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Da s6 cong nhan mac bénh miii hong man
tinh vGi bénh ly hong thanh quan man tinh
41,8% va bénh ly miii xoang man tinh 25,2%.

Triéu chl’ng cd nang hay gdp nhat la ngat
mii (42,9%), ho (41,8%), dau hong (39,8%).
Triéu ching thuc thé hay gép nhét la niém mac
mii nhot (12,2%), thanh sau hong c6 hat
(20,1%), amidan cd hoc (5,4%).

C6 22,4% cdng nhan cb tién trién bénh ly
miii hong c8p tinh sang man tinh, 3,4% mac mdi
bénh miii hong cap tinh.

VI. KHUYEN NGHI

Can phai xay dung ké hoach du phong bénh
ly mli hong cho ngudi lao ddng dé han ché ti 1&
mac mdi va tinh trang tién trién ndng, kéo dai
cla bénh.
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DANH GIA THU'C TRANG CONG TAC QUAN LY NHA NU'O'C
VE THUOC PHAI KIEM SOAT PAC BIET TAI VIET NAM

TOM TAT

Muc tiéu: danh gia thuc trang cobng tac quan ly
nha nudc vé thudc phai kiém soat dic blet (TPKSDB)
tai viét nam. Phuong phap: phan tich cic van ban
phap luat lién quan dén quan ly TPKSDB tai Viét Nam.
K&t qua: phan tich cac van ban phap luat lién quan
quan Iy TPKSDB tha'y dudc cac co quan y t€ dang thuc
hién cac cong tac quan ly lién quan véi han 10 van
ban lién quan dén san xuat, kinh doanh, kiém soat
chat lugng, quang cdo, xu ly — thu hoi; dac biét la vé
phan loai, phan biét cac TPKSDB; Cac quy dinh vé bao
quan, cap phat, hdy, bao cao thubc gay nghién,
huéng than, thudc tién chat; Ho6i dong tu van cap glay
ching nhan du diéu kién kinh doanh dugc cho cd s@
kinh doanh TPKSPB.Ké&t Iuan Su dung TPKSDB co
anh hudng dén sic khoé va tinh an toan trong qua
tr|nh diéu tri cua ngu’dl benh Viéc tang Cerng quan ly
cua co quan c6 tham quyen théng qua viéc ban hanh
cac van ban phap qui va ap dung cac van ban vao
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thuc t€ coy nghia rat I6n trong cong tac quan Iy tai
cac cd s§ kham cera benh la nén tang phap Iy vu‘ng
chic d& nhan vién y t& yen tam thuc hién cong tac
chdm sdc suc khoé cho ngudi bénh.

Ta khoa: ThuGc pha| kiém soat dic biét, thudc
gay nghién, Luat Dugc, Viét Nam, Y té.

SUMMARY
ASSESSMENT OF THE SITUATION OF STATE

MANAGEMENT OF HERBAL MEDICINES

IN VIETNAM

Objective: assessment of the situation of state
management of controlled substance in vietnam.
Methods: analysis of legal documents related to the
management of controlled substance in Vietnam.
Results: analysis of legal documents related to the
management of controlled substance shows that
health authorities are carrying out management
activities related to more than 10 documents related
to production and business, quality control, advertising,
handling — recall; especially on classification and
distinction of drugs subject to special control;
Regulations on preservation, distribution, destruction
and reporting of narcotic drugs, psychotropic drugs
and precursor drugs; The Advisory Council issues
certificates of eligibility for pharmacy business to
establishments trading in drugs subject to special
control. Conclusion: The use of controlled substance
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for the impact on the health and safety of the patient
during. Strengthening the management of competent
authorities through the promulgation of legal
documents and the application of these documents in
practice has great significance in the management
work at medical examination and treatment facilities,
which is the foundation The legal foundation ensures
that medical staff feel secure in taking care of patients'
health.

Keywords: controlled substace, addictive/habit-
forming drug, Law on pharmacy, Vietnam, medicine.

