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TONG QUAN VE QUAN LY THUOC CO TRUYEN TAI VIET NAM
Nguyén Phuc Hung?, Ping Duy Khanh!, Luu Thai Quin?

TOM TAT

Muc tiéu: nghién cliu tng quan vé quan ly
thuSc Y hoc c8 truyén (YHCT) tai Viét Nam. Phuong
phap: phan tich cac van ban phap luat co lién quan
dén quan ly thuGc YHCT tai Viét Nam. K&t qua: thong
qua phan tich cac van ban phap luat vé quan ly thudc
YHCT tai Viét Nam cho thay Nha nuéc (NN) va cac cd
quan Y té dang thuc hién rat t6t cong tac quan ly trén
cac linh vuc kinh doanh thudc, cung Ung, ché bién,
bao ché va str dung thu6c YHCT; tiéu chuan ché bién,
bao ché thudc YHCT trong cd s& kham bénh, chila
bénh, chifa bénh bédng thubc YHCT; hudéng dan
phucong phap ché bién cac vi thudc cb truyén va ban
hanh Chuang trinh phat trién y dugc co truyén, két
hgp y dugc b truyén véi y dugc hién dai dén ndm
2030. Két luan: Ludt dugc 2016 va cac van ban phap
luat khac ctia NN lién quan dén thudc YHCT da rat kip
thoi va day du vdi thuc trang hién nay. Cac vdn ban
phap luat da quy dinh cu thé va ro rang vé cac cong
tac quan ly thuc YHCT tai Viét Nam.

Tuwr khoa: thuGc YHCT, YHCT, quan ly NN.

SUMMARY
REVIEW OF REGULATIONS ON
TRADITIONAL MEDICINES IN VIETNAM

Objective: To conduct an overview study on the
management of traditional medicines in Vietnam.
Method: analysis of legal documents related to the
management of traditional medicines in Vietnam.
Results: Through the analysis of legal documents on
the management of traditional medicines in Vietnam, it
shows that the State and health agencies are
performing very well the management work in the
fields of drug trading, supply, processing, preparing
and using traditional medicine; standards for
processing and preparing traditional medicine drugs in
traditional medical examination, treatment and
treatment establishments; guiding methods of
processing traditional medicines and promulgating a
program to develop traditional medicine and
pharmacy, combining traditional medicine and modern
medicine by 2030. Conclusion: The Law on
Pharmacy 2016 and other state legal documents
related to traditional medicines are very timely and
complete with the current situation. Legal documents
have specific and clear provisions on the management
of traditional medicines in Vietnam.

Keywords: Traditional medicine, government
management.
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I. DAT VAN DE

Vai trd YHCT trong khdm chifa bénh (KCB)
ngay cang dugdc nhiéu qudc gia thira nhan. Ba cd
hon 120 nudc trén thé gidi, k& ca cac nudc phat
trién s dung YHCT khdng chi don thuan dé KCB
ma con d€ phong bénh, phuc hdi chic ning,
nang cao suc khde. Td chirc Y t&€ Thé giGi (WHO)
khdng dinh “Can dé cao va khai thac manh mé
han nita kha nang va hiéu qua clia YHCT trong
cham séc stic khoe nhén dan, danh giad va cong
nhan gia tri cia YHCT lam cho YHCT ngay cang
hiru hiéu han. Bé la hé thng KCB ma tu trudc
téi nay dugc nhan dan coi nhu cia minh, chap
nhan mét cach gan nhu duong nhién. Hon thé
nira, du & dau, trong hoan canh nao, YHCT ciing
chi mang lai Igi ich nhiéu haon so véi cac phuong
phap khac vi dé la mdt bd phan khéng thé tach
rgi nén van hoa clia nhan dan”

I1. DOI TUONG VA PHU'ONG PHAP NGHIEN CU'U

2.1. POi tugng nghién ciru: Nghién clu
tdng quan tai liéu ddi véi cac van ban quy pham
phap luat vé quan ly thuéc YHCT tai Viét Nam
trong cac linh vuc san xudt, kinh doanh, kiém
soat chat lugng, xt ly, thu hoi thuéc YHCT va
cac tiéu chuén ché bién, bao ché thudc YHCT tai
cac ca sé KCB.

