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ANDRIOL®
TESTOCAPS*

40 MG CAI

[estosterone undecanoate Testosterone undecanoate

S SDK: XX-XXXX-XX.
J. ].M”\ ni.:.l Béxatimlaytre’em.
containing 10 capsules Doc kj huding dén sif dyng trude khi ding.
For oral use M®i vién nang chifa 40 mg testosterone
| capsule of Andriol Testocaps undecanoate. Hop 3 vix 10 vién nang.
contains: 40 mg testosterone Chi dinh, Liéu lugng va céch dling, Chéng chi

dinh, Than trong va cdc thong tin khac: xin
xem & hutdng dAn st dung dinh kém.

- Béo quén dudi 30°C; khdng dé trong t lanh

"‘ MSD hoéc dong lanh. Bao quan trong bao bi gbc va

giit thudc trong hop. NSX, HD, s6 16 SX: xem

Mfg. date, Exp. date, Batch no. frén bao b,

undecanoate

Store below 30 °C; do not
refrigerate or freeze.
Store in original package
and keep container in the
outer carton
Keep out of the reach
of children.

Exp. date

Batch no.

Mig. date;
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ANDRIOL® TESTO
40 MG CAPSULES
Testosterone undecanoate 40 mg

€9 MsD

MIUST B8 TAATKIZN WYl
FOQD TO BNSURIE
AIBSORIPTION
DE HAP THU TOT NEN DUNG
THUGC TRONG BU'A AN

Catalent France Beinheim S.A.,
France

N.V. ORGANON, The Netherlands
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ANDRIOL® TESTOCAPS®
40 MG CAPSULES
Testosterone undecanoate 40 mg
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3033-VNM-2015-011624

Doc ky hwéng dan sir dung trwée khi dung.
Néu cén thém théng tin xin vui Iong héi bac si cia ban.

TRINH BAY

Vién nang mém tron béng, trong suét, mau cam, dwoc in chir ORG DV3 mau trng, bén trong
chira day dich mau vang. Méi vién nang chira 40 mg testosteron undecanoat va céc ta dwoc sau:
dau thau dau, propylen glycol laurat (E477), glycerin, mau vang cam (sunset yellow (E110, FD&C
Yellow s 6)) va gelatin.

CHi PINH
Liéu phap thay thé testosteron & nam giéi do thiéu nang tuyén sinh duc nguyén phat hay tht phat,
do bam sinh hay mac phai.

LIEU LUQNG VA CACH DUNG

Nguwi I6n: Liéu khéi dau dé nghi théng thuéng 1a 120-160 mg/ngay, trong 2-3 tuan. Lidu tiép theo
(40-120 mg/ngay) nén dwa vao tac dung Iam sang dat dwoc sau nhirng tuan diéu tri dau tién.

Tré em: Chwa xac dinh dwoc tinh an toan va hiéu qua trén tré em.

Dé dam bdo hap thu tét, phai uéng Andriol Testocaps vao bira an, néu can, véi mét it nwéc va
nubt tron vién thubc. Tét nhat nén uéng mét niva lidu vao budi sang va ntra lidu con lai ubng vao
budi téi.

Nhin chung nén diéu chinh liéu theo dap (rng cla tirng bénh nhan.

CHONG CHi BINH

Tién st hoac hién tai bi ung thw tién liét tuyén hoac ung thu vu.
Bénh nhan cé tién s u gan

Qua man véi thubc hodc bat ky ta dwoc nao cla thube.

CANH BAO VA THAN TRONG DAC BIET
Trwdc khi bit ddu ding thube, thay thubc nén can nhic dé kiém tra nhirng théng sb sau day méi
quy trong 12 thang dau va méi ndm sau dé cho nhirng bénh nhan dung Andriol Testocaps:

. Tham kham tién liét tuyén bang tay qua truc trang va PSA,

. Hematocrit va hemoglobin dé loai trir chirng tang héng cau.
Nhirng bénh nhan da c6 suy/bénh tim, than hodc gan trudc do, diéu tri bang androgen c6 thé gay
bién chirng thé hién bdi phu cé kém hodc khong kém suy tim sung huyét. O’ nhirng tredng hop
nay phai nglrng diéu tri ngay.
Nhirng bénh nhan da tirng bi nhdi mau co tim, suy tim, gan, than, tang huyét ap, déng kinh hozc
dau nlra dau nén duoc theo déi do nguy co lam tinh trang bénh xau di hoac tai phat bénh. Trong
nhirng trwdng hop ndy nén ngirng diéu tri ngay. @
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Cac androgen noi chung va Andriol Testocaps cé thé cai thién dung nap glucose & bénh nhan dai
thao dwong va tac dung chéng déng (xem muc TWONG TAC).

Chuwa cé bang chirng thich hop vé viéc sir dung testosteron este héa an toan cho nam gi6i bi
ngtrng thé khi ngu. Nén danh gia lam sang chat ché va than trong khi str dung cho nhirng ngudi
c6 yéu td nguy co nhw béo phi hodc bénh phdi man tinh.

