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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

POSTOROSE
Pé xa tim tay tré em.
Pgc ki hwéng din sir dung truée khi ding.
Khéng dung thudc khi da qué han dung ghi trén nhan.
Théng bio ngay cho bic sy hodic dwge sy nhimg tic dung khéng mong mudn gip phai

khi sir dung thude.

1/ Thanh phin, him lwong cia thude: Cong thirc cho 1 vién:
Levonorgestrel 0,75 mg
Ta duge: Tinh bt ngd, Lactose, Gelatin, Tinh bjt mi, Bt Talc, Magnesi stearat vira du
1 vién.

2/ MO ta: Vién nén mau tring, mot mit c6 vach ngang, mot mat tron.

3/ Quy cdch déng géi: Hop 01 vi x 02 vién nén.
4/ Thubc dung cho bénh gi:

Ngira thai khdn cdp, ding trong vong 72 gi¢ sau khi giao hgp khong dugc béo vé hodc
phuong phép ngira thai khac thét bai (nén udng cang sém cang tdt).
5/ Nén ding thuéc nay nhw thé nao va liéu lwong:

- Nén udng mot vién Postorose trong vong 72 gid sau khi giao hop, udng cang sém cang

t6t, t6t nhét trong vong 48 gid.

- Vién thr 2 udng sau vién ddu 12 gid, khong chdm hon 16 gid.

- Vién nén Postorose c6 thé dugc ding bét cir thai gian nao trong chu ky kinh, trir khi bj tré

kinh.

- Néu nén trong vong 3 gid sau khi ding thude, can uéng bu 1 vién khac ngay.

- Sau khi dung thudc trénh thai khin c4p, nén ding cac phuong phap trénh thai mang chén

(nhu bao cao su) cho dén chu ki kinh tiép theo.

Phu nir khi dd diing thudc cam (mg enzym trong vong 4 tudn trude d6 can sir dung bién phap
tranh thai khan cép 1a bién phap trdnh thai khong chira hormon, vi du dit vong tranh thai trong
tir cung. Dbi véi phu nir khong thé hodc khong sin sang dat vong tranh thai trong tir cung c6 thé
udng liéu gép d6i levonorgestrel (nghia 1a 3000 microgam trong vong 72 gidr sau khi giao hop
khong an toan) (xem phan Tuong téc thudc).

6/ Khi nao khong nén dung thudc nay:

- MAn cam mdt trong cac thanh phin cia thudc.

- Mang thai hoédc nghi mang thai.

- Chay méu 4m dao bat thuong khong chan doén duge nguyén nhan.

- Viém tic tinh mach hoic bénh huyét khéi tic mach thé hoat dong.

- Bénh gan cép tinh, u gan lanh hodc 4c tinh.

- Tién sir ung thu vi (c6 thé dung lai sau 5 nim néu khong cé bang chimg ctia bénh va

khong dung dugc bién phap tranh thai nao khéc).

- Vang da hodic ngira dai ding trong l4n c6 thai trudc.

- Réi loan chuyén héa porphyrin cap tinh. Q/




- C6 tién sir tang 4p luc ndi so vo cén.
7/ Téc dung khéng mong mudn (ADR):

R6i loan chu ky kinh nguyét 14 phan img phu thudng gip nhét & ngudi ding thudc tranh thai
dang nay. Ngoai ra, con mdt vai tac dung phu khac nhu: nhirc ddu, trdm cam, hoa mit, chéng
mit, pht, dau via, budn ndn, ra mau, vé kinh.

Hiém gdp, ADR < 1/1000: Thay dbi can niing, giam duc tinh, rdm 16ng, ra md hdi, héi.

8/ Nén trinh ding nhimg thubc hodc thwe phim gi khi dang sir dung thudc nay:

- Céc chit cam Ung enzym gan nhu barbiturat, phenytoin, primidon, phenobarbiton,

rifampicin, carbamazepin va griseofulvin c6 thé lam giam tic dung tranh thai cua

levonorgestrel. D6i véi phy nir dang ding nhimg thudc cam tmg enzym gan diéu tri dai ngay
thi phai dung m¢t bi¢n phép tranh thai khéc.

- Sir dung ddng thoi céac thude khang sinh c¢6 thé 1am giam tac dung cua thudc, do can thiép

vao hé vi khun dudng rudt.