2.2. Tiéu chuén nghién ciru: Lua chon cac
van ban phap luat cdp trung uong, pham vi ca
nudc, cd hiéu luc dén thang 11 nam 2022 va lién
quan dén quy dinh quan ly YHCT tai Viét Nam.

Il. KET QUA NGHIEN cU'U

3.1. M6t s6 khai niém vé thudc y hoc cd
truyén. - Thubéc YHCT (bao gom ca vi thudc
YHCT va thudc thang) la thudc cé thanh phan la
dudc liéu dudc ché bién, bao ché hoac phdi ngii
theo ly ludn va phudng phap cia YHCT hodc
theo kinh nghiém dan gian thanh ché phadm cé
dang bao ché truyén théng hoac hién dai.

- Vi thu6c YHCT la mot loai dugc liéu dugc
ché bién theo ly ludn va Phugng phap cua YHCT
ding dé san xuét thudc cd truyén hodc dung dé
phong bénh, chita bénh.

- Thuéc thanh phdm YHCT (thuSc dong vy,
thudc tir dugc liéu) la dang thudc YHCT da qua
tat ca cac giai doan san xudt, ké ca déng gdi va
dan nhan, bao gobm: Thudc dang vién, thudc
dang nudc, thuGc dang ché, thudc dang bdt,
thu6c dang cao va cac dang thudc khac.
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3.2. Piéu lé kinh doanh thudc, cung
rng, ché bién, bao ché va sir dung thudc c6
truyén dan tdc. Vé Kinh doanh thudc cd truyén
can dugc thuc hién theo quy dinh tai Luat Dugc
2016 [4], trong d6 cd sd san xudt thubc cd
truyén luu hanh toan quéc, co sé ban lé thudc c6
truyén phai dap ('ng cac diéu kién vé dia diém,
cd s@ vat chat va trinh d6 nhan luc. VGi ngudi
chiu trach nhiém chuyén mo6n vé dugc (ngudi
phu trach vé chat lugng thudc, ngudi phu trach
vé dam bao chat lugng thudc) tai cg sG san xudt,
hgp tac xa, ho kinh doanh va cd sd ban & phai
dap Ung dudc van bang chuyén mén va thdi gian
thuc hanh chuyén moén phu hgp. Chinh phu quy
dinh chi tiét viéc kinh doanh thudc cG truyén va
quan ly thudc cd truyén nhap khau vao Viét Nam.

Vé cung g, ché bién, bao ché va s dung
thuSc cd truyén trong cd s kham bénh, chira
bénh [3], BO trudng BO Y té€ quy dinh diéu kién
ché bién, bao ché va quan ly thudc cé truyén cho
cd s6 kham bénh, chita bénh bang y hoc c6
truyén va bénh vién cé chirc nang kham bénh,
chita bénh bang y hoc ¢4 truyén tuyén tinh trg
Ién tai thong tu 32/2020/TT-BYT. Ngugi ding
dau cg sd kham bénh, chita bénh cé ché bién,
bao ché thudc cd truyén phai chiu trach nhiém
vé chat lugng, an toan, hiéu qua cua cac loai
thudc do chinh co sG ché bién, bao ché.

Pang ky, Iuu hanh, thu hdi thubc c8 truyén
lvu hanh trén thi trudng phai thuc hién theo quy
dinh cla Luat Dugc 2016. Thai han cap, gia han,
thay d6i, bé sung gidy dang ky luvu hanh thudc
cd truyén dugc quy dinh tai chuong V Luit Dugc
2016. Thudc cd truyén dugc can (béc) theo bai
thudc, don thudc dugc ché bién, bao ché trong
cd s kham bénh, chifa bénh nguGi ding dau co
sG chiu trach nhiém thu hdi thudc theo quy dinh
khi phat hién thudc khéng bao dam chat lugng,
an toan, hiéu qua va khong phai dang ky luu
hanh [4]

Ther thuSc cd truyén trén 1dm sang trudc khi
dang ky luu hanh dugc Bo trudng BO Y t€ quy
dinh tiéu chi cu thé dé xac dinh trudng hgp mién
mot s8 giai doan thir thuSc c6 truyén trén 1am
sang hodc phai thr Iam sang day du cac giai
doan tai Viét Nam. Thudc cd truyén dugc mién
th(r Idm sang trong trudng hgp da dugc BO Y té€
c6bng nhan hay da dudc cap gidy dang ky luu
hanh trudc ngay Luat dugc 2016 co6 hiéu luc (trir
thudc c6 dé nghi phai thr ldm sang cua Hoi dong
tu van cap gidy dang ky luvu hanh thuGc, nguyén
liéu lam thudc).

