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UTROGESTAN 200 my S6 PK: VN - X
Rx- Thudc !nm theo don
Thanh phén: Progesteron 200 mg (dang hat min), t ddp& V&
Chi djnh, litu ding, cdch ding, chéng chi dinh va ci \ bhg
xem tr huéng din sit dung. Duimg ditng: udng hodic dat Agr@m
Bang bio ché: vién nang mém; Pong goi: Hop vi x 15 vick

6 18 SX: xxxx, NSX: dd/mm/yy, HD: dd/mm/yy

Bio quan: & nhiét d6 dudi 30°C. D& xa thm tay tré em.
Poc k§ hudng dan sir dung trude khi dang

DNNK:

Sin xudt ban thanh phim béi: CAPSUGEL PLOERMEL /aj/
Pija chi: Z.1 de Camagnon 56800 Ploermel, Phép

Pong goi va xuit xudng béi: BESINS MANUFACTURING BELGIUM
Bja chi: Groot — Bijgaardenstraat, 128 1620 Drogenbos — Bi
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UTROGESTAN" 100 mg. Progesteron
UTROGESTAN" 200 mg. Progesteron

Boc k¥ hudng dan su dung truce khi dang.
Néu can thém théng tin, xin hoi y kién bic sy

THANH PHAN

Hoat chit: progesteron dang hat min

Ta duoc cia thude trong nang: dau lac. lecithin dau nanh
Thanh phan vo nang: gelatin, glycerol, titan dioxid (E171)

DANG BAO CHE - QUI CACH DONG GOI.
Utrogestan 100 mg: Hop 2 vi x |5 vién nang, ding uong hode dit am dao
Utrogestan 200 my: Hop 1 vi x 15 vién nang. ding udng hodc dit am dao

CHI DINH

Duwirng udng

Phuy khoa:

Nhimg roi  loan lien quan den thiéu progesteron. nhir hi chirng tién kinh nguyet
kinh nguyét khdng déu do réi loan rung trimg hay khong rung trimg. bénh vii linh
tinh. tien man kinh.

- Man kinh {bo sung cho liéu phip estrogen)

- Vé sinh do suy hoang the

San khoa!

. Doa say thai hodc du phong say thai lién tiep do suy hoang the

. Doa sinh non

BDuong iam dao

- Hiém mudn, vé sinh nguyén phat hay thir phat do suy mét phin hay hoan toan hoang
thé (ddc biét trang roi loan rung trimyg, ba sung iai doan heang thé trong thy tinh 6ng
nghiém, hién tnimg),

- Doa say thai hodc dy phong doa say thai lién tiép do suy hoang thé.

LIEU LUQGNG VA CACH BUNG

Durirne uéng

Liéu trung binh tir 200 dén 300 mg progesteron méi ngay chia lam | dén 2 Kn, nghia 14

ding 200 mg vao budi toi trude khi di ngu va 100 mg vac budi sang nén can.

- Trong suy hodng thé (hii chimg tién kink nguvét, bénh vii lanh tinh, kink nguvét

khing déu, tién man kinh): dieu i 10 ngay mdi chu ky thwang tir ngay thie 17 dén
ngay thir 26.
Trong liéu phap hormon thay thé: liéu phap estrogen don thuan khang thich hep.
progesteron duge ding két hop trong 2 wan cudi cua dot didu i, tiép theo nemy moi
diéu tri thay the rong khoong | wan. trong thor gian do cé the co xuat huyét khi
ngimy thuoc.

- Trong doa sinkh non: 400 mg progesteron méi 6 dén § gid tiy vao ket qua lim sing o
giar doan cap tinl, tiép theo dang liéu duy tri (3 x 200 mgngiy) den uan thic 36 cua
thai ky.

Durirng im dao

Liéu trung binh 13 200 mg progesteron moi ngay {1 vién 200 mg hojc 2 vién 100 mg chia

lam 2 fan. | vién vao buoi sang va 1 vién vie budi toi). dit siu vao trong im dao

Liéu nay cd the ting tiy theo dap irmg cua timg bénh nhan,

[rwcing hop pha kodng thé br thiéu hut mot phdn (rii !oqn riing (img, Kkink nguvér
khing dén): 200 mg progesteron méi ngay. 10 ngay cho méi chu ki thuomg bit dau
nur ngay thir 17 dén ngay the 26,

- Treimg hop vo sinh do pha hodng thé by thiéu hut hodn todn (hién nodn bio): lidu
khoi dau 100 mg progesteron vao ngay thir 13 va 14 cua chu ky chuvén phéi. tigp
theo 100 mg progesteron vao budi sang va buéi 16i lir ngay thix 15 dén ngay thir 25
cua chu kv Tir ngay thir 26 va trong truemg hep co thai. tang heu lén 100 mg
progesteronngay moi tuin dé cudi ciong dat dén lidu ti da 600 my progesteron ‘ngay
chia iam 3 lan. Duy 1ri liéu nay cho dén nggdy thir 60.

