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TO HUONG DAN &J’ DUNG THUOC

Khong diing qud he rehidi
3. THANH PHAN CONG THUC THUOC:
Duoc chat: Progesteron danevi Bat. . ... coicue sivmsonsdussmensns 200mg

Ta dugc: Lactose monohydrat, tinh bét sdn, PVP K30, natri laurylsulfat, natri starch glycolat,

magnesi steara, talc.
4. DANG BAO CHE: Vién nén dit 4m dgo.

5. CHI PINH:

Du(mg dat 4&m dao: v
Pé gitip cho vi¢c mang thai, dédc biét la: ,/
- Progesteron hd tro trong thiéu nin g budng trimg hodc suy budng trirg hoan toan & phu ntr .,75}‘-.

thiéu hyt chirc ning budng trung (hién nodn bao). l
- Ho trg giai doan hoang thé trong chu ky thy tinh trong 6ng nghiém. \\\ \
- Hé tro giai doan hoang thé trong chu ky ti phét hodc dugce tao ra, trong vO sinh nguyén phat X
hogc thir phat hodc gidm kha ning sinh san nhét 1a do rm loan ryng trimg.
- Trong truong hop bi doa say thai, hodic phong ngira siy thai thuong xuyén do thiéu hut giai
doan hoang thé cho dén tudn thir 12 cua thai ky.
- Sinh non.
6. LIEU DUNG VA CACH DUNG:
Liéu lrong

- Phai tuan thu nghiém ngit lidu luong dwgc khuyén céo & tat ca céc chi dinh didu trj.

- Du theo chi dinh va va dudng dit 4m dao, khéng duge vuot qua 200mg mdi lan ding
Duong dat am dao:
Vién nén phai dugc dit sdu vao trong am dao.
- Progesteron hd trg trong thiéu ning buong trirg hoac suy budng trimg hoan toan & phu nir
thiéu hut chire ning budng trimg ( hién noan bao):
Ché do diéu trj (dudi dang bd sung cho liéu phap estrogen thich hgp) nhu sau: 100mg
progesteron dang vi hat/ngiy vio ngay thir 13 va 14 ctia chu ky chuyén dbi, sau d6 200mg
progesteron dang vi hat/ngay tir ngay thir 15 dén ngay thit 25 ciia chu ky, ding mét lidu hodc
chia 1am 2 lan/ngay va sau do tir ngay thtr 26 cta chu ky hodc trong truong hop mang thai liéu
nay cé thé ting 1én dén tdi da 600mg/ngav chia [am 3 lan. Liéu lrong nay sé& duoc tiép tuc dén
ngay thir 60 va sau d6 cham nhét 1a tudn tht 12 coa thai ky. ’
- B6 sung cho giai doan hoang thé trong chu ky thu tinh trong éng nghiém (IVF): Liéu khuyén
cdo la 400-600mg/ngay chia 1am 2 dén 3 1dn ké tir ngay tiém HCG cho dén tudn thir 12 cla thai
ky.
- Bb sung cho giai doan hoang thé trong chu ky tu phat hodc dugc tao ra, trong vo sinh n guyen
phét hodc thir phat hodc gidm khé nang sinh san nhat 14 do rdi loan rung trimg: liéu khuyen cdo
la 200- 300mg/ngay chia lam 2 lan tir ngay thir 17 ctia chu ky trong 10 ngay. Nén dleu tri lai
nhanh chéng néu kinh nguyét khéng tré lai va duge chan doan 1a ¢6 thai cho dén tuan thir 12
cua thai ky.
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- Trong truong hop bi doa say thai hodc phong ngira sdy thai thuong xuyén do thiéu hut giai

doan hoang thé: liéu khuyen cdo 12 200-400mg/ngay chia 12 2 1dn cho dén tuan thtr 12 cia thai

ky.

- Sinh non: Phy nir ¢6 tién si sinh non: 100mg/ngay cho dén tuan thir 36 cia thai ky. Phy nit

¢6 ¢b tir cung ngdn honl15mm duge phat hién & tudn thir 22-26: 200mg/ngay cho dén tuan thir

36 cua thai ky.

