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Kinhgui: [ /SI c**& 
- Sa Y te cac tinh, thanh pho true thuoc trung uang; "—'-̂  
- Cac benh vien, vien co giuong benh true thuoc Bo Y te; 
- Cac ca sa dang ky luu hanh thuoc tai Viet Nam. 

Thang 10 nam 2016, Ca quan Quan ly Dugc va Thuc pham Hoa Ky (US-
FDA) thong bao da phe duyet viec thay doi nhan va huang dan su dung cua tat ca 
cac thuoc ke dan chua testosteron de cung cap cac thong tin mdi tu y van va bao 
cao ca lam sang ve cac nguy ca lien quan tai lam dung va phu thuoc testosteron 
cung nhu cac hormon steroid sinh due nam dong hoa (anabolic androgenic 
steroid - AAS) khac. Theo do, testosteron va cac AAS khac khi bi lam dung a 
nguai lan va thanh thieu nien, ke ca van dong vien va nguai tap the hinh a muc 
lieu cao hon lieu ke don hoac ket hgp vai cac AAS khac gay ra cac nguy ca 
nghiem trgng tren tim mach, nao bo, gan, tam than va he noi tiet. 
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Truac do, thang 3 nam 2015, US-FDA da dua ra canh bao cac thuoc ke 
don chua testosterone chi dugc phe duyet cho nam giai co nong do testosteron 
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thap gay ra bdi mot so tinh trang benh ly nhat dinh. Hieu qua va do an toan cua 
cac thuoc nay trong dieu tri cac benh nhan co nong do testosteron thap do lao 
hoa, ke ca truang hgp co trieu chung lam sang lien quan chua dugc chung minh. 
US-FDA da yeu cau cac nha san xuat testosteron cap nhat nhan thuoc de lam ro 
cac chi dinh da dugc phe duyet, dong thai bo sung thong tin ve tang nguy ca nhoi 
mau ca tim va dot quy a benh nhan su dung testosteron. 

Tiep theo Cong van so 2484/QLD-TT ngay 11/02/2015 cua Cue Quan ly 
Dugc ve viec cung cap cac thong tin cho can bo y te ve do an toan, hieu qua cua 
cac thuoc chua testosteron va can cu vao ket luan cua Hoi dong Tu van cap so 
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dang ky luu hanh thuoc - Bo Y te, de dam bao muc tieu su dung thuoc hgp ly, an 
toan va hieu qua, Cue Quan ly Dugc yeu cau: 

I. Doi vol So Y te cac tinh, thanh pho trurc thuoc trung vtang va cac 
Benh vien, Vien co giu-ong benh true thuoc Bo Y te: 

Tiep tuc thong bao cho cac ca sa kham chua benh, cac don vi kinh doanh 
dugc pham tren dia ban cac thong tin lien quan den khuyen cao da neu tai Cong 
van so 2484/QLD-TT ngay 11/02/2015 cua Cue Quan ly Dugc va ngi dung 
huong dan theo Phu luc cong van nay; dong thai tang cuong thuc hien viec theo 
doi tac dung khong mong muon cua thuoc trong qua trinh su dung va luu hanh; 



gui bao cao ADR (hew co) ve Trung tam Quoc gia ve thong tin thuoc va theo doi 
phan ung co hai cua thudc (13-15 Li Thanh Tong, Ha Noi) hoac Trung tam khu 
vuc ve thong tin thuoc va theo doi phan ung co hai cua thuoc TP. Ho Chi Minh 
(20IB Nguyen Chi Thanh, Quan 5, TP. Ho Chi Minh). 

II. Doi vol cac co so dang ky liru hanh thuoc tai Viet Nam: 
1. Doi voi cac thuoc chua testosteron da dirge cap so dang ky: 
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1.1. Trong vong 03 thang ke tir ngay ky cong van nay, yeu cau ca sa dang 
ky thu6c thuc hien viec cap nhat, b6 sung thong tin trong muc chi dinh, lieu 
dung, canh bdo vd than trong tren nhan, to huang dan su dung thuoc cac noi 
dung theo Phu luc dinh kem cong van nay. 

1.2. Hinh thuc cap nhat: Ca sa dang ky thuoc thuc hien viec tu cap nhat 
theo quy dinh Khoan 4 Di8u 9 Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 
cua Bo Y te quy dinh viec dang ky thuoc. 

