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Duphaston"10mg

vién nén bao phim
10 mg dydrogesterone

Duphaston vién nén bao phim mau tréng, trdn, 2 mat 6i, ¢§ khia diing duong udng,
MGt mt véi vét khic'155"trén mit bén kia ctia khia (c 7 mm). Mdi vién nén chifa 10
mg dydrogesterone. Vach khia ngang ndy chl dé thuén tién cho viéc bé thudc thanh hai
phén gitp dé udng nhung khong phai dé chia ddi vién thanh hailiéu can bang.

+Td duge
Nhan vién: Lactose monohydrate, hypromellose, tinh bit, silica keo dang khan, magne-
si stearate. Phim bao: Hypromellose, macrogol 400, titanium dioxide (E171)

«Chi dinh
(CGic ching thiéu Progesterone : au kinh, lac ndi mac tif cung, v kinh thif phét, kinh
nguyét khéng déu, xudt huyét tl cung do rdi loan chilc néng, hdi chiing tién kinh
nguyét, doa siy thai,siy thai lién tiép, vo sinh do suy hodng thé
igu ph thé hormon
Duphaston duoc chi dinh diing dé 13m gidm téc dung clia oestrogen khang dGi khing
trén ndi mac tif cung (mang trong tif cung) trong ligu phdp thay thé hormon &phu nif cé
nhing rdi loan do tu nhién hodc o phau thudt gy ra mén kinh vdi tif cung nguyén ven.
Ludn diing Duphaston ding nhu béc s da ké don. Néu ban ¢6 thac mac gi, hay hdi béc
sy hodc dugc s§.
Néu ban quén diing thudc, khng diing gdp di liéu dé by vao liéu da quén. Néu ban cin
thém théng tin, xin hdi y kién bac 5§ hodc dugc sy.
Liéu igng lichtrinh va khodng thaf gian iu tr c6 thé duc diéu chinh d& thich hap véi
miic 49 bét thutng va ddp ing ldm sang.
Pau kinh;
10 hodc 20 mg dydrogesterone mdi ngdy tifngay thir 5 dén 25 alia chu ky kinh nguyét.
Lac ndi mac tif cung:
10hodc 30 mg dydrogesterone mdi ngay tif ngay thit 5 dén ngay thir 25 cia chu ky hodc
lién tuc.
Xudt huyét tir cung bt thutng:
Khi bit ddu viéc diéu tri € ngung giai doan xudt huyét, ding 20 hodc 30 mg dydroges-
terone mdi ngay cho dén 10 ngay. Déi€p tuc diéu tri, nén udng 10 hodc 20 mg dydroges-
terone mdi ngay trong nifa chu ky kinh sau. Ngay bét déu diéu tri va & ngay diéu trj sé
phuthudc vao o dai chu ky cia timg ¢ thé. Tinh trang xust huyét thuyén gim néu nji
mac tif cung da dugc cung cap vifa i estrogen ndi sinh ciing nh ngoai sinh.
V6 kinh thit phét:
10 hodc 20 mg dydrogesterone mdi ngay duk diing hing ngdy trong 14 ngdy clia nila
sau chu ky kinh Iy thuyét .
Hoi chiing tién kinh nquyét:
10mg dqugesteronez Ién mdi ngay bat ddu tirnlia sau chu ky kinh dén ngay dau tién
ala chu ky tiép theo. Nady khdi déu va s6 ngay diéu tr sé phy thudc vao 43 dai chu ky
cliatimg cd thé,
10hodc 20 mg dydrogesterone mdi ngay bit dsu tirnifa sau chu ky kinh dén nqdy ddu
tién clia chu ky kinh tiép theo, Ngay khis 8 Sva
e ki'cﬁatimgdmép gdy khd ddu va s§ ngay diéu trj s& phu thudc vao do dai
iéukhdi ddu c6 thé duge diing lén tdi 40 m
gy Bén i i d\lmgauyéngiam.gdydmme sau 86 20 hodc 30 mgmi
Sy thaién tiép;
10mg dydrogesterone
Vdsinh 03
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Tai liéy théng tin thyg,
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* Liéu phap chu ky: Khi mt estrogen duge o; .
thuing 21 ngdy ¢ ¥a 7 ngay Khng, 1 %mdﬂdm“mm%mm
trong 12-14 ngay cudi cliaiéu phép estrogen, 10mg duy méh{::'
* Phu thudc vao ddp ing ldm sang, liéy ding 6 thé duge gy
dydrogesterone mdt ngay. kU dhinh s Mt 39
Khng ccch g ogesterone tich o e g "
n