I. DAT VAN DE

Hé thong van ban phap ly ra ddi tir nam 2016
dén nay la nén tang dé cac co sd y té hoat déng
tot trong giai doan hién nay. Song song vdi nhu
cau phat trién ctia x3 hdi 13 viéc ra d&i nhitng hé
thdng van ban phap ly phl hgp véi su’ phat trién
cling nhu viéc quan ly ngay cang tét hon dé
nang tam nganh y té. Do vay viéc xay dung va
phét trién hé théng quy ché&, quy dinh phap luat
vé quan ly TPKSDB la viéc tat yéu va phu hgp vdi
tinh hinh thuc tién. La tién dé cho cd sG y té€ va

nhan vién y t€ nang cao vai tro va vi thé cla ban
than trong thdi dai mdéi.

II. DOl TUONG VA PHUONG PHAP NGHIEN CU'U

2.1. Poi tugng nghién clru: cac van ban
phap luat lién quan dén cong tac quan ly
TPKSDB tai Viét Nam.

2.2. Phuong phap nghién ciru: tim ki€m
va phan tich cac van ban phap luat co lién quan
dén phén loai, phan biét cac TPKSDB; Cac quy
dinh vé bao quan, cap phat, hay, bao cao thudc
gay nghién, hudng than, thudc tién chat; Hoi
dong tu van cap gidy chirng nhan da diéu kién
kinh doanh dugdc cho ca sé kinh doanh TPKSDB.

Ill. KET QUA NGHIEN CU'U
3.1. Nhifrng van ban qui pham phap luat
qui dinh vé hoat dong quan ly cac TPKSPB
Sy ra ddi cua nhiéu van ban phap qui tir ndm
2011 — 2020 (Bang 1.) cho thdy viéc quan ly va
st dung TPKSDB la quan trong.

Bang 1. Téng hop can ci’ phédp ly vé quan ly TPKSPB tai Viét Nam theo linh vuc quan ly

53553 S6 hiéu vin ban N6i dung chinh sf(ac :'(‘[’)‘i‘tlfs‘-’gf g‘éa';('l}’m
Ludt | 105/2016/QH13 Luat Dugc X | X | X | X[ X
Nghi Quy dinh chi tiét mot s6 diéu va bién
dinh |NP 54/2017/ND-CP phap thi hanh Iuat dudc X | X X | X

Van ban ) Quy dinh vé thuc hanh t6t phan phoi

hgp nhét 6/VBHN-BYT thuGc, nguyén liéu lam thudc X X X

: Hudng dan sir dung thudc trong cac cd sd
TT 23/2011/TT-BYT y t€ cd giuGng bénh. X
T 05/2016/TT-BYT Quy dinh vé ké dan _thu’(“)'c trong diéu tri X
ngoai tru
Quy dinh chi tiét mot s6 diéu cda Luat
Dudc va Nghi dinh s6 54/ND-CP ngay
TT 20/2017/TT-BYT| 8/5/2017 clia Chinh phu vé thudc va X X
Théng nguyén liéu lam thubc phai kiém soét ddc
tu biét
Quy dinh vé don thudc va viéc ké don
TT 52/2017/TT-BYT |thudc hda dugc, sinh phdm trong diéu tri X
ngoai tru
Quy dinh vé td chic va hoat ddng cua hdi
dong tu’ van cap gidy chirng nhan du diéu X X
TT 10/2018/TT-BYT| kién kinh doanh dugc cho cg s kinh
doanh TPKSDB

Chud thich: SX: San xuat, KD: Kinh doanh,
KSCL: Kiém soat chat lugng, QC: Quang cdo, XL
TH: X{r ly — thu hoi.

3.2. Phan loai TPKSPB

Thubc gay nghién,

Thudc hudng than,

Thudc tién chat,

Thudc dang phdi hgp cd chlra dugc chat gay

nghién,
Thu6c dang phoi hdp cd chra dugc chat
hudng than,
Thubc dang phdi hgp co chira tién chat,
Nguyén liéu lam TPKSDB,
Thudc phdng xa [8],
Thudc doc, nguyén liéu doc lam thudc [3].
3.3. Cac quy dinh vé bao quan, cap
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phat, huy, bdo cdo, hd sc sé sach lién quan
dén thuoc gay nghién, hudng than, thudc
tién chat

3.3.1. Quy dinh vé bao quan

Nguyén tdc bao quan TPKSDB: tuén thu yéu
cau vé Thuc hanh t6t bao quan thudc.