Chuyén hoa ctia levonorgestrel tang lén khi sir dung dong thoi levonorgestrel véi cac thude
gdy cam (mg enzym gan, hau hét 1a thudc gdy cam tmg enzym CYP3A4. Dong thoi sir dung
efavirenz véi levonorgestrel 1am giam ndng d9 levonorgestrel trong huyét tuong khoang 50%.

Céc thude khac nghi ngdr c6 kha nang lam giam nong d9 levonorgestrel tuong ty trong huyét
tuong gdbm cac din chét barbiturat (bao gdm ca primidon), phenytoin, carbamazepin, cc thudc
¢6 ngudn gbc dugc lidu c¢6 Hypericum perforatum (St. John’s Wort), rifampicin, ritonavir,
rifabutin va griseofulvin. Phu nit khi da dung thu6c cam img enzym trong vong 4 tuan truée do,
cn str dung bién phép tranh thai khan cdp la bién phap tranh thai khong chira hormon (vi du dt
vong tranh thai trong tir cung). D&i véi phy nir khong thé hodc khong sin sang dit vong tranh
thai trong tir cung, c6 thé ubng lidu gip doi levonorgestrel (nghia 12 3000 microgam trong vong
72 gi®r sau khi giao hop khong an toan). Tuy nhién, viéc phdi hop lidu gép doi levonorgestrel va
chét cam tmg enzym chua dugce nghién ctru day du.

9/ Chn lam gi khi mjt lin quén khéng diing thube:

Uébng tiép tuc nhu lidu binh thudng.

Khong nén ubng gip doi liéu dé bu dép cho lidu da quén.
10/ Cin bio quin thubc nay nhw thé nao:

Pé noi khd, tranh 4nh sang. Nhiét do dudi 30°C.

11/ Nhirng ddu hi¢u va triéu chirng khi dﬁnﬂwﬂ

Chua c6 thong bao nao cho thdy dung qué liéu thudc tranh thai ubng giy tac dung xau
nghiém trong. Do d6 n6i chung khong cén thiét phai diéu tri khi dung qua liéu.
12/ Cén phii lam gi khi dunwm

Tuy véy, néu qué liéu dugc phat hién sém trong vong 1 gid va véi liéu 16n t6i mirc ma thay
nén xir tri thi c6 thé rira da day, hodc dung mét lidu ipecacuanha thich hgp. Khong c6 thubc giai
d6c dac hiéu va diéu tri 1a theo triéu chimg.

13/ Nhirng didu cAn thin trong khi diing thudc nay:

Cic tinh trang cén thin trong:

- Khdng ubng qué 4 vién mdi thang.

- Levonorgestrel phai dugc dung than trong d6i voi nguoi dong kinh, bénh van tim, bé¢nh

tudn hoan ndo, tién sir c6 thai ngoai tir cung, ting huyét 4p, dai thdo dudng, dau nira dau,

nhiém trung khung chéu, rbi loan hip thu nghiém trong va bénh 14 nuéi dwong tinh (cho dén

/



khi ndng d6 gonadotropin trong nuéc tiéu va huyét thanh tré vé binh thudng).

- Ngoai ra, nhitng ngudi bi lupus ban d6 hé théng c6 khang thé khang phospholipid dwong
tinh, da nang budng trimg hoic c6 tién sir vang da khi c6 thai ciing can thén trong.

- Levonorgestrel c6 thé gy 1 dich, cho nén khi ké don levonorgestrel phai theo doi cin
than & ngudi hen suyén, phi thiing.

Cic khuxén cdo dung thude cho phu nir ¢é thai va cho con bi:

- Levonorgestrel ding véi liéu cao c6 thé giy nam tinh héa thai nhi nir. Tuy c6 sb liéu trén
stic vat thi nghiém, nhung trén ngudi ding thudc véi lidu thip thi khong phat hién c6 van dé
gi. Nhitng nghién ciru dién rong cho thdy nguy co vé khuyét tat bAm sinh khong ting &
nhitng tré em c6 me da dung thudc udng tranh thai truée khi mang thai.

- Thubc tranh thai dang nay dung trong thoi ky cho con bu khong gy nguy hai gi cho tré
em. Néu bt diu dung 6 tuan sau khi sinh thi thudc khong lam giam tiét sira nén 1a thubc
tranh thai dugc wa thich trong thoi ky cho con bu.