toan va hiéu qua dia e1oNe & thidy nidn A + 2.
el ot e eone & i 6 s
nhung khéng c6 khuyén cdo néovg

- CACH DONG:
Dung dubng udng
Diing liéu cao hon nén diing céc vién nén trdi déy trong ngay.

- CHONG CHI DINH

Khéng diing Duphaston néu ban: Bj qué man cdm (di -

té duoc. Buge chin dodn hodc nghi ngér 6 khi u ﬁé‘f,"ﬂllf :2,‘,“’"“"" Phdnndo
méng ndo). B it huyét 4m dao khng 1 nguyén nhan. Chéng g it
khi diing két hgp véi dydrogesterone. inh ding estrogen

- CANH BAO VA THAN TRONG DAC BIET KHI SU DUNG THUGc

Trutdc khi bt d3u diéu tri dydrogesterone cho xudt huyét o : )
nguyén nhan bénh hoc cila viéc xudt huyét. et cung bt thuing ol
Xudit huyét tircung bit thutng gida cac chu ky kinh nguyét vi xust huyét nhe cg e

ra trong nhiing théng dau diéu tr. Néu xudt huyét tf cung bt thuéng it cic chy ky
kinh nguyt va xudt huyt nhe xust hién sau vai lén trong khi diéu i hodc tiép tuc sau i
d ngung viéc diéu tri, nén tim hiéu nguyén nhan, c6 thé bao gdm ci sinh thiét ¢ ai s
ndi mac tir cung dc tinh ‘
Nhifng truémg hop cén i sat: N bt ki tmség hop ndo sau dy xudt i, di dy
trudc dd, va/hodc bi trdm trong hon trong thdi gian mang thai hodc diéu tri hormone
tntéc 46, bénh nhan ¢ duoc theo ddi c3n trong. Nen tinh dén viéc ahing trmg hap
ndy c6 thé ti dién hodc trém trang han trong kh diéu ti v6i dydrogesterone va cin in
nhdc ngimg diéu tri khi: rdi loan chuyén hda porphyrin, trim cim, cic chi 5 chikc nng
gan bt thuémg do bénh gan cdp hodc man tinh.
Gic truing hop khdc: Bénh nhan c6 van dé hién:

; hnguy 1
, 0 tudi i 121 linh an

muc“téc dung kh U2 duoc thigy

liéu ding duge dmonrg.mon Qmuam-m. u_xhor','n

= = /A di truyén khong dung nap

galactose, thiéu hut mdt phdn lactase hay kém . icose-galactose khdng nén
dung thudc nay.Nhiing cnh béo va than trong s *.:nq khi ding dydrogester-
one két hop vdi estrogen cho liéu phdp thay thé |« 127): xem muc canh bdo va
thén trong trong phan théng tin san pham ctia ¢ “trogen. D i viéc fiéy
tri céic triéu chiing sau man kinh, HRT chi nén du' céc triéu ching gdy dnh
hung dén chét lugng cudc séng. Trong moi truin 1 gid cantrong i nguy
cova lgiich nén duge thyc hién it nhathangndmvi . tucHRT chimg ndoliich
diéu tri vt tri so véi nquy co. Baing ching vé céc .+ - - Jién quan dén HRT trong
diéu trj man kinh sdm con han ché. Do nquy co chdc ci - :ing phund ré tudi dmc