7. CHONG CHI PINH:

- Mén cam véi progesteron hodc vai bat ky ta dugc nao cia thube.

- Chay mdu dm dao chua 16 nguyén nhén.

- Co6 hodc nghi ngo ¢6 khéi u 4c tinh nhay cam voi progesteron.

- Réi loan chuyén héa prophyrin

- Réi loan chirc nang gan hodc bi bénh gan

- Say thai hodc chira ngoai tir cung

- Thuyén tac huyét khoi dong mach hodc tinh mach dang tién trién hodc viém tinh mach huyét

khéi néng hodc ¢6 tién sir mic céc bénh nay.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC: ff:f
- Thude khong thich hop d sir dung nhw mot thue tranh lhal’ . Trong trurong hop ké don /, f’“’il
progesteron qua 3 thang déau cta thai ky, dd co bao cao rat hi€ém gép cac truong hop bét thudng ks
vé gan khong nghiém trong va c6 thé hdi phuc ( gibng nhu su i mat khi mang thai). I[U[im(
- Truée khi ding hormon (va dinh ky sau d6), nén dénh gid timg bénh nhan nd. Cén hoi tién st

y khoa ctia ¢4 nhan va gia dinh, va viéc kham thuc thé nén bao gdm luwu ¥ dic biét dén tuyén v QE
va co quan vung chdu cling nhu té bao hoc ¢6 tir cung. Cén than trong khi sit dung vién chira
progesteron & nhitng bénh nhan c6 cac tinh trang c6 thé nang thém do « dich ( vi du bénh tim,

bénh thén, dong kinh, dau nira dau, hen). & nhimg bénh nhan c6 tién sir trim cam, dai thao

dudng, r6i loan chitc nang gan nhe dén trung binh, dau nira dau.

9. SUDUNG CHO NGUOI MANG THAI VA CHO CON BU:

Thoi ky mang thai :

Mot s6 nghién ciru & phu nit mang thai sit dung progesteron khong cho théy bét ky sy ting c6 y

nghia nao vé di dang thai nhi. Do cc nghién ctru trén nguoi khong thé loai trir kha nang gay

ton hai, chi nén sir dung thudc trong khi mang thai néu dugc chi dinh.

Thoi ky cho con bii :

Phét hién thiy lwong progesteron trong sita me. Anh hudng ctia diéu nay dbi véi tré ba me

chua dugce xéc dinh.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Vién nén progesteron c6 thé gy budn ngu va/hodc chéng mit & mot sd it bénh nhan, vi vay nén

than trong.

Dung thudc hic di ngii s& 1am giam nhitng téc dung nay trong ngay.

11. TUONG TAC, TUONG KY CUA THUOC:

Tuong tac véi thire an:

Dung dong thoi véi thire an 1am tang sinh kha dung ciia vién nén progesteron dang vi hat.

Thubc ¢6 thé diing dng thdi vai thire 4n hoiic khong cling véi thire an.

Tuong tac thude-thude :

Su chuyén hoa ctia vién nén progesteron boi microsom gan ngudi b (rc ché béi ketoconazol (
ketoconazol IC50 ( ndéng dd tre ché trung binh)< 0,1mM da biét 1a mot chéat trc ché cytochrom

P450 3A4 do d6 nhirng dir liéu nay cho thdy ketoconazol ¢6 thé 1am ting sinh kha dung ctia
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progesteron. Chua rd y nghia lam sang cta nhitng phat hién in vitro. Su chuyén héa ciia vién
nén progesteron qua gan dugc thic d4y bai nhimg thude gay cam g enzyme gan ( vi du
barbiturate, thuéc chéng déng kinh, rifampicin, ...).

Twong tac v4i céc xét nghi¢m

Céc ket qua xét nghi¢m sau ddy c6 thé bi thay ddi do viée sit dung progesteron: nong do
gonadotropm progesteron huyét twong va pregnanediol niéu.