Noi bao guan [4], [7]: hudng than, thudc
tién chat phai dugc bao quan tai kho, tu riéng co
khda chic chdn va khdng dugc dé cung cac
thudc khac.

Néu khong cd kho, tu riéng, thudc gay
nghién c6 thé d€ clng td, gia, ké chung Vi
thuoc hu’dng than, thudc tién chat nhu’ng phai
sap xep rleng biét cho tling_loai thuBc, cd bién
hiéu rd rang dé tranh nham Ian.

Thu6c dang ph6i hgp cé chira dugc chat gay
nghién, thudc dang phoi hgp cé chlra dudc chat
hudng than, thuc dang phdi hgp cd chira tién
chat phai d€ khu vuc riéng biét, khong dugc dé
cung cac thudc khac.

Nguei quén Iy TPKSPB [4], [7]: D&i véi
thudc gay nghién, thuéc hudng than, thudc tién
chat, ngudi quan ly tai TYT xa phai c6 bang t6t
nghiép trung cdp nganh dudgc trd lén.

Trudng hop TYT xa khong cd nhan su dap
Ung quy dinh trén thi ngudi dimng dau cd sd giao
nhiém vu bdng van ban cho ngudi c6 trinh do tur
y sy trg Ién.

3.3.2. Cap phat, huy thudc. BO phan dugc
cap phat thudc cho cac khoa diéu tri, phong
kham theo Phiéu linh thu6c va phai theo doi, ghi
chép day du sO lugng xuat, nhdp, ton kho
TPKSPB vao s8 quy dinh tai Phu luc VIII kém
theo Thong tu 20/2017/TT-BYT [4].

DGi véi bénh man tinh can s dung thudc
gay nghién, thuéc hudng tam than, dai ngay thi
danh s thir tu ngay dung thudc theo dot diéu
tri, sO ngay cla moi dgt diéu tri can ghi rd ngay
bat dau va ngay két thic st dung thude [1].

Thu6c gady nghién, thuéc hudng than va
thudc tién chat khong st dung hét phai lam gidy
tra lai bo phan dugc. Trudng b6 phan dugc dua
ra quyét dinh tai s dung hoac huy theo quy
dinh va 1ap bién ban Iuu tai cd s3; Cd sd& kham
bénh, chita bénh chi dugc hay thudc khi cd cong
van cho phép cua S& Y té ndi cd sG dat tru s@
theo quy dinh [4]

3.3.3. cdp phat ngoai tru TPKSPB

Cdp phat ngoai trd TPKSPB dugc quy dinh
tai Thong tu’ s6 05/2016/'IT BYT [2]:

Ké don thuGc gay nghién

Ké don vao Pon thudc “N” theo mau quy
dinh tai Phu luc s6 04 ban hanh kém theo Thong
tu nay va dudgc lam thanh 03 ban
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Ké dan thudc Diéu tri bénh cap tinh s6 lugng
thudc s dung khong vugt qua 07 (bay) ngay.

Trudng hgp ké dan thudc gay nghién, ngudi
ké don hudng dan nguGi bénh hoac ngudi nha
cla ngudi bénh

Cao s6 kham bénh, chita bénh phai lap danh
sach chir ky mau cua ngudi ké dan thudc gay
nghién cla cd sd minh guii cho cac bd phan cd
lién quan trong cd s& kham bénh, chita bénh
dugc biét.

Ké don thudc gdy nghién dé gidm dau cho
ngudi bénh ung thu hoac ngudi bénh AIDS

Ligu thubc gay nghién dé gidm dau dugc ké
don theo nhu cau giam dau cua nguGi bénh, thdi
g|an moi lan chi dinh thudc t6i da 30 (ba mu‘dl)
ngay, nhung cung luc phai ghi 03 don cho 03 dgt
biéu tri lién ti€p, moi don cho mot dgt diéu tri ké
dan khong vugt qua 10 (mugi) ngay (ghi rd ngay
bat dau va két thic cla dgt Diéu tri).