thap di sur ddi trong gita loi ich va nquy o ddi vdi cic piiu ni ndy ¢ thé cdIgi han &

nhiing phu ni nhiéu tudi hon, LTI
Kiém g@ztheodaizrmckhibataauhoactaidungHRT.liéusﬂbé'}h?YF"‘“"“'.";"
vagiainh nén dugcbiét. Gckiém ray 6 (bao gom xuang chiu avi) nén A s
b cécching i finh v i cinh b ki din thu. rong qui i 6t B
<r;nh|:mm_ka,«sn.;aamsta'nsu:;unsf\«sm'mga;mé.canmwencacgcégbgﬂuéﬂ ot
nén thang bdo nhiing thay ddivé vi chobic sy hojcy t (xem “ung thuvi"bén jonpes
khdo sat, bao gém cic bién phap hinh dnh thich hop, vi du: K—quangml%“ s
hanh thea nhiing bién phap hinh &nh hién hanh, thay dGi heo ccnhu du amsng
Githé.
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s3n ndi mac tl cung va ung thy biéu mé: (f phu nif tf cung NgUy<n d?l:ggﬂﬂ
ting sin nji mac tif cung va ung thurbidu m ting khiestrogen dudcdung 4%

thai gian dai.
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estrogen-progestogen va c thé |3 estrogen-ch HRT phy thubc vao khodng thaf gian
diing HRT. Liéu phap estrogen-progestogen két hap: thi nghiém i chiing ¢6 kiém
sodt gié dugc, nghién cu WHI (Women's Health Initiative), va cic nghién ciu dich t&
'h?cdeunlﬁt qudn trong viéc phat hién nquy co ting ung thu vii & nhiing phy ni
dung estrogen-progestogen két hgp cho HRT tréinén rd rang sau khodng 3 nam. Nguy
€oqua milc trdnén 1 rang trong vbng motvai ndm sit dung nhung sé quay triyvé mic
€0 ban trong vbng vai nam (thubng I3 5) sau khi ngitng diéu tri. HRT, dic biét 13 diéu
tri vdi estrogen-progestogen két hap, ting mét do cac lan chup X quang vii cd thé nh
hlﬂ'lt%:é'? suf phdt hién clia tia X v ung thuvi mét cich bét lof.

Ung thu tif cung higm gdp han nhiéu so vdi ung thuvi, Sif dung 13u dai (it nhét 5-10
nam) estrogen—chi cic ché phdm HRT 6 lién quan dén ting nhe nquy o ung thu tif
cung. Mgt s& nghién cifu bao gém thi nghiém WHI &m chi ring diing ldu dai cic HRT
két hop o thé cb nquy cotuong tf hodc it han mét chiit.

HRT c6 lién quan dén 1.3-3 ldn nguy catién trién nghén mach huyét khdi (VIE) vi du
chiing huyét khéi finh mach sau hodic nghén mach phéi, sy xuét hién cla trumg hop
nhuvdy cd thé xdy ra & nhiing nim d3u cia HRT hon sau d. Bénh nhinméc chingua
huyét kh6i da dugc biét 6 nguy co cao VTE va HRT c6 thé [3m ting thém nquy co ndy.
HRT do 86 dugc chéng chi dinh vdi nhitng bénh nhan ndy.Nhin chung cc yéu t6 nguy
« dugc nhén biét d6i véi VTE bao gém viéc diing estrogen, cao tudi, phau thudt lon,
bét ddng lau dai, béo phi (BMI>30 kg/m2), mang thai, ths ky hau sin, lupus ban 46
hé théng (SLE) va ung thu. Khng ¢5 surién ting vé vai trd ¢ thé cd clla chiing gian
tinh mach trong VTE. Nhuftrong tét ¢ céc truiing hop bénh nhan hau phau, bién phép
phong ngifa cin dugk cin nhéc dé phong VTE sau khi phiu thudt. Néu vie bét dng
kéo daila theo phau thugt chon loc thi cin khuyén cio ngung tam thés HRT som tir4 dén
6tudin. Viéc diéu trinén duoc bit ddu tdlai dénkhi bénh nhan hoantoan sinsang. (phy
nitkhong cd tién st nhan bj VTE nhung nhiing ngué ¢ quan hé rugt thit 6 tién st bi
chiing huyét khdi fic tré, cin sang loc sau khi ¢én trong hutgng dén vé cic gidi han clia né
(chi mt t I8 cla cic géc khuyét chiing ua huyt khi duc xécdinh bing hinh 3nh).
Néu mét khuyét thigu va huyét khdi due xéc dinh doc kp v chiing huyét khi & cic
thanh vién gia dinh hodc néu khuyét thiéu 12 nghiém trong (v du thid hut chét ching
ddng, protein S, hodc protein C hodc cic khuyét thiu két hop) HRT bi chdng chi dinh.
Nhiing phu nirda diéu tri chéng ddng man tinh cin cin trong cin nhéc vé lof ich- nquy co
clia viéc dung HRT. Néu VTE tién trién sau fiéu phdp ban du, nén nging thubc. Bénh
nhan nén dugc thong bdo gip béc sy ngay Iap tuc khi ho nhén thay triéu ching nghén
mach huyét khdi tiém tang (vi du: sung dau & chén, dau bt cht & nguc, khd thd).
Bénh ddng mach vanh (CAD)