12. TAC DUNG KHONG MONG MUON (ADR):

Di¢ liéu thir nghiém lam sang :

Bang dudi déy liét ké cac tdc dung phu di dugc bdo cdo & hon 10% bénh nhén ( bat ké mbi
quan he vai viée diéu tri) da dugc dung vién nén progeslerone dang vi hat 200mg/ngay ( 12
ngay mdi chu ky thang duong lich) vai estrogen lién hqp mdi ngay, trong mot thir nghiém l1am
sang da trung tdm, ngu nhién, mi d6i cé dbi chimg véi gia duge & 875 phu nit sau man kinh.

Cdc tdc dung phu (>10%) da duge bdo cdo trong mét thir nghiém gém 875 bénh nhdn cé doi
chirng voi gia dwgc ¢ nhitng phu nit sau man kinh trong thoi gian 3 ndm ( ti Ié phan tram bénh
nhan bdo cdo)

Vién nén dang vi Oestrogen lién hop Gia duoce
hat 200mg véi 0,625mg ( duy nhat) | (N=174)
oestrogen lien hop | (N=175)
0,625mg
(N=178)
Roi logn duong tiéu
héa 12 10 5
- Chudng bung 10 13 10
- Dau bung
Réi loan hé than kinh
va tam than )
- Nhiuc dau 31 30 27
- TrAm cam 19 18 12
- Chéng mat 15 5 9
Réi loan hé sinh sin
va myén v
- Nhay cam dau 27 16 6
vi 11 14 35
- Conbirngnéng | 10 10 3
- Tiét dich 4m dao
Cdc tdc dung phu khdc
- Dau khdp 20 22 29
- Vén dé vé
duong tiét nigu | 11 10 9

Kinh nghiém hau mai
Réi loan dwdng tiéu héa
- Rét hiém giip: budn nén
Roi logn hé thin kinh va tam thin
- RAt hiém gap: bubn ngl, chéng mit thoang qua, khé chiu, c6 thé xay ra 1-3 gio sau khi
diing thude.
- Trong trudong hop nay, khuyén cdo giam liéu lugng mdi liéu hodc thay ddi lich trinh
ding thubc, udng thude lic di ngi, hodc xa bita #n hodc sir dung dudng dit m dao.
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- Rét hiem gp: nhuc dau.
Rbi loan hésinh sin va myen v
- Rét hiém giip: nhay cam dau v, rit ngin chu ky kinh nguyét hoic chay mau gitra chu
ky c6 thé xdy ra. Néu gap diéu nay nén diéu chinh liéu progesteron.
Cic tic dung phu khdc
- Rat hiém gap: cac bt thuong vé gan khéng nghiém trong va cé hdi phuc (gidng nhu s
& mat khi mang thai) hau hét trong khi mang thai, réi loan thi giac, phan Ung phan v¢.
Luu y:
- Rat thuong gap: >1/10 (10%)
- Thuong gap: >1/100 va < 1/10 (1% va <10%)
- It gép: 21/1000 va <1/100 (20,1% va <1%)
- Hiém gap: 21/10.000 va <1/1000 (=0,01% va <0,1%)
- Rét hiém gdp: <1/10.000 ( <0,01%)

Thong bdo ngay cho bdc si nhiing phan itng khong mong mudn gdp phai khi si dung thudc.
13. QUA LIEU VA CACH XU TRIi:

Khéng cé trudng hop qua lidu nao da dugc béo cdo véi progesteron . Trong truong hop qua
liu, phai ngung dung vién dit progesteron va bénh nhéan can duge didu tri triéu ching.

14. DU'(JC LUC HQC:

Nhém dugce ly: Hé nig¢u-sinh duc va hormone sinh duc

Ma ATC: GO3DA04

Progesteron 12 progestogen tu nhién, hormone chinh ciia hoang thé va nhau thai. Progesteron
phan img chuyén biét vdi thy thé progesterone diéu hoa sur phién mé gen thong qua sy tuong
tac tryc tiép vi DNA. Progesteron tac dung Ién ndi mac tir cung bang cach chuyén doi giai
doan tang sinh thanh giai doan tiét véi su mang rung héa trwde ciia ndi mac tir cung.
Progesteron dang vi hat cé tat ca cac dic tinh ctia progesteron ndi sinh, giy ciam (mg ndi mac
tir cung tiét dy da phu thude lieu va dic biét co tac dung tro thai, khang estrogen, khang
androgen nhe va an than théng qua sur turong téc voi céc thu thé GABA va tac dung khang
aldosteron.

