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— 25mg
— 50 tablets
— oral

Rx Thufic bén thea don

Provironum’

SBK:

Mesterolone 25mg

Hip 5vi x 10 vién nén

Bdo quan & nhiét d§ phong, dudi 30°C
56 |& 5X, NSX, HD xin xem phin “LOT", “MFD" va "EXP” trén bao bi
D& xa thm tay tré em, doc ki HDSD trurdre khi ding
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Chi dinh. cich ding. chéng chi dinb. cie diu hidu o
¥, cic thany tin khac. xem trong 1o hwdang dn su dung
— 25 mag SX tar: Schering do Brasil Quimica e Farmaceutica Lida.
3 Rua Cancioneiro De Evora, 255-Cep 04708-U10. Sao Paulo-SP. Brasil
— S50tablets DNNE Cr CP Duge fiéu TW2 24 Nauvén Thi Nghia, Quan 1. TP Ha
— oral Chi Minh
‘Uhat Terkawal Zuellig Phi_l'!'l'l;h Pt“e“ Ltd
5 ; 15 Changi No ay #01-
1 tablet cantains Ao
E Mmrulnm-lls mg slngapore 498770
BAYER ‘Store below 30°C Aot RS By
E Hz: leaflet carefully before use Schetlng do Brasil
R Please refer ta the enclased Quimica e Farmacsutica L1
leaflet for full informatian S0 Paula - S8 - Brasll
Keep medicines out of Under license of
“reach of children Bayer Pharma AG
:.jlﬁl'.ll darlpada kanak-kanak Germany
‘MAL0O9122025AC2
SIN 4884P
— 25mg ‘Bayer Co. (Malaysia)SdnBhd
= E0tab (B-19-1& B-13-2, The Ascent Paradigm,
S0tablets | ‘No 1, jalan SS7/26A, Kelana fays.
— oral 147304, Petaling aya Selangor Ray
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Bayer (South East Asi
a) Pt
63 Chulia Street) .

. OCBC th
Ry Thuéc bdn theo don Centre East, 14t Flgq,

Singapore 049514
Provi g
rovironum
Ligu phdp Androgen dwong ubng danh cho nam gigi
Thanh phin
M&i vién nén chira:
Hoat ¢hdt: Mesterolone 25 mg
Td dwoe: Lactose, Tinh bot ngd, Povidone 25000, Magnesium stearate.
/ /

Céc dac tinh dwge hoc

Co ché tic dung

Mesterolone c6 cac dic tinh androgen va do dé, c6 thé duge sir dung thay thé cho tac dung cua

testosterone.

Cic déc tinh dwge lwe hoe

Mesterolone c6 cac dac tinh androgen va ddng hoa. Cac nghién ctru ban dau cho thdy mesterolone Bayer (;
dang uong khong trc ché san xuat gonadotrophin hodc testosterone ndi sinh. Mt nghién ctru don liéu OCBC
sau dé goi ¥ ¢6 thé ¢ tac dung \rc ché trung wong & lidu 75-100 mg hang ngay. <
Provironum can bing su tao thanh Androgen bj suy giam, thuong bat dau giam xudng tir tir khi tudi

tdc ngdy cang tang. Vi thé Provironum thich hop cho diéu tri tit ca cac tinh trang bénh Iy do suy

giam sy tao thanh Androgen noi sinh. O liéu khuyén cdo diéu trj, Provironum khéng lam tén thuong

su sinh tinh tring. Provironum dac biét dung nap tbt qua gan.

Céc dac tinh dwge dong hoc

Trong khoang liéu 25-100 mg, sau khi ubng, Provironum dugc hép thu nhanh chéng va gin nhu

hoan toan. Khi udng vio, Provironum dat dén néng d6 t4i da cta thude trong huyét tuong la 3,1 +

1,1 ng/ ml sau 1,6 + 0,6 gid. Sau d6, ndng dd thudc trong huyét twong giam di véi thoi gian ban huy

cubi ciing 1a 12-13 gid. Mesterolone gén véi protein huyét twong tdi 98%, trong d6 khoang 40% gan

v6i albumin va 58% gan véi SHBG (héc mon gii tinh gin két véi globumin).

