinh doanh va san xuat vugt troi so véi
cac nhdm m§ pham con lai (6,

V6i dac thu phan I6n my phdm Iuu hanh tai
Viét Nam 1a nhap khau®®, nhiéu vn ban phap
luat hién nay cé néi dung tap trung vao quan ly
linh vuc xudt khdu, nhap khau (vSi 13 vin ban
trong t&ng s6 36 van ban hién hanh). Trong cac
van ban dugc ban hanh, Quyét dinh sO
7866/QD-BYT ban hanh nam 2018 va Van ban
hgp nhat s6 07/VBHN-BYT ban hanh nam 2021()
ld nhitng van ban quan trong vi lién quan dén
nhiéu linh vuc trong quan ly my pham.

V. KET LUAN

Két qua nghién clru da lam ro vai tro cla co
quan quan ly trong viéc hoan thién hé théng td
chirc y t&, tap trung vao san phdm my pham,
gép phan dat muc tiéu chung vé cham sbc sic
khoe thé chat va tinh than cho nhan dan theo
chién lugc quoc gia bao v&, cham sbéc va nang
cao suc khée nhan dan. Ngoai ra, két qua cua
nghién cttu ¢ thé ho trg cac cd quan quan ly
trong viéc tap trung danh gia tinh dong bd va
tinh phu hgp cla cac van ban quan ly my pham
da ban hanh, lam cd sé cho viéc ban hanh cac
quy dinh quan ly chdt ché hon va co tinh thuc
tien cao hon trong tuang lai.
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KET QUA PHAU THUAT GIAI CHEN EP ONG SONG QUA ONG BANH
PIEU TRI HEP ONG SONG THAT LUNG DO THOAI HOA

Vi Truong Son*, Nguyén Vin Son*, Phan Trong Hiu**

TOM TAT

Muc tiéu: banh gia két qua phau thuat giai phong
chén ép qua ong banh diéu tri hep ong sdng that lung
(HOSTL) do thoai héa. P6i tugng va phuong phap:
Ngh|en cu ti€n ciu 62 bénh nhan (BN) dugc chan
dodn HOSTL do thoai hoa dugc phau thuat (PT) giai
chén ep dng sdng qua 6ng banh thuat tai khoa CTCH
cot song - BVTWQD108 tir thang 3/2015 09/2016.
Két qua: 62 BN (25 nam, 37 nif), tudi trung blnh Ia
57,61 £ 9,6 (tu‘ 32 téi 81) da dugc PT md clia s
Xerng mot bén giai chén ép hai bén qua dng banh.
Thai gian giai phong chén ép trung binh cho 1 miic
dét séng la 65,00 +£10,97 phat, 02 mic la 85,88 +
18,04 phut Ket qua xa sau PT dugc danh gia theo
thang diém JOA (Japanese Orthopaedlc Association
score) tai thdi diém kham lai cudi cling sau md trén 12
thang 58/62 BN khdm (93,5%) Thdi gian kiém tra
trung binh: 33,47 + 16,89 thang (12-60). Rat tot: 22
(37,9%), tot: 31 (53 4%), trung binh: 3 (5, 1%), kém:
2 (3,6%). Panh gia cai thién trleu cerng Idm sang sau
can thiép tai thdi diém khadm cudi cling: diém dau lung
VAS (Visual Analogue Scale) tru6c mo 5,03 + 1,24 khi
kham lai 1a 0,67 £ 1,09, di€ém dau chén VAS trerc mé
la 7,23 + 098 kh| kham lai la 0,95 +1,42, ODI
(Oswestry Dlsablllty Index 2.0) trugc md 66, 32 + 5,39
khi kham lai 1a 17,47+11,77, diém JOA trudc phau
thuat 13 11,29 + 1, 35 khi kham lai la 24,39 + 2,70.
banh g|a su’ gia tang kich thudc cla ong song tren
phim céng huéng tir (CHT) sau PT g|a| chén ép tai
thd| diém kham cudi cung 35/62 BN VGi su’ thay doi
cd y nghia thdng k& (p < 0,001): dudng kinh trudc
sau 6ng séng (DKTS) la 4,82 + 1,65 mm (trudc PT:

*Bénh vién Pa khoa Phu Tho

**¥Bénh vién TUQP108

Chiu trach nhiém chinh: Vi Trudng Son
Email: sonha.tpviettri@gmail.com
Ngay nhan bai: 28/5/2021

Ngay phan bienj khoa hoc: 20/6/2021
Ngay duyét bai: 19/7/2021

6,43 + 1,34 mm, sau PT:11,25 + 1,59 mm) va dién
tich 6ng s6ng (DTOS) 73,06 + 18,80 mmz2 (trerc PT:
49,29 £ 15,09, sau PT: 122 35 £ 25,79). Blen chu‘ng
trong mad: rach mang CLrng 02 3, 2%), tu mau ngoa|
mang CLrng 01(1,6%). K&t luan: Phiu thuat giai chén
ép ong song qua 6ng banh der| kinh vi phau thuat la
phu’dng phap can thiép it xam Ian, hiéu qua va an
toan trong diéu tri benh Iy HOSTL do thoai hoa,

Tur khoa: Hep dng séng do thodi héa, phau thuat
can thiép t6i thiéu

SUMMARY
THE EVALUATION OF UNILATERAL APPROACH
FOR BILATERAL DECOMPRESSION OF
DEGENNERATIVE LUMBAR SPINAL STENOSIS
WITH TUBULAR RETRACTOR SYSTEM
Aims: To assess the results of minimally invasive
surgery approach for degenerative lumbar spinal
stenosis. Methods: From 03/2015 to 09/2016 the
surgery was performed on 62 patients (25 men and 37
women; 32-81years; median age, 57,61 £ 9,6 years).
We carried out bilateral interlaminar fenestration and
unroofing for the decompression of nerve roots by
using a unilateral approach. Result: Average of
surgical time was 65,00£10,97 minutes for per level,
85,88 = 18,05 minutes for two levels. Surgical results
were classified by JOA score at the last follow up,
58/62 patients, average time 33,47 £+ 16,89 months.
Excellent: 22 (37,9%), good: 31 (53,4%), fair: 3
(5,1%), poor: 2 (3,6%). VAS back pain improved from
503 £ 1,24 to 0,67 £ 1,09, VAS radicular pain
improved from 7,23 + 0,98 to 0,95 +1,42, ODI
improved from 66,32 + 5,39 to 17,47+11,77, JOA
improved from 11,29 + 1 to 24,39 £ 2,70. The
increasing of spinal canal on MRI at the last follow up
(35/62 patients) significant difference (p < 0,001): A-
P diameter: 4,82 = 1,65 mm (pre-op: 6,43 + 1.34
mm; post-op: 11,25 +1,59mmm); Dural sac cross-
sectional area: 73,06 = 18,80 mm?2 (pre-op:49,29 +
15,09, post-op: 122,35 £ 25,79). Complications: dural
tear were 2 (3,2%) and epidural hematoma in
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