3.3. Quy dinh tiéu chuan ché bién, bao
ché thudc YHCT trong cd sé kham bénh,
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chira bénh, chira bénh bang thuéc YHCT

Tiéu chudn ché bién, bao ché thuéc cé
truyén. - Co sG khdm bénh, chifa bénh bang y
hoc 8 truyén cd t& chiic ché bién dudc liéu, vi
thubc cd truyén, bao ché thudc ¢ truyén cd dang
bao ché truyén th6ng va bao ché thudc ¢ truyén
dudi dang bao ché hién dai lan Iugt trién khai ap
dung tiéu chuin quy dinh tai Phu luc I, II va III
ban hanh keém theo Thong tu 32/2020/TT-BYT [3].

- Trudng hgp Bénh vién Y dudc cb truyén
tinh, thanh phd truc thudc trung uong cd td chiic
ché bién, bao ché thudc cd truyén dé ban cho co
s& kham bénh, chita bénh c6 thuc hién hoat
ddong khadm bénh, chita bénh bang y hoc c6
truyén khac trén cung dia ban tinh, thanh phd
truc thudc trung uang thi phai trién khai ap dung
quy dinh tai Phu luc VI va Phu luc VII Thong tu
s6 35/2018/TT-BYT [2] va phai dugc danh gia
theo quy dinh cGa Thong tu nay [3].

HO6 so céng bé dap irng tiéu chudn ché’
bién, bao ché thuéc cé truyén duoc quy
dinh tai théng tu 32/2020/TT-BYT bao
gom [3]:

- Ban sao Gidy phép hoat dong cla cd sd
kham bénh, chita bénh bang y hoc cd truyén;

- Ban cdng b6 dap ung du diéu kién ché bién,
bao ché thudc cd truyén quy dinh tai Mau s§ 01
Phu luc IV ban hanh kem theo Thong tu’ nay;

- Bao cao hoat ddng bao ché, ché bién thudc
cd truyén theo Mau s8 02 Phu luc IV ban hanh
kém theo Thong tu nay.

Sau khi chuén bi day du hé so trinh tu
céng bé dip ung tiéu chudn vé ché bién,
bao ché thuéc cé truyén duoc thuc hién
theo thong tu’ 32/2020/TT-BYT [3].

Kiém tra, dinh gid viéc dip dng tiéu
chuan ché bién, bao ché thudc cé truyén [3]

- Dinh ky thang 11 hdng ndm, cd quan tiép
nhan ho sd cong b trén Trang Thong tin dién td
clia ¢d quan tiép nhan vé k& hoach kiém tra,
danh gid viéc duy tri dadp Ung tiéu chudn ché
bién, bao ché thubc c6 truyén va gli ban k&
hoach nay dén cac cad sé co tén trong ké hoach.

- T6i thi€u 30 ngay trudc thoi diém kiém tra,
danh gid viéc dap (ng tiéu chuén ché bién, bao
ché& thudc cb truyén theo k& hoach dd dudc co
quan ti€p nhan cong bd, cd sG phai gl bao cao
hoat dong ché bién, bao ché ché thubc cb truyén
vé co quan ti€p nhan theo Mau s6 2 Phu luc IV
ban hanh kém theo Thong tu nay.

- Chi tiét vé kiém tra danh giad viéc dap (ng
tiéu chudn ché bién va bao ché thuSc c6 truyén
dudc quy dinh cu thé tai Thong tu nay.
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3.4. Hudng dan phudng phap ché bién
cac vi thuéc cé truyén: Thong tu sG
30/2017/TT-BYT hudng dan phuong phap chung
ché bién cac vi thudc c6 truyén va phuong phap
ché bién cac vi thubc cb truyén cu thé. Dai tugng
ap dung la cac cd s& kham bénh, chira bénh va ca
sd kinh doanh dugc liéu, thudc ¢6 truyén, thudc
dugc liéu cé hoat ddong ché bién cac vi thuc cd
truyén va té chiic, cd nhan 6 lién quan [1].