Khang cb bing chiing ndo tif ¢ nghién aiu ngiu nhién ¢ kiém sast vé viéc chéng lai
nhdi méu c tim & phu ni ¢6 hodc khdng ¢6 tdn tai CAD nhiing bénh nhan ma da diing
két hop estrogen-progestogen hodc estrogen-chi HRT.

Liéu phap estrogen-progestogen két hap: Nguy co quan hé ho hang atia CAD trong khi
diing estrogen-progestogen HRT két hap tang nhe. Nguy co gidt han tuyét ddi phu thugc
manhmé vao d6 tui, s truing hap vuot trdi alia CAD do diing estrogen-progestogen fa

rét thap &nhiing phu nit khde manh s3p man kinh, nhung sé tang khi tudi tac nhiéu hon.

Ligu phap estrogen-progestogen két hop va chi estrogen ¢ lién quan téf viéc ting tdi 1.5
Iin nquy co tai bign mach méu ndo. Nguy e quan hé ho hing khdng thay ddi vé tudi hay
this gian kétirkhi man kinh. Tuy nhién, nquy agidi han alia gt quy phuthudc manh mé
vao 89 tudi, nguy o tiing thé ala dt quy & phy i diing HRT sé ting theo 49 tusi.

Té duoc

Vi thudc o chida lactose monohydrate, nén bénh nhan 6 vén dé di truyén hiém g3p vé
khong dung nap galactose, thiéu hut yéu t5 phan gidi dubing sia hodc chiing kém hip
ﬂwgim—galxmmikiﬁl\gn&lsirdungmu&m

- Tuong técthudc

Hay théng bio cho béc s hodc duge sy né ban dang diing hodc mdi diing bt o thude

ndo b ¢ e thudc khong k& don. Dirliéu In vitro cho thly con dubing chuyén héa chinh

{3 t20 ra chét chuyén héa b thc dung duk I chinh 20a dibydrodydrogesterone (DHD)
e, duoc xiic tac bai men aldo-keto reductase 1C (AKR 10) trong bao