Anh hwéng ciia thudc dbi véi cong viée (ngwdi vin hanh may méc, dang l4i tau xe,

ngwdi lam viée trén cao va cic trrdng hop khéc):

Thudc 6 thé 1am nhitc d4u, hoa mét, chéng mat nén than trong cho ngudi 14i xe va vén
hanh may mdc.

14/ Khi nio cin tham vin bic sy, duwoc sy:

15/

16/

1/

- Phu nit mang thai va cho con bu.

- Nguoi dong kinh, bénh van tim, bénh tudn hoan ndo, tién st ¢6 thai ngoai tir cung, tang
huyét 4p, dai thdo dudng, dau nira ddu, nhidm trung khung chau, ri loan hip thu nghiém
trong va bénh 14 nudi duong tinh.

- Nguoi hen suyén, phu thiing.

- Nguoi bi lupus ban d6 hé théng c6 khang thé khang phospholipid dwong tinh, da nang
budng trimg hoic c6 tién sir vang da khi c6 thai.

Néu can thém thdng tin xin hoi y kién béc s§ hodic dugc sy.

Han diing ciia thude: 36 thang ké tir ngay san xuit.
A\ CONG TY CPDP TIPHARCO
A’E\ 15 Péc Binh Kiéu, Phuong 2, TP. My Tho, tinh Tién Giang
TIPHARCO DT: 0273.3871.817 Fax: 0273.3883.740.

Ngay xem xét sira ddi, cAp nhit lai ndi dung hwéng din sir dung thudc:
La ngay dugc cip s6 dang Ky: .............

HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

Cic dic tinh dwoc luce hoc, duwoe dong hoc:

Duwoc lwe hoc:

- Nhém duoe 1y: Thude tranh thai/Thude tranh thai khan cép loai progestin.

- Ma ATC: GO3ACO3

- Levonorgestrel 1a mot chét progestogen téng hop dan xuét tir nortestosteron. Thube c6 tac
dung rc ché phéng noan manh hon norethisteron. Véi ndi mac tir cung, thudc lam bién ddi
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giai doan ting sinh do estrogen sang giai doan ché tiét. Thuoc lam ting than nhiét, tao nén
nhimg thay déi mé hoc & 16p biéu mé 4m dao, 1am thu gian co tron tir cung, kich thich phét
trién mé nang tuyén vi va trc ché tuyén yén. Ciing nhu cac progestogen khéc, levonorgestrel
c6 nhiéu tac dung chuyén hoa, thude c6 thé 1am giam luong lipoprotein ty trong cao (HDL)
trong méau. Thudc 1am thay doi dich nhay c¢6 tir cung, tao nén mdt hang rao ngin can sy di
chuyén ctia tinh triing vao tir cung. Qué trinh 1am tb ctia trimg bi ngén can do nhimg bién dbi
vé céu triic cua ndi mac tur cung.
Duwoc dong hoc:
- Sau khi udng levonorgestrel hip thu nhanh chéng va hoan toan & dudng tiéu héa va
khdng bi chuyén héa budc dau & gan. Sinh kha dung ctia levonorgestrel hiu nhu bing 100%.
Trong huyét thanh, levonorgestrel lién két véi globulin gén hormon sinh duc (SHBG) va véi
albumin. Con duong chuyén héa quan trong nhat cia levonorgestrel 1a khir oxy, tiép sau 1a
lién hop. Nira doi thai trir ctia thude & trang thai 6n dinh x4p xi 36 + 13 gid. Levonorgestrel
chuyén héa bai tiét qua nudc tiéu va phan.
- Nbéng do levonorgestrel trong huyét thanh c6 thé wc ché phéng nodn la 0,0002
miligam/lit. Khi udng, ndng d6 dinh trong huyét thanh xuét hién sau 1,1 + 0,4 gir. Ubng
0,03 miligam levonorgestrel ¢6 ndng d6 dinh 14 0,9 + 0,7 microgany/lit.
2/ Chi dinh, li¢u ding, cich ding, chéng chi dinh:

Chi dinh:

Ngira thai khdn cap, ding trong vong 72 gi¢r sau khi giao hop khong dugc bao vé hodc
phuong phép ngira thai khéc tht bai (nén udng cang sém cang tbt).
Liéu diing va cich dung:
- Nén ubng mot vién Postorose trong vong 72 gi¢r sau khi giao hop, udng cang sdm cang
tt, tot nhét trong vong 48 gid.