Ban hanh phuong phap ché bién cac vi
thuéc cé truyén [3].

- Phuong phap chung ché bién cac vi thubc
cd truyén quy dinh tai Phu luc I ban hanh kém
theo Thong tu.

- Phuong phéap ché bién cta 103 vi thudc co
truyén quy dinh tai Phu luc II ban hanh kem
theo Thong tu.

3.5. Cac quy dinh vé quan ly YHCT

Bang 1. Céc van ban phap quy vé thuéc Y hoc cé truyén

JUA N Ngay ban
STT SO hiéu Tén van ban hanh
1 Quyét dinh Quy dinh chdic néng, nhiém vy, quyén han va ¢ cau t6 18/03/2020
7666/QD-BYT chirc cia Cuc Quan ly Y, Dudc cb truyén thudc BO Y té
2 |Thong tu 13/2018/TT-BYT Quy dinh chat lugng dugc liéu, thu6c, o truyén 18/03/2020
3 [Théng tu 21/2018/TT-BYT Quy dinh viéc dang ky ILru”gjnh thudc 6 truyén, dugc 18/03/2020
4 |Thong tu 19/2018/TT-BYT Ban hanh danh muc thudc thiét yéu 18/03/2020
Bai bd Thong tu' s6 31/2017/TT-BYT ngay 25/7/2017
n clia BO trudng B Y t&€ ban hanh Danh muc san pham,
> |Thong tur 05/2019/TT-BYT hang hda cé kha nang gay mat an toan thudc pham vi 18/03/2020
dugc phan cong quan ly cia BO Y t€
Ban hanh Danh muc dugc liéu; cac chat chiét xuat tir
Théng tu dugc liéu, tinh déu lam thudc; thuc cc“i,truy“en, thudic
6 48/2018/TT-BYT dugc liéu xuat khau, nhap khau dugc xac diqh masé |17/06/2019
hang hda theo Danh muc hang héa xuat khau, nhap
kh3u Viét Nam
C6ng bd thi tuc hanh chinh dudc sira d6i, bd sung va
tha tuc hanh chinh dugc bai b tai Nghi dinh s6
. Quyét dinh 109/2016/ND-CP ngay 01/7/2016 cta Chinh phti v& Quy | ¢ /017
2623/Qb-BYT dinh cap chirng chi hanh nghé déi véi ngudi hanh nghé
va cap gidy phép hoat déng d6i véi ca s& kham bénh,
chira bénh
Quyét dinh Cong ’b6 thu tuc hanh chl'nh dugc ban hanh trong Thoéng
9 1371/QD—'BYT tu' s6 03/2016/TT-BYT ngay 21/01/2016 cta BO trudng |14/04/2016
BO Y t€ quy dinh vé hoat dong kinh doanh dugc liéu
10 105/2016/QH13 ] Luat Dugc 04/04/2016
Hudng dan xuét nhap khau dudc liéu theo théng tu
11 89/YDCT-QLD 03/2016/TT-BYT 24/02/2016
12 Thong b dinh v& hoat déng kinh doanh dugc lié 20/01/2016
03/2016/TT-BYT Quy dinh vé hoat dong kinh doanh dugc liéu /01/

3.6. Ban hanh Chuong trinh phat trién y
dudc cd truyén, két hop y dudc co truyén
vGi y dugc hién dai dén nam 2030

Muc tiéu

Phét trién toan dién y duoc cé truyén
[5]. Tang cudng nang luc khdam bénh, chira
bénh vé nhan luc, cg sG vat chat, trang thiét bi
trong cac cd s@ kham bénh, chita bénh y dugc
cd truyén.