Tai liéu théng tin thuge

qua(YP3M, &mnnﬁtv&idﬁtdwénhéaldﬁcﬂl&dm&héamdm
tinh DHD 3 chit nén cho sy chuyén hda qua CYP3A4. Do véy, chit chuyén héa cia
dydrmgesterone va DHD cb thé ting b viéc diing déng thdf cic hoat chét d duc bice a¢
13m gidm cic CYP enzyme nhu: thudc chéng co gidt (vi du Phenobarbital, phenytoin,
@rbamazepin), chng kdy nhiém (vi du refampidin, rifabutin, nevirapin, efavirenz) va cic
ché phdm thao dutx nhur St John Wort (Hypericum perforatum), cdy ngdi ddng, hodc thio
qud. Ritonavir va nelfinavir, m3c dl dugc biét 8én nhu i nhilng chdt e ché manh men
cytochrome, bang cch i Lip véi cic dic tinh gidm tic ché enzyme khi ding déng thif
cing vdi hormone steroid. V& mt lam sang, chét chuyén héa ala dydrogesterone ting o6
thé dan dén gidm hiéu qud. Cicnghién alu Invitro 43 cho thdy réing dydrogesterone va DHD
khéng tic ché hodc gidm CYT enzyme chuyén héa thudc §ndng 89 thich hap.

« Kh néing sinh s3n, mang thai va cho con bi:
Hay hdi  kién bacsy hosc dugc s trudc khi ding bt ky thuse ndo trong thif ky mang thal,

Mang thai:

Nquis ta udc tinh rang 6 i hon 10 triéu ngudi mang thai da phai nhiém dydrogesterone.
Khdng c6 truting hgp nao cho théy dnh huing cd hai alia dydrogesterone diing trong thif ky
mang thai cho dén nay. Mt 3 progestogen da dutgc béo cio trong cic tai lidu vé viéc lién
quan dén ting nquy co clia tit 6 tiéu léch duds. Tuy nhién, do cic yéu 16 tring hop trong thaf
ky mang thai, khéng cb ket lusn cusi ciing 6 thé duok it ra lién quan dén vai trd clia
progestogen dén it 16 tiéu léch dudi. Mét s6 Iong han ché cic phu nir dug diéu tri trong
cacnghién aluldm sang trong thif gian ddu mang thai chua chi raviéc tang nquy ca Khéng
6 difligu dich t& hoc khac hién ¢ cho dén nay. Gc anh hubing trén phi thai va pht trén
sau sinh trén céc nghién alu tién ldm sang song song vii cicmd ta duk Iy, Cic tac dung
khéng hay da xdy ra chi & miic 49 phof nhiém vugt ddng k& mic tdi da clla nquii bi phoi
nhiém, cho thdy it lién quan dén viéc diing 1dm sang (xem muc 5.3) Dydrogesterone cd thé
dugc diing trong thaf ky mang thai néu dugk chi dinh mét cich o rang.

(Cho con bii:

Khang cb dit liéu ton tai vé viéc tiét dydrogesterone qua sifa me. Kinh nghiém véi cic
progestogen khac chi ra rang cic progestogen va cic chit chuyén héa qua sita me véi mét
Ivomg nhd. Nguy o d6i vdi tré nhé cd hay khong dhua duge biét. Do vy, khang nén diing
dydrogesterone trong théi ky cho con bi.

Khd ndng sinh sdn:

Khéng cd béng chilng vé viéc dydrogesterone lam gidm kha ndng sinh san &liéu diéu tri.

- Anh hung 8én kha néing I4i xe va van hanh may méc

Dydrogesterone ¢6 dnh huting nhd dén kha nang Idi xe va vén hanh mayméc. *

Hiém khi, dydrogesterone c6 thé gay budn ngli nhe va/ hoic hoa mét chéng mét, dacbiét la
trong vdng mdy gids d3u tién sau khi udng. Do vy, cdn ¢ trong khi diing trong khi li xe
hodc van hanh médy méc.

- Théng tin quan trong vé ti dugc
Lactose monohydrate: Néu ban dutgc ban dugc bac s cho biét vé vic ban khong dung nap
véi mt 3 dubng, dac biét ia lactose, hay héi bac s cia ban trudc khi diing thudc

» Tacdung khong mong muédn

Thang béo cho bac sj cic téc dung khdng mong mudn gap phai khi st dung thudc

(iing nhu cdc thudc khdc, Duphaston ciing ¢ thé gay ra téc dung phy. Néu ban nhan thiy
bat ky tac dung phu nao khdng duc dé cip trong t huting din s dung nay, hosc bt ky tic
dung phy o trnén trim trong, hdy thang bdo cho bac s hodc du s,