Trudng hop ngudi bénh khéng thé dén kham
tai cd s kham bénh, chira bénh: phai cd Gidy
xac nhan cla Tram trudng tram y t€ xa nai
ngudi bénh cu tri xac dinh ngudi bénh can tiép
tuc Diéu tri giam dau bang thudc gdy nghién
theo mau quy dinh tai Phu luc s6 06 ban hanh
kém theo Thong tu nay, chita bénh ké don
thuéc, mai [an ké don, s6 lugng thudc st dung
khong vugt qua 10 (mudi) ngay.

K& dan thudc hudng tam than va tién chat

Ké don vao Pon thudc “H” theo mau quy
dinh tai Phu luc s6 07 ban hanh kém theo Thong
tu’ nay va dugc lam thanh 03 ban,

DGi véi bénh cdp tinh: Ké dan véi s6 lugng
thudc sur dung kh6ng vugt qua 10 (mu‘(‘ji) ngay.

DGi vGi bénh can chira tri dai ngay (benh
man tmh) Ké dan thudc theo hudng dan chan
dodan va Dbiéu tri ciia B6 Y té hodc ké don véi s6
lurgng thudc st dung toi da 30 (ba muai) ngay.

3.3.4. Bao cao

Bao cdo dinh ky: Trudc ngay 15 thang 01
hang ném, cd s& kham bénh, chita bénh lap bao
cao g SG Y té€ ndi cd s§ dat tru sd theo mau
bdo cao quy dinh tai Phu luc X kém theo Théng
tu 20/2017/TT-BYT [4];

Bao cao dot xudat: Trong thdi han 48 (bon
mudi tdm) git, k& tir khi phat hién nham lan,
that thoat TPKSDB, cg s& kham bénh, chita benh
lap bdo cdo bang vén ban va gui vé BO Y té€ theo
mau bao cao quy dinh tai Phu luc XII kém theo
Théng tu 20/2017/TT-BYT [4];

3.4. HO s, s6 sach va luu giir chirng tir
tai liéu c6 lién quan thuéc gay nghién,
thudéc hudng than, thuoc tién chat. bugc
quy dinh tai Théng tu s6 20/2017/TT-BYT [4]:
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S6 pha ché theo mau s quy dinh tai Phu luc
XVI va XIX;

S0 theo ddi xudt, nhap, ton kho ding theo
mau quy dinh tai Phu luc VIII keém theo;

Co sd& kham chira bénh phai luu gilr ching
tw, tai liéu lién quan dén thudc gay nghién, thudc
hudng than, thudc tién chat dudi dang hd sa, s
sach hodac phan mém theo doi trong thdi gian it
nh&t hai (02) ndm k& tir ngay thuSc hét han dung.

bon thuéc gay nghién, don thuGc hudng
than luvu gilt theo quy dinh tai Thong tu
52/2017/TT-BYT [5].

Hét thgi han luu trit trén, ngudi dirng dau co
s& lap hoi déng dé hay, 1ap bién ban huy va luu
ho sd tai cd sd [5].

3.5. HOi dong tu van cap giay chirng
nhan dua diéu kién kinh doanh dugc cho co
s6 kinh doanh TPKSPB

3.5.1. chidc nang [6]. Hoi dong tai BO Y t€,
S3 Y t&: thdm dinh hd s dé nghi cdp gidy chiing
nhan da diéu kién kinh doanh dugc cla co sd
quy dinh tai Khoan 1,2 va 3 Diéu 1 dé tu van cho
BO trudng BO Y t€, Giam dbc SG Y té€ vé viéc cho
phép kinh doanh cac TPKSDB.

HOi dong phai chiu trach nhiém trudc BO
trudng BO Y té hoac Giam dbc SE Y t€ vé y kién
tu' van cua minh.

Y kién tu van clia Hoi dong la cd s& dé tién
hanh danh gia thuc t€ tai co s@ va xem xét cap
gidy chiing nhan du diéu kién kinh doanh dugc.

3.5.2. nhiém vu [6]. HGi dong cla BO Y t€,
S8 Y t&: Xem xét, thdm dinh va ¢ y kién tu van
bdng vén ban vé ho s dé nghi cdp gidy ching
nhan da diéu kién kinh doanh dugc cla co sd
quy dinh tai Khoan 1, Khoan 2 va Khoan 3 biéu 1
la dat yéu cau hoac chua dat yéu cau, phai stra
ddi, bé sung.

