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UTR@GESTAN 100mg

Progestémone (DCT] natureds maronsés 100 mg p. capsiin
Excipsents & offet notoire: fuile d'armchide, Methine de som
Bodte de 30 capsules. molles orbes ou vaginales.
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UTR.EEEIA{E 100mg

Metursl maronised proges srone (INN] 100 mg per capsule
i wffect:

Excipients imown o have 8 recognized arachs all, sova -bean ecilrin
Bax of 30 soft capsuies for orel or vaginal wse.
cont t see package ifeert.
This medicinal praduct ks 8 prgestogen hormons reatment.
A madical sxamaahan is necessary hatore and penodicaty dun. Meciicina | product subject o o] prescriphion

the course of treatmant, Tham are no special shorsge wskructinns. MEEP OUT OF THE REACH AND SIGHT OF CHILDREN

UTR.E;E’_SIQ[\{ 100mg

SUB_LABEL

Manufacturer / Fabricant @
Besins Manufacturing Beigium - 128 Groot-Bijgaardenstraat S BESINS
1620 Drogenbos (Bekgium) HEAITHCARE

\

/,

5000830




UTROGESTAN 100 mg $o PK: VN - XB¥X
Ry- Thuéc ban theo don
Thanh phén: Progesteron 100 mg (dang hat min), ta dude? LA
Chi djnh, lidu diing, cich ding, chéng chi djnh vi cic By
xem & hudng din si dyng. Dln?rng diing: vong hoic dit ad -
Dang bao chg& vién nang mém; Péng gbi: Hop 2 vi x 15 vienmss
$610 SX: xoorx, NSX: dd/mmdyy, HD: dd/mmiyy

Bio quan: & nhigt d6 dudi 30°C. Dé xa tim tay tré em.

Doc k¥ hudng din st dung trude khi ding

DNNK: )

San xudt ban thanh phim béi: CAPSUGEL PLOERMEL
Bia chi: Z.1 de Camagnon, 56800 Ploermel, Phip

Dong goi va xudt xwing béi: BESINS MANUFACTURING BELGIUM
Dja chi: Groot - Bijgaardenstraat. 128 1620 Drogenbos - Bi
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UTROGESTAN" 100 mg. Progesteron
UTROGESTAN" 200 mg. Progesteron

Boc ki hueng dan su dung toc khi ding.
Neu can thém thong tin, xin hoi v kien bic s

THANH PHAN

Hoat chat: progesteran dang hal min

Ta duge cua thuce trong nang: dau lac. lecithin dau nanh
Thanh phan vo nang: gelatin, glycerol. titan dioxid (E171)

DANG BAO CHE - QUI CACH BONG GOI
Utrogestan 100 mg: Hép 2 vi x 15 vién nang. dang uéng hodc dat dm dao
Utrogestan 200 mg: Hép 1 vi x 15 vién nang, ding uong hodc da dm dao

CHi DINH

Dudng udng

Phu khoa:

- Nhimg roi loan lién quan dén thidu progesteron, nhir hoi chimg tién kinh nguyét,
kinh nguyét khéng déu do rdi loan rung trimg hay khéng rung trimg, bénh vii lanh
tinh. tien man kinh.

- Man kinh {bo sung cho ligu phip estrogen)

. Va sinh do suy hoang the

Sun khoa:

- Doa sdy thai hedc di phong sdy thai lién tiép do suy hoang the

. Doa sinh non

Duiong im dao
Hiém muén. vé sinh nguyén phat hay thir phat do suy mét phan hay hoan toan hoang
the (dac bigt trong rdi loan rung tnimg, be sung giai doan hoang thé mong thy tinh ong
nghiém, hien trirng)

Doa say thai hode du phong doa sy thai lién tiép do suy hoang thé.

LIEU LUQNG VA CACH DUNG

Lieu trung binh tir 200 dén 300 my progesteron méi ngay chia lam | den 2 lan, nghia la

dimg 200 my vao budi té1 muge khi di ngit va 100 mg vao budi sang nen can,

- Trong suy hodng thé (hii chimg tién kinh ngyét, bénk vii lanh winh, kink nguyét
khding déu, tién man kinh): diéu i 10 ngay mai chu ki thuong tir ngay tha 17 dén
ngdy thir 26,

- Trong liéu phap hormon thay thé: ligu phap estrogen dom thuan I\.Ilonb thich hep.
progesteron dirge ding két hop rong 2 tan cudi coa dot diéu mi. tiep theo nnmy moi
diéu 10 thay the trong khoang | wan, trong thin wian do cd thé co xuat huyét khi
ngime thuoe,

- Trong doa sinh non; 400 mg progesteron méi 6 dén 8 gié ty vho ket qua lam sang o
giai doan cap tinh. tiép theo dung licu duy tri (3 x 200 mgneay) dén wan thir 36 cua
thai ky.