Bii sung giai dogn hodng thé rong thu tink dng nghfem bat dau diew try vao budi toi
ngay chuyen phdi vai lisu 600 mg progesteron moi ngay, chia lam 3 lin {sdng. trira
va 10i)

- Doa sdy thai sim hodc die phong dva sdv thai lién tiép do suy hodng thé: 200 mg dén
400 myg progesterone méi ngay chia lam 2 tan cho dén tuin thir 12 cua thai kv

CHONG CHI BINH
. Suy gan ning
- D1 img hay man cam vai hoat chat hoge véi bat ky thanh phan nao cua thude.

NHIUNG LUU ¥ DPAC BIET VA THAN TRONG KHI DUNG THUOC
Trong cac dieu kién duroe khuyen dung. diéu trj nay khéng phai [ ngira thai.
Chu ky kinh nguyét cé thé ngin hojc bj chay mau néu bar dau diéu tn qua som. dic biét la
trirde ngay 15 cua chu ky.
- Trong tnromg hop chay mau tr cung, Utrogestan khéng duge ding cho dén khi xac
dinh duroc nguyén nhan, nhir bing cach khim ndi mac hr cung,
Do khang the loai trir hoan toan cac nguy co huyét khai tac mach va chuyén hoa, nén
ngmg diéu tr trong céc truemg hop sau:
. Rai loan mat nhu mat thi lyc, nhin ddi. tén thuong mach mau véng mac.
. Thuyén tic tinh mach hodc huyét khéi tic mach, bat ké vi tri nao
. Bau dau ning
Nén kiém tra chit ché & bénh nhén co tien sir viém tinh mach huyét khoi
- Trong iy hop bi vo kinh dot ngot, phai chac chan khéng c6 mang thai.
Hon mét mra cac trwomg hop sdy thai som ty phat do bién chimg di truyén, Hom niva cic
hign tugmg nhigm triing hodc cac réi loan co hoe cd thé say thai de non Trong cac trrimg
hop nay ding progesteron chr co e dung lam chim thai timg ché. Vi viy. ding
progesteron chi nén danh cho cac tnrong hop tiet hoang thé khéng du
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TUONG TAC VOI CAC THUOC KHAC VA c.s'dl'
Ding ket hop voi cac thude khac co thé lam anh g
thay doi higu gqua cua thuoe ohir
Thuoe gay cam tmg men manh nhu barbiturate
rifampicin. phenylbutazon, spironolacton va pris
chuyén héa o gan, 4
M@t so khang sinh (ampicillin, tetracyclin): thay déi i sinblpd “dan den
thay dai chu trinh gan rudt cua cac steroid.
Wi nhimyg neomy tac irén co the khac nhau iy theo tmg ca nhdn nén cac ket qua lam sang
khong the dir doan duge
Cac progestin cd thé lam giam hap thu glucose. do d6 o bénh nhan bi bénh tiéu dwimyg sé gia
1ang nhu cau insulin va g thuoc dicu tri tien dwong khic.
PHY NI’ MANG THAI VA CHO CON BU _
Khang cd chong chi dinh khi dimg Utrogestan trong thai kv ke ca trong nhimg tuan dau cua
thai ky,
Chura co nghién ciru cy the progesteron co di qua sira me hay khdng. nén tranh ding thudc
cho phy nir dang cho con bi

ANH HUONG CUA THUOC PEN KHA NANG LA XE & VAN HANH MAY MOC
Chi y o ngudi ldi xe hode su dung may moc. thude nay €6 thé gy budn ngu vahodc chong
mit khi ding dwimg uong. Dé tranh tac dyng phu nay nén uong thuoc vao budi toi.

TAC DUNG KHONG MONG MUON _ _

Mic di co the cé kich img tai ché (do co quilhin dau nanh), khdng thay <o bat ky sur bt
dung nap tai chd ndo (bong, ngim hay ra chat nhém) trong cdc nghién ciru lam sang khic
nhau.