15. DUQC PONG HOQC:

Hap thu

Progesteron dang vi hat dugc hép thu qua dudng tiéu hoa. Néng do progesteron trong mau tang
tir gity d4u tién va ndng d6 dinh trong huyét twong dat dugc sau khi udng 1-3 gio.

C6 sir khac nhau dang ké gifta c4c c4 nhan sau khi dung duong udng, tuy nhién cing mot doi
turong van giir dugc cac dac diém duoc ddéng hoc trong tu trong mot thm gian vai thang, cho
phép diéu chinh tét liéu diing cho tirng c4 nhan. Su khéc biét thip v& nbng do progesteron giira
cac ca nhan sau khi dang dudng dat &m dao lam cho ¢6 thé dy dodn chinh xéc tac dung dat
dwoc v6i mét lidu chudn. Lidu khuyén céo trung binh tao ra ndng d6 progesteron huyét tuong
sinh 1y, 6n dinh, trong tu nhu duge quan sat thay trong giai doan hoang thé cia chu ky kinh
nguyét rung trirng binh thuong.

Phén bé

Progesteron gén két khoang 96-99% véi protein huyét thanh, chi yéu véi albumin huyét thanh
( 50-54%) va transcortin (43-48%).

Thai trie i

Su thai trir trong nude tiéu dugc quan sét thdy 95% dudi dang céc chat chuyén héa lién hop
glucoronid, chii yéu 1a 3a, 5B-pregnanediol ( pregnandiol).

Chuyén héa
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Progesteron duoc chuyén héa chii yéu béi gan. Céc chat chuyén hoa chinh trong huyét twong la
20a-hydroxy 4 a-prenolone va Sa-dyhydroprogesterone mét s6 chit chuyén hoa cua
progesteron dugc bai tiét qua mét va nhirng chat nay c6 thé dwoc khir lién hop va tiép tuc
chuyén hoa trong rudt qua su khir, khir hydroxyl va epime héa. Cac chét chuyén héa chinh
trong huyét tuong va nuge tiéu ciing tuwong tu nhu cée chit duge tim thdy trong su tiét sinh 1y
clia hodng thé.

Nong do 5-pregnanolon trong huyét trong khong tang sau khi ding dudng dit &m dao. Sy thai
trir qua dudng tiét nidu chi yeu thuc hién dudi dang 3,5-pregnanediol (pregnandiol) nhu dugre
biéu thi boi sy tang dan ndng @5 cua no (dén ndng do dinh 142ng/ml lic 6gid).

Cac nhom bénh nhan dac biét.

Suy gan va suy than

Chua c6 nghién ciru chinh thirc dénh gia anh huéng ctia bénh gan, hodc bénh than dén sy phan
bo cna progesteron. Tuy nhién vi progesteron dugc chuyen hoéa qua gan va thai trir qua thén,
can theo doi cn than khi sir dung & bénh nhan bi rbi loan chirc nang gan hoic than.

Thuée nay chi dimg theo don ciia bdc st néu cén thém théng tin, xin hoi Y kién bdc si.

16. QUY CACH PONG GOI:

Hop 3 vi x 10 vién, kém don hudéng dan st dung.

17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:

Piéu kién bao quéan: Noi kho mat, tranh anh sang, bdo quan & nhiét do dudi 30°C.

Tiéu chuén 4p dyng: TCCS.

Han dung: 36 thang ké tir ngay san xuét.

18. TEN, PIA CHI CO SO SAN XUAT:

Sén xudt trén day chuyén dat tiéu chuén GMP-WHO tai :

CONG TY DUQC PHAM VA THUONG MAI PHUONG PONG-(TNHH)

Dia chi: TS 509, to ban d6 s6 01, cum CN Hap Linh, phudng Hap Linh, TP.Béc Ninh, tinh
Béc Ninh, Viét Nam.

Dién thoai: 02223.720.838 Fax: 02223.720488

E-mail: nguoitruyenlua2@phuongdongbn.com.vn




