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Kinh giri:

- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung Him y te chuyen nganh GTVT.

Ngay 19/5/2017, Cue Quan I;' diroc - B9 Y te c6 Cong van s6 6922/QLD
BK v~ viec c~p nh~t thong tin duoc I;' d6i voi thuoc chua testosteron. N9i dung
cu th€ cua cac Cong van tren diroc dang tid tren trang thong tin dien ill cua Cue
Y te qTVT - Dia chi: http://ha.mt.gov.vn-Ml,lc: Chi dao va huang dfrnnghiep
vu y teo

Cue Y te GTVT thong bao d€ cac don vi biet va thirc hien.', ~

Noi nhiin:
- Nhu t;·en(Qua website C\lC Y t€ GTVT);
- Luu: VT, NVYD&TTBYT.
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Kinh giri: I

- SaY tS cac tinh, thanh ph6 tnrc thuoc t!~g'{r' .. <6j3 .
- Cac benh vien, vien co gitrong benh true thuoc BQY ts;

Cac co sa dang Icy luu hanh thudc tai Vi~t Nam.

Thang 10 nam 2016, Co quan Quan ly DuQ'Cva Thuc pham Hoa Ky (US
FDA) thong bao da phe duyet viec thay d6i nhan va hirong dfin sir dung cua tat ca
cac thuoc ke dan chua testosteron dB cung cdp cac thong tin moi tir y van va bao
cao ca lam sang vS cac nguy co lien quan toi lam dung va phu thuoc testosteron
cling nhu cac hormon steroid sinh due nam d6ng hoa (anabolic androgenic
steroid - AAS) khac, Theo do, testosteron va cac AAS khac khi bi lam dung a
ngiroi 100 va thanh thiSu nien, kB ca v~ dQng vien va nguai ~p the hinh a muc
liSu cao han liSu ke dan ho~c kSt hQ'Pvai cac AAS khac gay ra cac nguy co
nghiem tn;mg tren tim m~ch, nao bQ,gan, tam thAnva h~ nQi tiSt.

Truac do, thang 3 nam 2015, US-FDA da dua ra canh bao cac thu6c ke
dan chua testosterone chi duQ'c phe duy~t cho nam giai co n6ng dQ testosteron
thdp gay ra bffi mQt s6 tinh tr~g b~nh ly nhdt dinh. Hi~u qua va dQ an toan clla
cac thu6c nay trong diSu tri cac b~nh nhan co n6ng dQ testosteron thdp do lao
hoa, ke ca truOng hQ'Pco tri~u chUng lam sang lien quan chua duQ'c chUng minh.
US-FDA da yeu cAu cac nha san xudt testosteron c~p nh~t nhan thu6c de lam ro
cac chi dinh da duQ'cphe duy~t, d6ng thai b6 sung thong tin vS tang nguy co nh6i
mau co tim ya dQt quy' a b~nh nhan sir d\lng testosteron.

TiSp theo Cong van s6 2484/QLD- TT ngay' 11/02/2015 clla C\lC Quan ly
DuQ'c vS.vi~c cung cdp cac thong tin cho can bQ y tS vS dQ an toan, hi~u qua clla
cac thu6c chua testosteron va can cu VaGkSt lu~ Clla HQi d6ng Tu vdn cdp s6
dang ky lmi hanh thu6c - BQY tS, dBdam bao m\lc tieu sir d\lng thu6c hQ'Ply, an
toan va hi~u qua, C\lCQuan ly DuQ'cyeu cAu:

I. DBi vo; Sir Y t~ cac tinh, thilDh phB trt}'c thuQc trung U'O'Dgva cac
B~nh vi~n, Vi~n co giU'irng b~nh tn.rc thuQc BQY t~:

TiSp t\lC thong bao cho cac co sa kham chua b~nh, cac dan vi kinh doanh
duQ'cphfun tren dia ban cac thong tin lien quan dSn khuySn cao da neu t~i Cong
van s6 2484/QLD- TT ngay 11102/2015 clla C\lC Quan ly DuQ'C va nQi dung
huOOgdfuI theo Ph\l l\lc cong van nay; d6ng thai tang cUOngthvc hi~n vi~c theo
doi tac d\lng khong mong mU6n Clla thu6c trong qua trinh sir d\lng va luu hanh;



giri bao cao ADR (niu co) vS Trung tam Quoc gia vS thong tin thuoc va thea doi
phan img co hai cua thuoc (13-15 Le Thanh Tong, Ha N6i) hoac Trung tam khu
V\l'CvS thong tin thudc va thea ddi phan irng co hai cua thuBc TP. HB Chi Minh
(201B Nguy@nChi Thanh, Quan 5, TP. HB Chi Minh).

II. f)8i vOi cac CO' sO-dang kY IU'uhanh thuBc t,i Vi~t Nam:
1. f)8i vOi cac thu8c chua testosteron da dU'Q'cc§p s8 dang kY:
1.1. Trong vong 03 thang k@tit ngay ky cong van nay, yeu cAuco sa dang

ky thuoc tlnrc hien viec c~p nhat, bB sung thong tin trong muc chi dinh, /iJu
dung, ciinb bdo va th(in trong tren nhan, to' huang dful su dung thuBc cac nQi
dung thea Phu luc dinh kern cong van nay.