2. Doi voi cac ho so dang ky thuoc chira testosteron dang cho xet 
duyet tai Cue Quan ly Dirge: 

Cue Quan ly Dugc chi xem xet trinh Hoi dong tu van cap so dang ky sau 
khi ca so dang ky thuoc nop tai lieu cap nhat, bo sung noi dung muc chi dinh, 
lieu dung, canh bao va than trgng theo Phu luc dinh kem cong van nay vao cac 
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phan co lien quan cua ho so va dugc tham dinh dat yeu cau. 
Cue Quan ly Dugc thong bao de cac dan vi biet va thuc hien ./. AW nhan: 

- Nhu tren; 
- BT. Nguyln Thi Kim Tien (de b/c); 
- Thii truang Truang Qu6c Cuang (d§ b/c); 
- Cue QLKCB, Thanh tra BYT (de phoi hgp); 
- Tong Cue Hai quan - BQ TC; 
- Cue Quan Y - BQP; Cue Y te - BCA; Cyc Y te 
Giao Thong van tai - Bo GTVT; 
- BHXH Viet Nam; 
- Tong cong ty Dugc Viet Nam; ^ 
- Trung tam DI & ADR Qu6c gia; 
- Bo mon Dugc ly - Truang DH Y Ha NQi; 
- Cac chuyen gia tham dinh ho sa dang ky thuoc; 
- Phong QLKDD, Phong QLTTQC (de thuc hi?n); 
- VPC (de dua len Website); TC Dugc&MP; 
- LuuWT, DKT. 

KT.CUC TRlTONG 
PHO CUC TRlTCfNG 

[uyen Tat Dat 
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Cac noi dung thay doi/ bo sung doi vdi thuoc chira testosteron 
(Dinh kem theo cong van so^M^QLD-DK ngayffiLI&fkua Cue Quan ly Dugc) 
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[Doi vdi tat ca cac thuoc chua testosteron, thong tin tren nhan thuoc va to HDSD 
can dugc bo sung hoac chinh sua de phan anh cac thong tin dugc cung cap dudi 
day] 
1. Chi dinh 
[...] 

- Thieu nang sinh due do thieu hormon huang sinh due (do bam sinh 
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hoac mac phai): thieu hut gonadotropin hoac hormon giai phdng 
hormon tao hoang the (LHRH), ton thuang true tuyen yen - dudi doi do 
khoi u, chan thuang, hoac buc xa. [...] 

Gidi han su dung 
- Do an toan va hieu qua cua [ten che pham] tren nam gidi bi thieu nang 

sinh due do lao hda (con dugc ggi la "thieu nang sinh due khdi phat 
muon") chua dugc chung minh. 

[...] 

2. Lieu dung 
[.-] 
Trade khi bat dau su dung [ten che pham], can chan doan xac dinh tinh trang 
thieu nang sinh due bang each do nong do testosteron huyet thanh vao buoi sang 
trong hai ngay khac nhau va ket qua nong do testosteron do dugc deu thap han 
khoang gia tri binh thudng. 
[...] 
3. Canh bdo va than trgng 
[...] 
Nguy ca tim mach 
Chua cd cac thu nghiem lam sang dai han nham danh gia do an toan tren tim 
mach cua lieu phap thay the testosteron tren nam gidi. Cho den nay, cac nghien 
cuu dich te va cac thu nghiem ngau nhien cd doi chung chua the dua ra ket luan 
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ve nguy ca gap cac bien co bat lgi nghiem trgng tren tim mach (major adverse 
cardiovascular events - MACE) nhu nhoi mau ca tim khong gay tu vong, dot quy 