Dwirng idm dae

Ligu trung binh la 200 mg progesteron moi ngay (| vién 200 mg hodc 2 vién 100 mg chia

lam 2 lan. 1 vién vao budi sdng va | vién vao budi téi). dat siu vao trong dm dao.

Lieu nay co the taAny thy theo dap img cua tirmg bénh nhin.

Trinmg hup pha hodng thé by thiéu hur mdt phen (roi !mm rung (rimg, kinh nguvét
klwing déu) 200 my progesteron moi agay. 10 ngay cho mdi ehu ky. thueng bit dau
tir ngay thir |7 dén ngdy thir 26.

» {reimg hep 16 sinh do pha hodng thé bi thiéu hut hoan toan (hicn nodn bio): lieu
khoi dau 100 mg progesteron vao ngay thir 13 va 14 cua chu kv chuyén phoi. tiep
~thea 100 mg progesteron vao budi sang va budi 16 tr ngay thir 15 den ngay thir 25

vemmmua chu ky. Tir ngay thir 26 va trong truong hop co thai. ting liéu lén 100 mg
—==progesteron/ngdy mdi tuan dé cudi cing dat dén liéu téi da 600 mg progesteron - Ingav
chia 1am 3 lan. Duy tri licu nay cho dén ngay thir 60.

. B sung wiat doan hodng the irong thu tinh dng nghiém: bat dau diéu irj vao buadi toi
ngay chuyen phoi vai li¢u 600 mg progesteron méi ngay, chia lam 3 lan (sang. tnea
va toi)

Duoa sdv thai sirm hodc di phing doa sdv thai lién tiép do suy hodng thé: 200 mg dén
400 myg progesterone ndi ngay chia lam 2 Iin cho dén tudn rhir 12 cua thai ky.

CHONG CHI DINH
- Suy gan ndng
- Di img hay man cam véi hoat chat hodc véi bat ky thanh phan nio cia thude,

NHI'NG LUU Y BAC BIET VA THAN TRQNG KHI DUNG THUOC
Trong cac dieu kign duge khuyén dung. dieu tr) nay khong phal la ngira thai.
Chu ky kinh nguyét c6 thé ngin hodc bi chay mau néu bat diu diéu tr qua som, dic biét la
truoc ngdy 15 cua chu ky.
Trong tnréng hop chay mau tr cung, Utrogestan khang duwrge ding cho dén khi xdc
dinh duwge ngguyén nhan. nbhir bang cach khdm néi mac tir cung.
Do khang thé loai trir hoan todn cic nguy co huvét khéi tac mach va chuyen hoa, nén
ngimg diéu i trong cac tnrimg hop sau:
. Roi logn mét nhu mat thi lisc. nhin déi, tén thuong mach mdu vang mac.
. Thuyén tac finh mach hodc huyét khéi tic mach, bat ké vi tri nio.
. Dau dau ning
Neén kiém tra chat ché & bénh nhin cé tién sit viém tinh mach huyét khai
- Trong tneimg hop bi vé kinh dét ngét. phai chic chan khdng cé mang thai.
Hon mét nira cac trubmg hop say thai sém e phat do bién chimg di truyén. Hom nira cac
hi¢n rugng nhiém tring hoac cic roi loan co hoe cé thé say thai de non. Trong cac trimg
hep nay ding progesteron chi ¢6 tac dung lam cham thai tring chét. Vi vay. dung
progesteron chi nén danh cho cic mirirng hop tiét hoang thé khang du.

Ding ket hop vei cie thude khic o thé lam anh Iy L.||LIH.I‘I I10=|'ﬁ|»l progestel ﬂ

thay doi hi¢u qua cua thu\\i: nhu- ?Hﬁl_% H!H “”/ .

nlamp:c:n phen\ Ibulazon spironolacton va e m nhimg thudg gin tang
chuyén hoa o gan,
Mot so khang sinh (ampicillin. tetracycling thay
thay déi chu minh gan ruot caa cie steroid.
Vi nhimg twomg tic trén 6 thé khde nhau tily theo timg ca nhidn nén cde ket qua Jam sang
khang thé du doan durge, )
Cac progestin cé the lam giam hap thu glucose. do do o bénh nhan bi bénh tieu dudng sé gia
ting nhu cau insulin va nhimg thudc dieu tri tigu duong khic.

PHL! NIT MANG THAI VA CHO CON BU

Khéng co chong chi dinh khi dung Utrogestan trong thai ky ké ca trong nhimg tudn dau cua
thai ky.

Chua cé nghién ciru cu the progesteron ¢6 di qua sita me hay khéng, nén trinh ding thude
cho phu nit dang che con bu.

ANH HUONG CUA THUOC BEN KHA NANG LAI XE & VAN HANH MAY MOC
Cha ¥ ¢ nguai lai xe hodc sw dung may moc, thude nay co llm gay budn ngi vafhodc chong
mit khi ding duang ung. Bé wanh tic dung phu nay nén udng thude vao budi ti.