Dén nam 2025: 95% cac tinh, thanh phoé
truc thudc trung udng coé bénh vién da khoa y
dugc c6 truyén hodc bénh vién da khoa y dugc

cd truyén — phuc hdi chlic ndng tuyén tinh; 90%
bénh vién da khoa, vién cd giuGng bénh, bénh
vién chuyén khoa cé Khoa y, dugc cd truyén;
95% tram y t€ xd, phudng, thi trdan va tuong
duong ¢ trién khai hoat dong tu van sir dung y
dugc ¢ truyén trong chdm soc stic khde hodc to
chirc khdm bénh, chita bénh y dudc ¢6 truyén.
PEn nam 2030: 100% cac tinh, thanh pho
truc thudc trung ugng coé bénh vién da khoa y
dugc cb truyén hodc bénh vién da khoa y dugc
cd truyén — phuc hoi chlic ndng tuyén tinh; 95%
bénh vién da khoa, vién cd giuGng bénh, bénh
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vién chuyén khoa c6 Khoa y, dugc cd truyén;
100% tram y té xa, phudng, thi tran va tucng
dudng cé trién khai hoat déng tu’ van st dung y
dugc 6 truyén trong chdm soc stic khoe hodc td
chirc khdm bénh, chifa bénh y dugc c6 truyén.

Téng ti 1é khdm bénh, chita bénh y dugc ¢
truyén, két hop y dudc cé truyén vdi y dugc hién
dai & tat ca cac tuyén.

Tang ty 1& chi trd thuSc dugc liéu, thudc cd
truyén trong cd s& kham bénh, chita bénh tr quy
bao hiém y t& trong téng s6 chi phi cho thudc.

Tang s6 lugng dé tai nghién clru khoa hoc vé
y dugc cd truyén dugc ('ng dung trong thuc tién;
chd trong nghién clru chirng minh khoa hoc tac
dung chita bénh cla y dudc c6 truyén va cac
phuong phap chifa bénh y dugc ¢6 truyén cd gia tri.

Tang ti 1é dugc liéu nudi trong trong nudc,
khuyén khich dugc liéu nudi trong dat thuc hanh
t6t nudi trong, thu hai dudc liéu theo tiéu chudn
clia T8 chiic Y t& thé& gidi (GACP — WHO); giam
dan ti 18 nhdp khau dugc liéu, thudc cb truyén.

Phat trién y dudc cb truyén khéi tu nhan,
tang cudng vai trdo cla cac hodi, hiép hoi nghé
nghiép trong linh vuc y dugc cd truyén.

Két hop y duoc cé truyén vdi y duoc
hién dai [5]. Dén ndam 2025: 100% bénh vién
da khoa y dugc cd truyén, bénh vién da khoa y
dugc ¢6 truyén — phuc hdi chiic ndng dugc dau
tu xay dung cd sé ha tang, trang thiét bi y hoc
hién dai; 100% can b0 dugc dao tao, cap nhat
kién thirc st dung trang thiét bi hién dai phuc vu
kham, chita bénh; 10% cac cd s& kham bénh,
chita bénh y dugc c6 truyén tuyén tinh trg 1&n
dugc dau tu mua sdm trang thiét bi san xudt ché
phdm thubc c6 truyén, thubc dugc liéu, cac
thudc dugc liéu, thudc cd truyén san xuét tai cd
s@ kham bénh, chifa bénh cung 'ng trén dia ban
tinh dugc quy bao hiém y té chi tra.

Dén nam 2030: 15% Bénh vién ba khoa vy
dugc ¢6 truyén, Bénh vién Pa khoa y dugc cd
truyén — Phuc hoi chirc nang dugc dau tu trang
thiét bi bao ché, san xudt cac dang bao ché hién
dai thuSc cd truyén, thudc dudgc liéu, san xuét tai
cd s@ kham bénh, chita bénh cung U'ng trén dia
ban tinh dudc quy bao hiém y té chi trd; 100%
bac si y hoc cd truyén dudc dao tao lién tuc, dao
tao chuyén sau sau dai hoc cac chuyén khoa vé y
hoc hién dai; xdy dung, chudn hda tai liéu dao
tao, tai liéu chuyén mén vé két hop y dudc co
truyén véi y dugc hién dai dung trong cd sG
kham bénh, chita bénh; tang ti Ié kham bénh,
chira bénh, s6 lugng cd sd kham bénh, chita
bénh cd [6ng ghép gilta y dudc cb truyén véi y
dugc hién dai.
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IV. BAN LUAN

Nha Nudc da va dang dan co su quan tdm
ddng muc dén YHCT khi dua ra cac khai nhiém
cu th€ vé YHCT nhu: thuSc YHCT, vi thudc
YHCT...gitp dinh nghia r6 rang cac loai thudc
YHCT, tranh su' nham lan, lan man, s dung sai
muc dich.