Nén theo dbéi sat tinh trang tang truwdng va phat duc & nhirng bé trai chwa day thi do cac androgen
néi chung va Andriol Testocaps liéu cao cé thé thuc day qua trinh cét héa sun dau xwong va
trwedng thanh sinh duc.

Néu xuat hién cac phan tng bét loi do dung androgen, nén ngirng Andriol Testocaps va/hodc
dung lai véi liéu thap hon.

Andriol Testocaps chira mau vang cam (Sunset Yellow (E110, FD&C Yellow sé 6)) cé thé gay nén
cac phan trng di rng

TUWONG TAC

Cé4c tac nhan gay cdm (rng enzym c6 thé gay giam ndng do testosteron va cac thubc rc ché
enzym c6 thé gay tang ndng do testosteron; do d6 c6 thé can diéu chinh liéu Andriol Testocaps.
Céac androgen c6 thé cai thién tinh trang dung nap glucose va gidm nhu cau st dung insulin hodc
cac thuée diéu tri dai thao dwdng khac (xem muc CANH BAO VA THAN TRONG DAC BIET).

Céac androgen c6 thé tang tac dung chéng déng clia cac thubc nhém coumarin nén can giam lidu
cac thubc nay.

Phai uéng Andriol Testocaps vao bira an d& dam bao hap thu thuébc.

ACTH hoac corticosteroid:

St dung ddng thoi testosteron véi ACTH hodc corticosteroid c6 thé lam tang hién twong phi né,
do d6 nén st dung nhitng chat cé hoat tinh nay mét cach than trong, dac biét trén bénh nhan co6
bénh tim hodc bénh gan hodc & nhirng bénh nhan c6 nguy co dan dén phu.

Twong tac anh hwdng dén két qua xét nghiém:

Androgen c6 thé 1am gidm murc thyroxin lién két globulin dan dén lam gidm téng mirc T4 huyét
thanh va tang sw h&p thu clia T3 va T4. Mirc hormon tuyén giap tw do khéng thay déi, tuy nhién,
khong c6 chirng ct 1am sang vé réi loan chirc nang tuyén giap. @7

THAI KY VA CHO CON BU y

Chuwa c6 dir liéu thich hop vé viéc st dung Andriol Testocaps & phu nir mang thai. V& nguy co
nam tinh héa thai nhi, khéng nén dung Andriol Testocaps trong thoi ky mang thai. Nén ngirng diéu
tri véi Andriol Testocaps néu co thai.

Chuwa c6 di¥ liéu thich hop vé viéc sir dung Andriol Testocaps trong thoi gian cho con bu. Do @6
khéng nén dung Andriol Testocaps trong thoi gian cho con bu.

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC
Cho d@én nay chwa ghi nhan Andriol Testocaps c¢6 danh huwdng dén sty canh giac va tap trung.

TAC DUNG KHONG MONG MUON
Nhin chung nhikng tac dung khéng mong mudn sau day lién quan d@én diéu tri bang androgen.
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Nhém hé théng co’ quan

Thuét ngir theo MedDRA*

Cac khdi u lanh tinh, &c tinh va khéng dac hiéu
(ké ca u nang va polyp)

Ung thu tién liét tuyén’

R&i loan hé mau va bach huyét

Bénh tang hong cau

Réi loan chuyén héa va dinh dwéng

Gilr nwoc

R6i loan tam than

Tram cam, cang thang , réi loan tinh khi, tang ham
mudn tinh duc, gidam ham muén tinh duc

R6i loan co van va mé lién két

Pau co

R&i loan mach

Tang huyét ap

R6i loan tiéu héa

Buon nén

R6i loan da va mé dwéi da

Ngtra, trirng ca

R6i loan hé sinh san va vu

Vi to & nam gi¢i, giam tinh tring, chirng cwong
duong, bénh vé tién liét tuyén’

Xét nghiém

Bat thuwéng xét nghiém chirc nang gan, bat thwong

lipid mau®, tang PSA

MedDRA phién ban 7.1
"Tién trién ung thu tién liét tuyén khong co biéu hién 1am sang
2Tang sinh tuyén tién liét (dén kich thuéc binh thidng clia tuyén sinh duc)
*Giam LDL-C, HDL-C va triglycerid trong huyét tirong
Da c6 bao cao mét sé bénh nhan bi tiéu chay va dau hodc khé chiu & viing bung trong qua trinh
dung Andriol Testocaps.
Théng béo cho bac si nhirng tac dung bat lgi gap phai khi ding thuéc.

QUA LIEU

Péc tinh cap clia testosteron 1a thap.
Qua lidu Andriol Testocaps c6 thé gay kho chiu & duong tiéu héa do dau thau dau; diéu tri nang
d& khi qua lidu.