Mesterolone nhanh chéng mét hoat tinh do bj chuyén hoa. Téc d6 thanh thai chuyén héa tir huyét

tuong duge uéc tinh 14 4,4 + 1,6 mL. phut’ kg'. Khoéng ¢6 su bai tiét cua thubc chua chuyén hoa

qua than. Chéit chuyén hoa chinh da dugc xac dinh 1a 1a- methyl-androsterone, chiém khoang 55-

70% cac chét chuyén hoéa bai tiét qua than dudi dang lién hop. Ti 1& chit chuyén hod chinh

Provironum/CCT301/19042002/VND2
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glucuronide/ sulfat 1 khoang 12: 1. Mét chét chuyén hoa sau niia 12 lo- methyl -5¢- androstane- 3a.,
17B-diol duge nhan ra, chiém khodng 3% cia cac chit chuyén hoa bai tiét qua than. Khéng thiy co
su chuyén d6i thanh cac estrogen hodc corticoid. Duéi dang cac chit chuyén hoa, khoang 80% lidu
mesterolone duge bai tiét qua thin va 13% lidu duoc bai tiét qua phén. Trong vong 7 ngay co 93%
lidu duge bai tiét trong chat thai, trong d6 mot nira durge bai tiét qua nuée tiéu trong vong 24 gio.
Sinh kha dung tuyét dbi clia mesterclone dugc x4c dinh vao khoang 3% ciia lidu udng.

Ding hang ngay Provironum 25 mg din dén ting khoang 30% ndng dé thude trong huyét tuong.

Dii liéu an toan tién 1dm sang

Céc nghién ctru vé dung nap toan than khi ding 1idu lap lai Provironum khong thdy c6 két qua nio
ch("ing lai viée dung Provironum & lidu didu tri.

Chua ¢ nhitng nghién ctiu thuc nghiém vé phan ting nhay cam co thé xay ra cua Provironum.

Chua ¢é nghién chu vé anh huéng dde véi bao thai ciia Provironum vi thude chi duoc ding dé didy
tri cho nhiing bénh nhan nam gi6i. Nhitng nghién ciu vé sinh san d& x4c dinh nhiing tac hai cé thé
¢6 ctia Provironum trén (& bao tinh tring chua dugc tién hanh. Dua trén co s& cée két qua clia céc
nghién ctru vé& dung nap toan than 1au dai thi Provironum khong cho thiy tac dung doc 1én 1€ bao tinh
trung, nhung lai ¢6 (e ¢hé su tao tinh trimg qua trung gian cta trung wong. Tuy da duge biét dén qua
cac thuc nghiém trén déng vat, nhung tac déng nay khéng quan sat thdy irén nguoi tham chi sau
nhiéu nam st dung & liéu khuyén cdo diéu tri.

Khéng cé nhitng nghién citu vé kha nang sinh ddt bién, Trén co s& cic két qua 4m tinh voi cdc

W™
-

hormon steroid khac trong céc test vé tinh sinh ddt bién in vive va in vitro nén ngudi ta cho 1a khong
cd kha ning nhu viy.

Nhiing nghién ctiu v& dung nap toan thén khi st dung liéu 1ap lai trén chudt va ché trong thisi gian 6
— 12 thang khéng cho thay ¢é cac déu hidu cha tac dung sinh khéi u lién quan dén thude. Do dé,
khéng cé tién hanh md 14 thém vé& dac tinh vé kha nang sinh khéi u. Tuy nhién, phai nhé ring cic
steroid sinh dyc cé thé thic day sy phat trién ctia cic md va khdi u phu thude hormon.

Tém lai, cac két qua nghién ciu vé de tinh khéng cho thay cac chéng dbi vide ké don su dung

Provironum trén ngudi ddi véi cde chi dinh va liéu duge dua ra.