1.2. Hinh thirc c~p nhat: CO'sa dang ky thuoc thuc hien viec tv c~p nh~t
thea quy dinh Khoan 4 DiSu 9 Thong tu sB 44/2014/TT-BYT ngay 25/1112014
cua BQY tS quy dinh vi~c dang kY thuBc.

2. f)8i vOi cac h8 sO' dang kY thu8c chua testosteron dang chir xet
duy~t t,i Cl}c Qmin If DtrQ'c:

C\lC Quan ly DuQ'c chi xem xet trinh HQi dBng tu v§n cfip sB dang kY sau
khi cO'sa dang kY thuBc nQP tai li~u c~p nh~t, bB sung nQi dung m\lC chi dinh,
liSu dung, canh bao va th~n trQng thea Ph\l l\lc dinh kern cong van nay vao cac
ph§n co lien quan cua hB sa va duQ'cthfun dinh d~t yeu c~u.

C\lCQuan ly DuQ'c thong bao d@cac dan vi biSt va thvc hi~n.l.
Nl1i nh{in: KT.CVC TRUONG

~~~ ~;:~en Thi Kim Ti~n (d~h/c); r-~~(t,.~YC TRUONG
- Th(CtruOngTruong QuAcCubng (d~ h/c); " ""
- Cvc QLKCB, Thanh tra BYT (d~phAihqp); , '\
- TAngCvc Hili quan - BQTC; /' '"
_ Cvc Quan Y - BQP; Cvc Y t~ - BCA; Cvc Y t~ I noII __

Giao Thong v~ tili - BQGTVT;
- BHXH Viet Nam;
- TAngcong tyDuQ'CViet Nam;
- Trung tam DI &ADR QuAcgia;
- BQmon DuQ'cly - Trubng DH Y Ha NQi;
- Cac chuyen gia thAm dinh.he,sa dang Icy thuAc;
- PhOngQLKDD, PhOngQLTTQC (d~ th\l'chien);
- VPC (d~dua len Wehsite); TC DuQ'c&MP;
- Luu~VT,DKT.



BQYTE
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PHVLVC

Cac nqi dung thay d8i1b8 sung dBivo; thuBe clura testosteron
(Dinh kern thea cong van s6C.~QLD-DK ngayBIf1c3PffcuaCue QuemIf Duac)

[B8i voi t~t ca cac thuoc chua testosteron, thong tin tren nhan thuocva to HDSD
cdn duoc b6 sung hoac chinh sua dS phan anh cac thong tin dtroc cung c~p dum
day]

1. Chi djnh
[...]

- ThiSu nang sinh due do thieu hormon huang sinh due (do bAm sinh
hoac m~c phai): thieu hut gonadotropin hoac hormon giai phong
hormon tao hoang thS (LHRH), t6n thirong true tuyen yen - dum dBi do
kh8i u, ch~ thirong, hoac birc xa. [... ]

Gioi han su dung
- Be}an toan va hieu qua cua [ten chS pham] tren nam gioi bi thieu nang

sinh due do Hio hoa (con diroc goi la "thieu nang sinh due khoi phat
muon") chua duoc clnrng minh.

[...]
2. LiJu dung
[...]
Truce khi b~t ddu su dung [ten chS pham], cdn chAn doan xac dinh tinh tr~g
thiSu nang' sinh d\lc b~ng cach do nBng de}testosteron huySt thanh vao buBi sang
trong hai ngay khac nhau va kSt qua nBng de}testos~eron do dugc dSu th~p han
khoang gia tri. binh thuOng.
[...]

3. Ciinh bao va th{in trpng
[...]
Nguy cO'tim m{lch
Chua co cac thu nghi~m lam sang dai h~n nh~m danh gia dQ an toan tren tim
m~ch cua li~u phap thay thS testosteron tren nam gi&i. Cho dSn nay, cac nghien
cUu dich t@va cac thu nghi~m ng~u nhien co d8i chUng chua thS dua ra kSt lu~
vS nguy co g~p cac biSn c6 b~t 19i nghiem tr~mg tren tim m~ch (major adverse
cardiovascular events - MACE) nhu nhBi mau co tim khong gay tu vong, dQt quy'



khong gay tic vong va tic vong do benh ly tim mach co lien quan dSn vi~c sir dung
testosteron hay khong, MQt vai nghien ciru da ghi nhan nguy co g~p MACE tang
khi sir dung li~u phap thay thS testosteron tren nam gioi. Benh nhan cAnduoc tu .
vAnve nguy co nay d8 quySt dinh hit dAuho~c tiSp tuc su dung [ten chS pham].

Lam d,.,ng testosteron va gidm sat nang il9 testosteron huyit ·thanh
Testosteron thuong bi lam dung 6 mire lieu cao hon khuyen cao cho cac chi dinh .
dircc phe duyet ho~c sir dung kSt hop voi cac hormon steroid sinh due nam dang