Khi dung dudng ueng, céc tic dung khéng mong mudn sau duwge ghi nhan:

Tieomg gap: thay déi chu ky kinh nguyét. mat kinh, chay mau gitra chu ky kinh. nhirc diu

It gdp: budn ngu. chong mat thoang qua, chimg vang da « mat. ngima. roi loan tiéu hoa.
Buén ngu va'hode chong mit thoang qua dirge quan sat thay ¢ bénh nhin ding két hop vai
estrogen licu thap. Cac tic dung nay sé mat di khi giam liéu Utrogestan hodc tang lidu
estrogen ma khong anh huong dén két qua diéu .

Chu ky kinlt nguyét bi rit ngin va hodc chay mau giira chu ky kinh cé the xay ra néu diéu
ir] dugre bat daw qua som, dic biét trude ngay 15 cua chu ky.

Thay déi chu ky kinh nguyét, mit kinh hoac chay mau gita ki kinh da duoc ghi nhan lién
quan deén su dung progestin.

Thing bdo che bdc 7 ede tde dung khing mong muin gip phii khi sic dung thuic.

CAC PAC TINH DUQC LY

Durgre lue hoe

Utrog, chira prog dang hat mm, dung dworng uong va dat am dgo lam gia ting
dang ké nong dé progesteron trong huyét nrong. vi viy s& bo sung hidu qua sur thiu hut
progesteran,

Duie ding hgc

Nang dé progesteron tang lén frong gia thir nhat va dat nong dé dinh trong huyét tuong cae
nhat sau 1 den 3 gio dung

Preimg nong: Néu tinh thii gian liu gir honmon trong md, can thiét phai chia liéu dang lam
2 lan cach nhau khoang 12 gier dé duy tri nong do thude co higu lye suot 1_.!0 trong ngay,

P dim dgo: O liéu khuyén dung, nong dg progesteron trong huyér tu

tri. nromg duomg vai nong dé progesteron dat duge rong pha hoang thé cua

nguyét rung trirng binh thuong, *

Utrogestan dung duémg am dao lam tdng treong ndi mac e cung nén rit

lam 16 cua phai.

Khi ting din dén liu cao hom, thuoe ding dwong am dao co the ¢

trong mau tuong diomg vai néng dé dirge md ta trong 3 thang dau o

Chuyen héa: cic chat chuyén hoa trong huyét tuong va nude tiéu g nhw cac chat dupe

tié1 ra trong pha hoang the. Cac chat chuyén héa chinh trong huyel tm:rn;_. la 20-g-hydroxy-

A-4-pregnenolen va S-a-diliydroprogesteron. 95 % thuée duoe thai qua nurdc tiéu dudi dang

chat chuyén hoa glycuronid lién hop. Chdt chuyén héa chinh trong nuée tiéu 1a 3 -a-5-B-

premanediol {pregnandiol)

QUA LIEU

Dimg dudng dm dao. khéng co tnrong hop ndo ding qua ligu dwroe ghi nhan,

Vi duong uont,. nhimng tac dung khéng mong mucn duge ghi nhan o trén hau hét 1a triéu

chimng qua lieu. Trong rudmg hop giam liéu thi cac tri¢u chimg sé dong hét.

O mot 56 bénh nhan. lieu ding théng thirimg cé thé qua cao. véi bang chimg la nong dé

progesteron ndi smh diroc tiét ra lién tue hodc nmg dot ma khong duoe kiém soat, biéu hién

bing sy man camn voi thuoe hode kém theo nong d¢ ceswradiol rong mau thip. Nhimg loi

khuyén sau cho bénh nhan:

. Giam lieu hodc dung progesteron vao budi tai
chu k¥ trong trieemg hop budn ngu hoac

di ngu, 10 ngay trong mt

a0 ngay thix 17).
- Phy nir tién man Iclnh,-'phu nit digu ¢ nén lam test dé

dam bao nong d¢ cestradiol du b ]

BAO QUAN - HAN DUNG

Khong de trong tam tay va tam nhin tre
Khing ding thuée qua han sit dung dupe
Bao gquan ¢ nhié¢t d§ duwai 30°C

Han ding: 36 thang, k& nir ngay san xuat
Thuse nay chi ding theo dom hac sy

NHA SAN XUAT

San xuat ban thanh pham bai: Capsugel Ploermel: {Pmt_ﬂN@mm
Ploermel — Phap, Bong goi va xuat xudng 16 bai: Be Manufagmring 4
Groot — Bijgaardenstraat 128 — 1620 Drogendaos - WSV “yeﬂ “ﬂy