Chi dinh

s Giam ning luc & tudi trung nién va tudi gia

Céc than phidn duge quy cho l1a do thiéu androgen nhu giam ning luc, d& mét moi, thiéu tap trung,
tri nhé kém, rdi loan khodi cam va kha nang tinh duc, d& bi kich thich, ri loan gidc ngt, tAm trang
trdm cam va rdi loan sinh dudng chung, cé thé duge chira khéi hode duge cai thién nhé uéng vién

Provironum.
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e R& loan nang luc tinh due

R&1 loan kha nang tinh duc do thiéu androgen dugc loal trir nhé uéng Provironum. Néu céc yéu 1b
khac 12 nguyén nhan duy nhat hodc gop phén vao cac rdi loan, thi cé thé s dung Provironum cd thé
hé tro cho céc lidu phap diéu tri khac.

s Giam nang tuyén sinh duc

Provironum kich thich ting trudng, phat trién, va hoat déng ctia ce co quan dich phu thube
androgen. Provironum kich thich phét trién cdc déc tinh sinh duc nam thi phét trong cde trudmg hop
suy giam androgen ¢ d¢ tudi trude ddy thi.

Provironum loaf trir céce triéu chirng do thidu hut & cAc trudng hop mit chite ning tuyén sinh duc sau
day thi.

o Vosinh

Chimg it tinh tring va giam ti&t cva té bao k& (Leydig-cell) ¢6 thé 14 nguyén nhan cta v sinh. Véi
Provironum sb luong va chét lugng tinh trimg cfing nhu ndng dd fructose khi xudt tinh ¢6 thé duge

cai thién hoac trd nén binh thuong, vi vdy lam tang kha nang sinh san.

Liéu diing va cach ding
Uéng nguyén vién thubec vdi mot it nudc.
Liéu khuyén cdo: £
- : Z
s D61 voi truong hop giam ndng luc va réi loan kha nang tinh duc —
Bét dau diéu trj: 1 vién Provironum, ngay udng 3 lan.
Sau khi d4 c6 cai thién 1Jam sang thoa dang, ¢d thé thir giam lidu.
Tiép tuc diéu tri: 1 vién Provironum, ngay udng 1 hoze 2 lan,
Tuy theo loal va mace d6 nghiém trong cua céc than phién cua bénh nhan, lidu liép tuc diéu tri sé
duge didu chinh theo yéu cau cia timg ¢4 nhan. Nén diéu trj 1ién tuc trong thasi gian vai thang.
s Giam nang tuyén sinh duc cén phai diéu tri lién tuc:
D41 véi phit trién cc dic tinh sinh duc nam thit phat: 1 — 2 vién Provironum, ngay 3 14n trong vai
thang.
V&i lidu duy tri, 1 vién Provironum ngay 2 — 3 lan thudng 13 du.
» V6 sinh- d& cai thién chit lugng va sb lugng tinh trimg:
1 vién Provironum 2 —3 1an mot ngay cho mot chu ky sinh tinh tring, vi dy khoéng 90 ngay. Néu cén
thiét, diéu tri nhic Jai Provironum sau mot thoi gian vai tudn.
Dé dat duge ndng d fructose cao hon khi xudt tinh trong céc trudng hop suy giam té bao ké

(Leydig-cell) sau déy thi: 1 vién Provironum 2 1an mot ngdy, udng trong vai thang.

Froviroumm/CCTI01 3 0042002/VN02
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Chéng chi dinh
Ung thu tuyén tién liét, u gan d3 6 trude hay dang bi u gan.

Man cam véi hoat chét hay bat ki thanh phén t4 duge nao cua thude.

Cic tdc dung phu

Tom tdt dc tinh an todn ciia san phim

Céc tac dung khing mong muén lién quan dén viéc st dung androgen, xin xem muc Canht bdo va
cde L v ddc bigt khi sw dung thuée

Bing liét ké cdc phan dmng bit lgi

Bang dudi day liét k& cac phan ttng bt loi (ADR) tir cac bao cao tu phat, do d6, khéng thé ude

lugng duge tan suat t cde di 1idu hién cd.