hoa (anabolic androgenic steroid - AAS) khac. L~ dung AAS co th8 ddn dSn
cac phan irng co hai nghiem trong tren tim mach va than kinh. .

Lam dung thuoc
Lam dung thuoc la cB y sir dung thuBc (du chi mQt IAn) d8 dat muc dich ve tinh
thAn ho~c th8 chAt rna khong nh~m m\lc dich dieu tri b~nh. L~ d\lllg hoij.c sir
d\lng sai testosteron xay ra 6 ca nam gi6i va nit gi6i, ngum 160 va thanh thiSu
nien. Testosteron co th8 hi l~ d\lng 6 cac v~ dQng vien ho~c nguai ~p th8 hinh
va thuOng dUQc su· d\lllg cling v6i cac AAS khac rna khong cAn ke don. Ba co
bao cao ghi nh~ tinh tr~g sir d\lng sai testosteron 6 b~nh nhan dugc ke don
testosteron nhung sir d\lng lieu cao hon muc khuySn cao, b~nh nhan vdn tiSp t\lC
sir d\lllg testosteron mij.cdli da gij.pbiSn cB bAt lQi va dUQccanh bao bOi can bQy
J..teo

Phan Ung co hr;zilien quan din lr;zmd1:lngthu6c
Cac phan trng co h~i nghiem trQng da dUQcghi nh~ 6 nguai l~ d\lng AAS bao
gam ngimg tim, nhai mau co tim, b~nh co tim phi d~i, suy tim sung huySt, tai
biSn m~ch mau nao, nhiSm dQc gan va cac rBi lo~ tam thAn nghiem trQng nhu
trAm cam n~g, hung cam, hoang tuang paranoia, lo~n thAn, hoang tuang, ao
giac, thai dQchBng dBi, gay hAn.
Cac phan trng co h~i da dUQcghi nh~n 6 nam gi6i bao gam: con thiSu mau C\lCbQ
thoang qua, co gi~t, hung cam nht(, kich thich, rBi lo~ lipid mau, teo tinh hoan,
ch~ sinh hoij.cvo sinh. .
Cac phan trng co h~i khac da dUQcghi nh~ 6 nit gi6i bao gam: chtrng r~m long,
nam hoa, trAm giQng noi, phi d~i am v~t, teo viI, hoi dAu ki8u nam gi6i, kinh
nguy~t khong deu.
Cac phan trng co h~i da dUQc ghi nh~ 6 thanh thiSu nien (ca nam va nit) bao·
gam: cBt hoa dAuS\lll sam gay ngimg phat tri8n, d~y thi sam.

Ph¥ thu9c thu6c
ThuOng xuyen l~ d\lng testosteron va cac steroid d6ng hoa khac ddn dSn ph\l
thuQc thuBc thuOng co cac hanh vi dij.ctrung sau:
• Sir d\lllg lieu cao hon lieu dugc ke don
• TiSp Wc su d\lllg thuBc mij.cdli vi~c su d\lng thuBc gay ra cac vAn de vBy tS va
xa hQi.
• TBn nhieu thai gian d8 co dUQcthuBc khi ngu6n cung trng thuBc bi gian do~.



•Ifu tien viec sir dung thuoc han cac cong viec khac,
• G~p kho khan trong viec ngirng su dung thuBc m~c du co mong muBn va cB
glfug tlnrc hien,
• G~p trieu chimg cai thuoc khi ngirng sir dung thuoc dQtngot,
Phu thuoc ve thS chAt dtrcc d~c trung boi cac trieu chirng cai sau khi ngimg dung
thuBc dQt ngot ho~c giam lieu dang kS. Ngiroi sir dung testosteron cao han lieu
dieu tri co thS g~p trieu clnrng cai thuBc keo dai trong vai tuAn ho~c vai thang bao
gAm tam trang chan min, trdm cam nang, met moi, them thuoc, b6n chon, kich
dQng, chan an, mAtngu, giam ham muon tinh due va thieu nang sinh due do thieu
hormon huang sinh due,
Chua ghi nhan cac tnrong hop phu thuoc thuoc khi sir dung testosteron voi lieu
va chi dinh duoc phe duyet.
NSu nghi nga co ll;Ulld\lng testosteron, cdn kiSm tra n6ng dQ testosteron huySt
thanh d8 dam bao n6ng dQcua thuBc n~m trong ph~m vi dieu trioTuy nhien, n6ng
dQtestosteron co th8 n~m trong ho~c thAp han muc binh thuang 0 benh nhan l~m
d\lllg cac d§n chAt testosteron t6ng hqp. Bac si can tu vAn benh nhan luu y cac
phan Ung co h~i nghiem tn;mg lien quan dSn ll;Ulld\lllg testosteron va cac AAS.
NguQ'c l~i, cAn can nh~c kha nang ll;Ulld\lng testosteron va cac AAS tren benh
nhan g~p biSn cB co h~i nghiem trQng tren tim m~ch ho~c tam thdn.
[ ... J
.I.

--------_ ..