Hién nay thuéc YHCT dudc mua ban tran lan
trén thi trudng (khong chi tai cac cg s mua ban
thu6c YHCT), do d6 cac quy dinh vé kinh doanh
thubc la rat can thiét, nham quy dinh diéu kién
cd s@ vat chat, ky thuat, nhan su, cac quy dinh
dang ki, luu hanh, thu hoi thuéc YHCT gilp dam
bao ngudn gobc, chat lugng, qua trinh bao quan,
mua ban dudgc liéu dugc thuc hién tot nhat, cung
cap cho bénh nhan.

Khéc véi da phan thudc thanh phdm trén thj
trudng, thudc YHCT thudng can dugc ché bién,
bao ché tai cd s& KCB. Do dé Thong tu
32/2020/TT-BYT d& quy dinh cac tiéu chudn ché
bién, bao ché thudc YHCT, keém theo dé la cac
quy dinh cu thé vé hd sa, trinh tu' thu tuc dang ki
tiéu chudn va cdng tac kiém tra, danh gia viéc
dap Ung tiéu chudn ché bién, bao ché thudc c6
truyén dam bao thudc YHCT dén tay bénh nhan
la chat lugng, diéu tri bénh tot nhat [3]. Cac
Hudng dan phuong phap ché bién cac vi thudc
cd truyén dugc trinh bay chi tiét tai Thdng tu’ s6
30/2017/TT-BYT gobm cac phuang phap chung
ché bién vj thuBc cd truyén va phuang phap ché
bién cu thé ctia 103 vi thudc cd truyén, ho trg
cho cbng tac ché bién, bao ché thuéc YHCT phuc
vu cham sdc stc khde nhan dan [1].

CuGi cling va cu thé nhét la quyét dinh s&
1893/QD-TTg Ban hanh Chuang trinh phét trién
y dudc cb truyén, két hgp y dudc cé truyén véi y
dugc hién dai dén nam 2030 d3 dé ra cac muc
tiéu rd rang dé& phat trién toan dién y hoc cd
truyén, két hop y dudc cb truyén véi y dugc hién
dai [5]. TU cadc muc tiéu nay, cac sd sd vy te€,
nhan vién y t&€ va NN sé cd nhitng dinh hudng ro
rang tirng budc nang cao chat lugng KCB cua
YHCT Viét Nam.

V. KET LUAN

YHCT ngay cang dugc ('ng dung nhiéu trong
cong tac KCB & nudc ta hién nay, di doi vdi viéc
dd la cac san phdm hang nhai, hang gia, hang
kém chat lugng ngay mét gia tang gay kho khan
cho can bo y té va bénh nhan. Luat dugc 2016
va cac van ban phap luat cia NN lién quan dén
quan ly thu6c YHCT da rat kip thdi va day da véi
thuc trang hién nay. Cac van ban phap luat da
quy dinh cu thé va rd rang vé diéu & kinh doanh
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thudc, cung Ung, ché bién, bao ché va s dung
thuSc YHCT; quy dinh tiéu chudn ché bién, bao
ché thudc YHCT trong cd s¢ kham bénh, chira
bénh, chita bénh bdng thuéc YHCT; hufdng dan
phuong phap ché bién cac vi thudc cb truyén va
ban hanh Chucng trinh phat trién y dugc cd
truyén, két hop y dudc cé truyén véi y dugc hién
dai dén nam 2030.
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MOI LIEN QUAN GIO’A PU'T GAY DNA CUA TINH TRUNG
VA HINH THAI TINH TRUNG

Vii Thi Tuat!, Tran Thi Phwong Mai%, Nguyén Khang Son?