khdng gay tu vong va tu vong do benh ly tim mach co lien quan den viec su dung 
testosteron hay khong. Mot vai nghien cuu da ghi nhan nguy ca gap MACE tang 
khi su dung lieu phap thay the testosteron tren nam gidi. Benh nhan can dugc tu 
van ve nguy ca nay de quyet dinh bat dau hoac tiep tuc su dung [ten che pham]. 
Lam dung testosteron va gidm sat nong dp testosteron huyet thanh 
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Testosteron thudng bi lam dung d muc lieu cao han khuyen cao cho cac chi dinh 
dugc phe duyet hoac su dung ket hgp vdi cac hormon steroid sinh due nam ddng 
hda (anabolic androgenic steroid - AAS) khac. Lam dung AAS cd the dan den 
cac phan ung cd hai nghiem trgng tren tim mach va than kinh. 
Lam dung thudc 
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Lam dung thuoc la co y su dung thuoc (du chi mot lan) de dat muc dich ve tinh 
thin hoac the chat ma khong nham muc dich dieu tri benh. Lam dung hoac su 
dung sai testosteron xay ra d ca nam gidi va nu gidi, ngudi ldn va thanh thieu 
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nien. Testosteron cd the bi lam dung d cac van ddng vien hoac ngudi tap the hinh 
va thudng dugc su dung cung vdi cac AAS khac ma khong can ke dan. Da cd 
bao cao ghi nhan tinh trang su dung sai testosteron d benh nhan dugc ke dan 
testosteron nhung su dung lieu cao han muc khuyen cao, benh nhan van tiep tuc 
su dung testosteron mac du da gap bien co bat lgi va dugc canh bao bdi can bb y 
te. 

r r 

Phan ung cd hai lien quan den lam dung thudc 
Cac phan ung cd hai nghiem trgng da dugc ghi nhan d ngudi lam dung AAS bao 
gbm ngimg tim, nhoi mau ca tim, benh ca tim phi dai, suy tim sung huyet, tai 
bien mach mau nao, nhiem doc gan va cac roi loan tam than nghiem trgng nhu 
tram cam nang, hung cam, hoang tucmg paranoia, loan than, hoang tudng, ao 
giac, thai do chong doi, gay han. 
Cac phan ung cd hai da dugc ghi nhan d nam gidi bao gom: can thieu mau cue bo 
thoang qua, co giat, hung cam nhe, kich thich, roi loan lipid mau, teo tinh hoan, 
cham sinh hoac vo sinh. 
Cac phan ung cd hai khac da dugc ghi nhan d nu gidi bao gom: chung ram long, 
nam hda, tram gigng ndi, phi dai am vat, teo vu, hdi dau kieu nam gidi, kinh 
nguyet khdng deu. 
Cac phan ung cd hai da dugc ghi nhan d thanh thieu men (ca nam va nu) bao 
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gdm: cot hda dau sun sdm gay ngung phat trien, day thi sdm. 
r 

Phu thudc thudc 
Thudng xuyen lam dung testosteron va cac steroid ddng hda khac dan den phu 
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thudc thudc thucmg cd cac hanh vi dac trung sau: 
• Su dung lieu cao han lieu dugc ke dan 
• Tiep tuc su dung thudc mac du viec su dung thudc gay ra cac van de ve y te va 
xa hgi. • Ton nhieu thai gian de cd dugc thudc khi ngudn cung ung thudc bi gian doan. 



• Uu tien viec su dung thuoc hem cac cong viec khac. 
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• Gap kho khan trong viec ngirng su dung thuoc mac du co mong muon va co 
r 

gang thuc hien. 
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• Gap trieu chung cai thuoc khi ngirng sir dung thuoc dot ngot. 
Phu thuoc ve the chat dugc dac trung bdi cac trieu chung cai sau khi ngirng dung 
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thuoc dot ngot hoac giam lieu dang ke. Ngudi sir dung testosteron cao hem lieu 
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dieu tri co the gap trieu chung cai thuoc keo dai trong vai tuan hoac vai thang bao 
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gom tam trang chan nan, tram cam nang, met mdi, them thuoc, bon chon, kich 
dong, chan an, mat ngu, giam ham muon tinh due va thieu nang sinh due do thieu 
hormon huong sinh due. 
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Chua ghi nhan cac trudng hgp phu thugc thuoc khi su dung testosteron vai lieu 
va chi dinh dugc phe duyet. 
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Neu nghi ngd co lam dung testosteron, can kiem tra nong do testosteron huyet 
thanh de dam bao nong do cua thuoc nam trong pham vi dieu tri. Tuy nhien, nong 
do testosteron co the nam trong hoac thap hem muc binh thudng d benh nhan lam 
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dung cac dan chat testosteron tong hgp. Bac si can tu van benh nhan luu y cac 
phan ung co hai nghiem trgng lien quan den lam dung testosteron va cac AAS. 
Ngugc lai, can can nhac kha nang lam dung testosteron va cac AAS tren benh 
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nhan gap bien co co hai nghiem trgng tren tim mach hoac tam than. 
[ . . . ] 
./. 