HE co quan ~ Tén suit chwa duge xic dinh*
U lanh tinh v& &c tinh U gan lanh tinh va 4c tinh
" Rbi loan hé théng sinh san va tuyén vii Tang cuong duong
Chiing cuong duong vt

Cic thudt ngit dirge MedDRA sik dyng dé mé tq mot phan teng xde dinh va cde tiy dé‘ng nghia cig
né va cdc bénh Iy ¢6 lién quan. Thudt ngit ADR dira vao MedDRA pliién bdn 16.1.
*Chura duoc xdc dink (Khong thé woc lweng dugc tir cde div ligy hién cd) 1z
M@ ti cdc phan itng kibng mong mubn dwge chon lpe
Dbi voi timg truong hop cu thé, ndu cuong duong xay ra thudmg xuyén hodc kéo dai thi nén gian
lidu hodc ngimg didu 1ri dé tranh ton thuong duong vat.
Théng tin bé sung irén nhing dvi fwong dic bigt
Céc tac dung ctia Provironum trén nhitng dbi tuong dac bigt nhu ngudi cao tudi, bénh nhin suy gan
hode thin chua duge nghién cdu va chua ¢6 div liéu an toan irén nhiing déi twron £ nay.

Thing bdo che bdc st nhiing tde dung khéng mong mudn gip phdi khi set dung thudc.

Cénh bdo va cde lwu ¥ dic biét khi sir dung thube:

Androgen khéng thfch hop cho ting cudng phat trién co bip & nhing ngudi khoe manh hodc ting
kha nang thé chét,

Chi st dung Provironum cho cac bénh nhan nam.

Pé phong ngira nén tién hanh kham tuyén tién liét déu dan.

Trong nhiimg truémg u gan lanh tinh rat hidm va ngay ca nhimg trudng hop u gan 4c tinh hiém hon

nita din dén cac truong hop riéng I8 chay mau trong 6 bung de doa tinh mang sau khi sir dung cac

TrovirommCCTI0 L 19042002/ VN02
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chat hormon ¢é trong Provironum. Néu bénh nhan than dau ving thuong vi, gan to, hodc ¢4 diu hiéu
xuat huyét trong & bung nén can nhac dua kha ning 6 khoi u & gan vao chan dodn phan biét,
Cac androgen khong phu hop dé tang sy phat trién cia co trén nhiimg ngudi khoe manh hodc lam

tang kha nang thé lyc,

Tuwong tac thude va ese dang twong tac khae

Céc tuong tac thude 1am ting d thanh thai clia cic hormon sinh duc cé thé din dén giam khé ning
didu tri. Tuong tdc ndy duge hinh thanh do cac thubc cam Umg enzyme cla gan {bao gf“)m
phenobarbital va phenytoin}.

Céc androgen duge bao cdo 1am tang hoat tinh ctia mét sé thube, din dén ting doc tinh. Cac thube bi
anh hudng bao gdm cyclosporin, thube chong dai thao duong, thyroxin va cac thube chong déng nhu
warlarin, Sy dé khang lai c4c tic dung ciia céc thudc chen than kinh co cling dugc bao cao.

Anh huwong Ién cdc xét nghiém

Céc androgen c6 thé anh hudng t6i mét s6 xét nghiém 1dm sang nhu xét nghiém dung nap glucose va

chirc néng tuyén glap.

Qui lidu
Nhitng nghién ciru vé déc tinh cép khi ding mét lidu duy nhat cho thiy Provironum duoc
xép vao nhom khong gay doc. Ngudi ta khong cho 12 ¢é nguy ¢ gdy doc ngay ca khi va

tinh dung mat liéu cao gip nhiu lan liéu khuyen cao

Han diing:

5 ndm.

Dang bao ché

Vién nén

Trinh bay

Hép 5 vix 10 vién.

Piéu kién bio quan
Bao quan & nhiét dé phong, dudi 30°C.
Bao quan thudc nguyén ven va ngodi tm vai clia tré em.

Doc kj hedng dén sie dung trude khi dimg

Proviromu’CCT304/1 9042002/ VN02
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Néu cdn thém théng tin, xin hdy hoi y kién cia bdc st

- - | /
Ngay duyét ndi dung tom tat sian pham

San xuét boi:

Schering Do Brasil Quimica E Farmaceutica Ltda.
Rua Cancioneiro De Evora, 255

Cep 04708-010-Sao Paulo-SP

Brasil
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