TAC DUNG KHONG MONG MUON

Mic dis co thé co kich (mg toi chd (do co lecithin ddu nanh). khing thiy cd bat ky sur bat
dung nap tai chd nac (bong, ngira hay m chat nhon) trong cic nghién ciu lm sang khac
nhau

Khi diing démg uéng. cic tic dung khéng mong mudn sau dugc ghi nhin:

Tlneimg gdp: thay d6i chu ky kinh nguyét. mat kinh. chay mau giira chu ky kinh. nhirc dau
It edp: budn ngu. chong méat thoang qua. chimg vang da & mat. ngir, roi logn tidu hoa.
Budn ngu va/hodc chong mat thoang qua duce quan sat thiy o bénh nhan ding ket hop viri
estrogen licu thip. Cic tic dung nay sé mat di khi giam liéu Utrogestan hodc ting lieu
estrogen ma khong anh hong dén ket qua diéu .

Chu ky kinh nguyét bi rist ngén va hodc chay miu giia chu ky kinh c6 the xay ra néu diéu
tri durgre bt diu qua sem. dac hln:t trede npay 15 cua chu ky.

Thay dai chu ky kinh nguyét. mart kinh hode chay mau pira ky kinh di duge ghi nhan lidn
quan dén su dung progestin.

Thing bdo che béc s§ cdc tde dung khing mong muin gip phai khi sir dung thuic.

CAC PAC TINHDUQC LY

Droc luc hoe

Utrogestan chira progesteron dang hat min. ding dwong vong va dat dm dao lam gia ting
dang ké nong dé progesteron trong huyét nromg. vi vay s& bé sung hiéu qua s thiéu hut
progesteron.

Dwgc ding hee

Nong do progesteron ting lén rong gior thir nhar va dat nong d¢ dinh trong huyet nrong cao
nhat sau { dén 3 gier dung.

Pueimg wing: Neéu tinh thoi gian liu giit hormon trong mé. can thiét phai chia lidu ding lam
2 lan cach nhau khoang 12 gier dé duy i nong dé thude o higu e sudt 24 giér trong ngay.
Primyg dm dao: O liéu khuyén ding, nong dé progesteron trong huyet nuong on dinh va duy
tri. teomg dwomg véi nong d¢ progesteron dat duge rong pha hoang the cua mot chu kv kinh
nguyét rung trimg binh thuimyg.

Utrogestan ding duomyg am dao lam Hng teong ngi mac o cung nén rat thich hop cho sie
1am 16 cua phéi.

Khi tang din dén liéu cao hon. thuoc ding duémy dm dao 6 thé cho ndng dé progesteron
trong mau treng dweng vai nong do dugc ma ta trong 3 thang dau cua thai ky.
(‘Imyen hca cac chnl Lhuyen hoa trong Tlu)'e1 tuam. va mide neu giong nhu cac chal

Ade pm;,nenUIOn va 5- u-dlhydmpro;,csleron 95 % thuoc duoe thar qua nude tiéu duﬁ
chat chuyén héa glycuronid lién hop. Chat chuyén hoa chinh trong nuéc ticu 13 3 -
pregnanediol (pregnandiol),

QUA LIEU

Ding duény am daoc, khang co tnrong hop nao ding qua liéu duwrge ghi nhan,
Vai dutmg uéng, nhimg tic dung khéng mong muon duge ghi nhan o rén hau bét 1a iricu
chimng qué lidu. Trong wuong hop giam liéu thi cde triéu chimg sé nr dong hét.

¢ mdt so bénh nhan, ligu ding thng thuémg co thé qua cao. véi bang chimg 13 néng dé
progesteron ndi sinh dugc tiet ra lién tye hodc Hmg dot ma khong dugc kiem sodt, bigu hién
bang s man cam vai thuée hodc kém theo nong dé oestradiol trong mau thap. Nhimg loi
khuyén sau cho bénh nhin:

- Glam lieu Imc dung progesteron vio bu0| 1 trum: khl dl ngu. 10 ngay trong mot

diu cha‘m hem rong chu ky {vi du bél I?El

BAO QUAN - ~HAN DUNG

Khong dé trong tim tay va tdm nhin tre em § ¢
Khéng ding thudc qua han su dung diroc ghifge
Bac quan ¢ nhiét d¢ dwoi 30°C

Han ding: 36 thang, ké tir ngay san xuait
Thudc nay chi ding theo don bac sy

NHA SAN XUAT
San xuat ban thanh pham boi: Capsugel Ploerlﬂl't{_)% 51351- ‘ﬂ;n
Ploermel — Phap; DPong go1 va xudt xuong 1a bai: B {%N g e

Groot — Bijgaardenstraat 128 — 1620 Drogendos — G PH
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