TOM TAT

Muc tiéu: Danh gid mdi lién quan gilra mic do
dat gay DNA (DFI- DNA fragmention index) cla tinh
tring vdi hinh thai tinh trung binh thuGng va di dang
ctia 90 cap vg chong vo sinh. Poi tugng va phucng
phap nghién ciru: Nghién clu thuan tap tuang lai
cla 90 cdp vg chong vo sinh dang diéu tri tai Trung
tdm HO trg Sinh san- Bénh vién Dai hoc Y Ha Néi to
thang 8/2020- thang 12/2021. Ngu’dl chdng cé tinh
trung tuai xuat tinh dugc xét nghiém tinh dich d6 theo
tiéu chudn WHO 2010 va xét nghlem Halosperm, sau
thdi gian kiéng quan hé 3-5 ngay, chia 3 nhom nghién
ctu. Nhdm N1: 21 ngudi cd hinh thai tinh trung binh
thuGng (HTBT), Nhdm N2: 59 nguGi cé tinh trung di
dang dau (DD dau- TT dau nhd, dau kim, dau tam
giac, it crosome...), Nhom N3: 10 nguai co 'tinh trlng
di dang khdc (DD khac — c8 léch, dudi cong, dudi
ngan, hai dudi...). Két qua: Ti 1 DFI trung binh cua
nhom DD dau cao nhat, it d6i tugng c6 DFI< 15%,
nhiéu do6i tugng cd DFI > 30% so vGi nhom DD khac
va nhém HTBT c6 y nghia théng ké. DFI tugng quan
nghich vGi mat do tinh trung (MDTT) va do di dong
cta tinh trung (DD'I'I') Derng cong ROC cla DFI
trong chan doan vé sinh cé y nghia théng ké khi so Vvéi
MDTT va DDTT, ngu8ng cutt off Halosperm 20,2%;
15,4% va dién tich dudi derng cong (AUC) lan lugt
0, 785 va 0. 639 V6i p<0,05 la gi6i han danh gia TT ¢6
mat do va di dong tiéu chuan binh thudng (MDTT 215
trleu/ml DDTT >40%). K&t luan: DFI c6 moi tuong
quan vdi DD dau cé y nghia thdng k&, khong c6 méi
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tuong quan DFI vG8i DD khac va TT c6 HTBT,
p>0,05.Ti |é DFI trung binh cao nhat trong nhdm DD
dau so vdi DD khac va nhém HTBT, p< 0,05. Su’ phan
b6 DFI trong nhdm N2, cling khac biét c6 y nghia so
vGi N3,N1, p < 0,05. DG tugng khong duat gay
(DFI<15%) chi€m ti Ié thé’p nhat va nhiéu déi tugng
¢6 DFI > 30% chiém ti |€ cao. DFI tugng quan nghich
vGi MDTT, DDTT. Ngudng cutt off 20, 2% va 15,4%
dé chén doan v0 sinh do tinh trung it, yéu, p<0,05.

Ta khoa: Tinh triung di dang, xét nghiém
Halosperm, DFI

SUMMARY
RELATIONSHIP BETWEEN DNA DAMAGE
OF SPERM AND SPERM MORPHOLOGY
Objective: To evalate the relationship between
the degree of DNA damage sperm (DFI- DNA
fragmentation index) with sperm morphology of 90
infertile couples. Subjects and research methods:
infuture cohort study of 90 infertile couples at
Reproductive Support Center of Ha Noi Medical
University Hospital from August 2020 - December
2021. The husband with fresh ejaculate sperm was
tested Semen analysic WHO 2010 and Halosperm test,
after a period of ebstinence 3-5 days, divided into
3study groups. Group N1: 21 peoples with normal
morphology sperm, group N2: 59 peoples with sperm
head malformation (small head, micocephatic,
triangular head, less crosome...), groupN3: 10 peoples
with other malformed sperm (deviated neck, curved
tail, short tail, two tails...). Results: The mean DFI
rate of N2 group was highest, the fewest subjects with
DFI < 15%, more subjects with DFI > 30% compare
with N3 group and N1 group were statistically
significant. DFI is negatively correlate with density and
motility of sperm. DFI ROC curve for the inferility
dianogis was significant when compare with density
and motility, cutt off Halosperm respectively 20.2%;
15.4% and AUC (area under curve) 0.785; 0.639 with
p<0.05. Conclusion: DFI has a statisticlly significant
corretion with N2, no correlation between DFI with
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