Hau hét cic phan tng thudc ¢ hai dugc bdo Gio chung & cic bénh nhan duoc didu ti
dydrogesterone trong cic thil nghiém lam sang i vdi cic chi dinh khong diéu tr estrogen
la dau d3u migraine/ dau ddu, budn ndn, i loan kinh nguyét va dau nqut/ d& xilc 4ng.
Gactdc dung khang mong mudn da dutk quan sét cing vej cic tén sust duc chi dinh bén

S \| £ Tiép theo s chuyén héa trong bio tuong I cic chuyén 9101 T0ng cc thit nghiém Lim sang diing dydrogesterone (v=3483) trong céc i dinh
: ""'\"‘-/f" maqmdmmsommmsmmm Khang iéu i estrogen va tif cic bio cdo tr phat:
; '.’:1.1 v/ e
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Tacdungkhéng | Thuong gip Itgip Hiém gip
mudn theo hé 21100, 21/1.000, 21/10.000,
| 7quan <110 <1/100 <1/1.000
KhSi u Linh tinh, Gla ting kich c
dctinhva Kkh6iu phu thabc
Xic dinh (ké iy progestogen (vi du
nang va polyp) umang nio)*
Réiloan hé mau Thiéu mdu
Vabach huyét tan huyét*
Réiloan tim Trang théi
thin trAm G
R3iloan hé
mﬁn&idl. Q‘dm’ﬂdﬂl
Roloanhé | Mgrivdaussu | Chéngmit | Busnnga
Réiloan Bu
Hhahoe Gnndn Nén
Réiloan gan B4t thutimg chiic
ndng gan (véivang
da, mét mdi, khé &
va dau bung duéi)
Réiloan dava Viém da dj iing
mé dudi da {vidu phat ban, Phi mach*
ngtia, ndi min)
Réiloan hésinh | RGiloan kinh nguyét .
sinvawi (Izaog&n:dﬁ%mu -
traing,
vn;itldnh?’:ln;t#ngﬂnh
kinh nguyét khing|
l!&.ull)aul'lllém\ni’mg
Réiloan ch
viﬁnhtﬂ_::g Phil
nof diing thudc
Cicfiéutra
nghién cit Tang cin

* Gactac dung khdng mong mudn ti cdc bdo cdo ty phét ma khang dugc quan st tir cic
thifnghiém lam sang duoc quy vao tan sudt “hiém gap” dua trén thilc té ring gidi han trén
ciia 95% khodng dd tin cy clia tén sudt dugc wdc tinh khdng cao hon 3/x dia diém=3483
(tding 53 d6i tuong dudi quan st trong cdc thirnghiém lm sang).

Tacdung khdn mudn & ddi thanh thiéu nié

Dua trén céc bao céo tu phét va di liéu thi nghiém 1am sang han ché, md t cic phan tng
bat lgi & thanh thigu nién dugc du dodn tuong tu nhu da thiy & nquési truéing thanh. Cictic
dung khdng mong mudn c6 lién quan dén viéc diéu tri oestrogen-progestogen (xem myc
“Canh bdo va thén trong khi diing”va thong tin s3n phém clia ché pham estrogen):

- Ung thu i, téng san ngi mac t cung (téng sinh bt thudng mang trong tif cung), ung
thur biéu md ngi mac tif cung (ung thi)

- Nghen mach huyét khdi tinh mach

- Nhdi mau co'tim, bénh d9ng mach vanh, tai bién mach méu nio.