DAC TiNH DUQC LY ®T

Dworc lwec hoc N

Piéu tri thiéu nang tuyén sinh duc & nam gidi v&i Andriol Testocaps phu thudc liéu dung dé phuc
hdi tdng ndng do huyét twong va sinh kha dung cla testosteron vé néng dé trong pham vi binh
thwong. Viéc diéu tri nay clng lam tang ndng dd dihydrotestosteron (DHT) va estradiol (E,) trong
huyét twong, ciing nhw 1am gidm globulin lién két véi hormon sinh duc (SHBG), hormon tao hoang
thé (LH) va hormon kich thich nang noan (FSH). Pidu tri voi Andriol Testocaps c6 két qua cai thién
cac triéu chirng do thiéu hut testosteron & ca bénh nhan nam tré tudi va cao tudi bi thiéu nang sinh
duc. Hon nira, viéc diéu tri nay con lam tang mat do khoang trong xwong va khéi co trong co thé,
va gidm khéi m& clia co thé. Viéc diéu tri cling cai thién chirc nang sinh duc, bao gébm sw ham
muén va chirc ndng cuong ctrng. Didu tri phu thudc liéu lam gidm LDL-C, HDL-C va triglycerid
trong huyét twong, tang hemoglobin va hematocrit, trong khi khéng ghi nhan nhirng thay @i men
gan va PSA lién quan dén lam sang. Viéc diéu tri nay c6 thé gay tang kich c& tuyén tien liét,
nhung khéng thiy cac tac dung bét loi trén tuyén tién liét. O’ nhirtng bénh nhan dai thao duong
thiéu nang sinh duc, da ghi nhan tadng nhay cam véi insulin va/hodc gidm glucose mau. O nhirng
bé trai cham phat trién thé chét va day thi, didu tri véi Andriol Testocaps trwdc tién thic day sw
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tang trudng va sau dé gay ra sw phat trién cac dac tinh sinh duc thir phat. O’ nhirng phu niv cét
budng trirng chi diéu tri bing estrogen, bd sung Andriol Testocaps sé& cai thién ham muén tinh duc
va tdng mat do khoang trong xwong va khéi co cla co thé. O nhirng ngudi chuyén di gidi tinh tir
nir sang nam, diéu tri v&i Andriol Testocaps gay nam tinh héa.

Dweoc dong hoc

Hap thu: Sau khi uéng Andriol Testocaps, mét phan Ién hoat chét 1a testosteron undecanoat dwoc
hép thu cung véi dung méi wa mé tlr dwdng tiéu héa vao hé bach huyét, do dé tranh dwoc phan
nao s bat hoat budc dau tai gan. Phai ubng Andriol Testocaps trong bira 3n hodc bira sang binh
thwdng dé dadm bao hép thu tét. Sinh kha dung khoang 7%.

Phan phéi: Tlr hé bach huyét testosteron undecanoat dwoc gidi phong vao huyét tuwong va thiy
phan thanh testosteron.

Uéng liéu duy nhét Andriol Testocaps 80-160 mg gay tang dang ké tdng Iwong testosteron trong
huyét twong v&i ndéng dé dinh khodng 40 nmol/L (Cmax), dat dwoc khoang 4-5 gid (tmax) sau khi
ubng. Nong dd testosteron trong huyét twong van duy tri ndng d6 cao it nhat trong 8 gio.
Testosteron va testosteron undecanoat lién két cao (trén 97%) nhung khéng dic hiéu véi protein
huyét twong va lién két véi globulin hormon sinh duc trong cac xét nghiém in vitro.

Chuyén dang sinh hoc: Tai huyét twong va cac mé testosteron undecanoat bi thiy phan thanh
androgen testosteron nam tw nhién. Testosteron dwoc chuyén héa thém thanh dihydrotestosteron
va estradiol.

Thai trir: Testosteron, estradiol va dihydrotestosteron dwoc chuyén héa qua con dwéng chuyén
héa thong thwong. S thai trir chi yéu qua nwéc tiéu dwdi dang lién hop ctia etiocholanolon va N
androsteron.

Tuyén tinh: P4 chirng minh sw tuyén tinh v&i liéu khi dung liéu trong pham vi 40-240 mg/ngay.

o

HAN DUNG: 3 nam ké tir ngay san xuét.

BAO QUAN: Dwéi 30°C; khong dé trong ti lanh hodc déng lanh. @_(
Bao quan trong bao bi gbc va gilr thubc trong hdp carton. Dé xa tam tay tré em.

-

QUY CACH BONG GOI
M&i hop Andriol Testocaps chira 3 g6i, mdi goi chira 1 vi x 10 vién nang.

SAN XUAT BOI: Catalent France Beinheim S.A.; 74, rue Principale, 67930 Beinheim, France
(Phap).

PONG GOI VA XUAT XUONG BOI: N.V. Organon; Kloosterstraat 6, 5349 AB Oss, The
Netherlands (Ha Lan).

TUQ. CUC TRUUNG
P.TRUBNG PHONG
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