HOi dong co6 y kién tu van gui BO Y t€ hoac
S3 Y t& trong thdi gian khdng qué 30 ngay ké tur
ngay nhan dugc ho sc.

IV. BAN LUAN

TU ndm 2011 dén nay BO Y té cling nhu cac
cd quan quan ly nha nudc ngay mot hoan thién
hé thong phap ly lién quan dén TPKSDB. Dau
tién la cac khai niém, phan loai va phan biét cac
thudc kiém soat déc biét khac nhau da dudc quy
dinh cu thé tai Ludt Dugc va thdng tu Thong tu
s6 20/2017/TT-BYT [4], [8]. Cac van ban nay la
cd s quan trong dé cd quan quan ly va cac can
bd y t& ¢ cd s cu thé trong qua trinh lam viéc.

Cac TPKSDB c6 tac dung dugc ly kém nhirng
anh huéng dén sic khde bénh nhan do do viéc
bdo quan thudc la vO cung quan trong. Cac

thu6c gay nghién, hudng than, tién chat can
dugc bao quan & cac kho rieegn, tu riéng. Néu
khdng c6 kho, tu riéng thi can dé & cac khu vuc
riéng biét. Quy dinh nay la nhdm tranh sy’ nham
lan gira cac TPKSDB va gilra cac thudc nay véi
cac thudc khac gay anh hudng dén qua trinh
diéu tri. Bi kém vdi cong tac bao quan nay la quy
dinh vé trinh d6 nhan su quan ly thudc tai cac ca
sd du thé, dap (’ng dudc nhu cdu ca tiing dan vi,
dap Ung dugc cong tac bao quan va cap phat
thudc cho bénh nhan [4], [7].

Cap phat thudc tai cd s kham chira bénh
cling dudc quy dinh cu thé tai thdng tu sb
20/2017/TT-BYT va Théng tu s6 23/2011/TT-
BYT. D4i vdi bénh nhan diéu tri can s dung
thudc gay nghién, hudng than, tién chat can co
phiéu linh thudc va theo doi theo quy dinh, véi
bénh nhan diéu tri 1du can danh s6 th(r tu theo
sO ngay sU’ dung thuGc. Trudng hgp thudc sir
dung khdng hét, bénh nhan chuyén vién, hay t&r
vong can thuc hién theo thd tuc dé trudng khoa
dugc dua ra quyét dinh tai s dung hay huy
thudc [1], [4].

Trong qua trinh quan ly, cac cd s@ kham
chita bénh can thuc hién bao cao dinh ki hang
nam gui vé S3 Y t€ theo mau tai Thong tu sO
20/2017/TT-BYT. Trong trudng hdgp phat hién
cac sai sot, phai gui bang bao cao vé BO Y té€
trong 48 gid theo mau tai Théng tu sO
20/2017/TT-BYT [4].

M6t diém mdi trong thong théng tu
10/2018/TT-BYT la thanh lap HGi dong tu van
cap gidy chi’ng nhan du diéu kién kinh doanh
dugc cho ca sd kinh doanh TPKSDB, gilp tu' van
cho B0 trudng BO Y t€ va Giam dGc S& Y t€ trong
viéc thdm dinh va ¢ y kién tu van bang vén ban
vé hO sG dé nghi cap gidy chiing nhan du diéu
kién kinh doanh dugc cho cac cd sd [6].

V. KET LUAN

Thut t€ viéc sir dung TPKSPB cd anh hudng
dang k€& dén sirc khoé va tinh an toan trong qua
trinh s dung cua nguGi bénh. Néu sir dung
khong dung muc dich sé gay hau qua vo cung
nghiém trong doi vdi ngudi sir dung va sé gay
nhiéu hdu qua nghiém trong. Do d6 néu lam
dung TPKSPB trong thdi gian dai cé thé dan dén
viéc |é thudc thudc hoac nghién thudc. Viéc tang
cudng quan ly clia co quan cd thdm quyén thdng
qua viéc ban hanh cac van ban phap qui va ap
dung cac van ban vao thuc t€ cé y nghia rat I6n
trong céng tac quan ly tai cac cd sd kham chita
bénh, 1a nén tang phap ly vitng chdc dé nhan
vién y t€ yén tam thuc hién cong tac cham sdc
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surc khoé cho ngudi bénh.
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LIPID MAU CUA CAO DAY THIA CANH &' NGU'O'I TIEN PAI THAO PUONG