- Qualiéu
(hi c6 dirliéu han ché vé viéc lién quan dén qua liéu & nquis, Dydrogesterone duge hip thu
t6t sau khi uding (liéu hang ngay t6i da dugc diing & ngus 13 360 mg). Klu‘)ncg ¢6 thudc gidi
@oc dac higu va phai diéu tri triéu chiing, Théng tin nay ciing dugc 4p dung cho trudng hop
qud liéu & tré em

» Tinh chat duocluc hoc
(Cac tinh chat dudk Iuc hoc vé hoat chét ctia Duphaston sé dugc mb ta cu thé sau ddy. Dé
hiéu hon, hay hdi béc s cia ban.
Nhom dugc ly diéu tri: hé sinh duc - tiét niéu va hormon sinh duc, ma ATC: GO3DBO1
N Dydrogesterone Ia mit progestogen udng ¢d hoat tinh sdn sinh ra
275 mat'?m thich bai tiét hoan chinh tmn‘g i cung da duge cung cip
AR estrogen qua d6 cung cip chdt bao vé
4 A %

6ng lai tang nguy c clia

Lk B

Tai liéu théng tin thuse

tang sdn ni mac ti cung va/ hodc chat sinh ung th gdy ra béf cic en.
dugc dﬁtﬁnh trong moi truéng hop thiéu hut pmggesteronye L
nisinh.

ydrogesterone khong gdy ddng duc, khdng gdy nam héa, khéng si h
m& khéng gdy déng héa va cd hoattinh corticoid. s

Ddi tugng thiéu nién

Céc ditliéu thit nghiém Iam sang han ché chi ra ring dydrogesterone ¢ hiéu qud
trong viéc [am gidm bét triéu chiing clia dau bung kinh, hai chiimg tién kinh nquy?
rdi loan xudt huyét W cung va kinh nquyét khdng déu & d6i twang bénh nhan ftm
18 tudi tuong ty nhu & di tugng nguds Idn,

« Tinh chit dudc dong hoc
Qudtrinh ch nhéacuahoatchitDuphastondtchmbtéa_ﬂhésaudéy.!)éhie’u
han, hay hdi bicsj.

Hap thu:

Theo duing uéng, dydrogesterone dugc hip thu nhanh chéng véf Tmax
tir0.5 8&n 2.5 gie. Sinh kha dung toan phan clia dydrogesterone (udng liéu 20 mg
50 v6i 7.8 mg tiém tinh mach) la 28%. Bang sau cung c3p cic thing sg duoc dong
hoc ctia Dydrogesterone (D) va 20 a-dihydrogesterone (DHD) sau khi diing liéy don
10mg dydrogesterone:

Y DHD
(max (ng/ml) 2,10 53,0
AUCinf (ng*h/ml) 772 k7))
=T
Khdng dp dung

«Han diing va diéu kién bdo quin

60 thang ke tif ngay sdn xudt. Khang béo quan trén 30°C. Bdo quén thusc trong hip
carton @€ tranh 3m. Khdng duing thudc qud théi han ghitrén hdp thudc. Bé thudc xa
tam tay va t3m nhin cla tré em.

- Quy cich déng g6i

Hop 1 vi gdm 10, 14 hodc 20 vién nén bao phim (khdng phdi tit c3 cic kich cé ndy
déu c6 ban trén thi truong). Cdc vi dutge lam bang I3 nhém va phim PV, c6 b hodc
khdng bao bing PVDC.

«Thong tin thém

Thude chua duoc st du;lbg hodc 6 phé thai cdn dugc tiéu hily tudn thi theo ¢ 13
cdc quy dinh clia nudc s tai. Nhing théng tin trén t hung dén sir dung niy
han ché. Dé biét thém thang tin, xin hoi bc sy hodc dugc sy.

» Ngay phét hanl
Thang 6ndm 2015

» Nha sdn xudt: Abbott Biologicals B.Y. Dia chi: Veerweg 12, 8121 AA Olst The
Netherlands (Ha lan) Cho Abbatt Healthcare Products B.V. The Netherlands (Ha lan)
(CDS SOLID 1000601663_062015

TPHCM: Liu 10 tda nha Mé Linh Point. 53 2 Ngd Dic K&, quén 1. Dién
thoai:(028)38242006 ¥

Ha Noi: Liu 7 tda nhd Handi Resco, 521 Kim M, quin Ba Dinh. Dién
thoai: (024)37337486

ong tin,
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