TOM TAT

Muc tiéu: Nghién c('u nhdm muc tiéu danh gia
tac dung cla bot Ia khé Day thia canh dén cac chi s6
glucose, HbAlc, lipid mau, Huyét ap, chirc nang gan,
than & nger| tién dai thao du’dng Phu’dng phap 90
déi tugng tién dal thdo dudng tudi trudng thanh dugc
lva chon tir cong dong; dudc chia lam 2 nhom cé
udng cao day thia canh va nhom ching theo déi trong
3 thang. K&t qua: Cao day thia canh c¢d tac dung ha
dudng mau llic ddi, duGng mau sau 2h va HbAlc, sy
khac biét cd y nghia théng ké so vGi nhom chiing; ti lé
doi tugng tién dai thao dudng vé dudng mau binh
thudng chiém 74.5%, cao hon nhdém ching, su’ khac
biét cd y nghia thdng ké so vdi nhdm ching. Co tac
dung lam giam chi s6 trung binh Cholesterol va LDL_c
cé y nghia thdng ké so nhom ching. Giam chi sd
trung binh ca ha huyét ap tam thu va huyét ap tam
truong c6 y nghia thong ké. Két luan: Cao day thia
canh c6 tac dung giam glucose mau, HbAlc, ti I€ tién
dai thao dudng va cac chi s6 Cholesterol, LDL-C,
Triglycerid & nhém tién dai thdo dudng dugc can thiép
sau 3 thang so v&i nhdm chiing.

Tu khoa: Tién dai thao dudng; day thia canh;
giam lipid mau; glucose
SUMMARY

RESEARCH ON EFFECT OF GYMNEMA

SYLVESTRE ON GLUCOSE HBA1C AND

LIPID PROFILES IN TYPE 2 PRE-DIABETES

Objectives: The study aimed to evaluate the
effects of Gymnema Sylvestre on glucose, HbAlc,
lipids profiles, blood pressure, and liver and kidney
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function in pre-diabetes. Methods: 90 adult pre-
diabetic subjects were selected from the community;
they were divided into two groups, The Gymnema
Sylvestre-used group, and a control group, followed
up for three months. Results: Gymnema Sylvestre-
used group has the effect of lowering fasting blood
glucose, 2 hours glucose, and HbA1c; the difference is
statistically significant compared with the control
group; the proportion of pre-diabetic subjects reverse
back normal blood sugar accounted for 74.5%, higher
than the control group; the difference was statistically
significant compared with the control group; It
reduces cholesterol and LDL_c, statistical significance
compared to the control group; reduction in both
systolic and diastolic blood pressure was statistically
significant. Conclusion: Gymnema Sylvestre has the
effect of reducing blood glucose, HbAlc, pre-diabetes
rate, and Cholesterol, LDL-C, and Triglyceride in the
pre-diabetes.
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I. DAT VAN PE

Day thia canh - dugc liéu quy hiém dugc tim
thay tai Viét Nam. Day thia canh da co trén 70
nghién ctru trén Thé gidi, dugc sir dung rong rai
tai An DO v4i tén 13 Diabeticin, tai My véi tén
Sugarest, tai Nhat véi tén Gymnema, Singapore
vGi tén Glucos care. Tuy nhién, tac dung cla cao
day thia canh dén cac chi s6 glucose, HbAlc va
lipid mau & ngudi tién dai thao dudng (TBTD)
nhu thé nao thi con rat it cac nghién cliu dé cap dén.

Cay chira chat glucosid la acid gymnemic, rat
gan vdi acid chrysophanic nhung khac vé mot s6
tinh chat. L& cha nhitng hgp chat hitu cg, 2
hydratcarbon, chlorophyll a va b, phytol, nhua, acid
tartric, inositol, cdc hgp chat anthraquinolic va acid
gymnemic. Ngoai ra, cdy con cd 2 resin (mét tan
trong rugu), saponin, stigmasterol, quercitol, cac
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