- Vién thr 2 udng sau vién dau 12 gid, khéng cham hon 16 gid.

- Vién nén Postorose c6 thé dugc dung bét cr thoi gian nao trong chu ky kinh, trir khi bj tré

kinh.

- Néunoén trong vong 3 gid sau khi ding thude, can uémg bu 1 vién khac ngay.

- Sau khi dung thudc tranh thai khn c4p, nén dung céc phuong phép tranh thai mang chin

(nhu bao cao su) cho dén chu ki kinh tiép theo.

Phu nir khi da ding thudc cam tmg enzym trong vong 4 tuan trude d6 can sir dung bién phép
tranh thai khdn cép 14 bién phap tranh thai khong chita hormon, vi du dit vong tranh thai trong
tir cung. Pdi voi phu nit khong thé hogic khong sin sang dit vong tranh thai trong tir cung c6 thé
udng liéu gdp doi levonorgestrel (nghia 1a 3000 microgam trong vong 72 gi¢r sau khi giao hop
khong an toan) (xem phan Tuong téc thudc).

Chong chi dinh:

- MAn cam mdt trong céc thanh phan cta thuc.

- Mang thai ho#c nghi mang thai.

- Chay méau 4m dao bat thuong khong chan doan dugc nguyén nhan.

- Viém tic tinh mach hozic bénh huyét khéi tic mach thé hoat dong.

- Bénh gan cp tinh, u gan lanh hodc 4c tinh.

- Tién sir ung thu v (c6 thé dung lai sau 5 niam néu khong c6 bing chimg cua bénh va
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3/

khong dung dugc bién phap tranh thai nao khéc).

- Vang da hoic ngira dai déng trong 14n c6 thai trude.
- Réi loan chuyén héa porphyrin cép tinh.

- C6 tién sir tang 4p lyc ndi so v can.

Cic treomg hop thin trong khi diung thude:

Cic tinh trang cin thén trong:

- Khdng ubng qua 4 vién mdi thang.

- Levonorgestrel phai dugc ding thin trong ddi véi ngudi dong kinh, bénh van tim, bénh
tudn hoan ndo, tién sir c6 thai ngoai tir cung, ting huyét ap, dai thdo dudong, dau nira dau,
nhiém tring khung chau, rdi loan hp thu nghiém trong va bénh 14 nudi dwong tinh (cho dén
khi ndng d6 gonadotropin trong nude tiéu va huyét thanh tré vé binh thudmg).

- Ngoai ra, nhimg ngudi bi lupus ban d6 hé thong c6 khang thé khang phospholipid duong
tinh, da nang budng trimg hodc cé tién sir vang da khi ¢6 thai ciing can thén trong.

- Levonorgestrel ¢ thé gay  dich, cho nén khi k& don levonorgestrel phai theo doi cin
thin & ngudi hen suyén, phu thiing.

Cic khuyén cdo dung thude cho phu nir ¢6 thai va cho con bi:

- Levonorgestrel ding véi liéu cao c6 thé giy nam tinh héa thai nhi nir. Tuy c6 sb liéu trén
stic vat thi nghiém, nhung trén ngudi ding thudc véi lidu thép thi khong phat hién c6 van dé
gi. Nhitng nghién ctru dién rong cho thiy nguy co vé khuyét tit bim sinh khong ting &
nhimg tré em c6 me di ding thudc ubng tranh thai truéce khi mang thai.

- Thudc tranh thai dang nay ding trong thoi ky cho con b khong gy nguy hai gi cho tré
em. Néu bét diu ding 6 tudn sau khi sinh thi thudc khong 1am giam tiét sira nén la thudc
tranh thai dugc wa thich trong thoi ky cho con bu.

Anh hwdng ciia thudc ddi véi cong viée (ngwdi vin hanh mdy méc, dang ldi thu xe,

ngudi lam viée trén cao va cic truong hop khic):

4/

Thude c6 thé 1am nhirc dau, hoa mét, chéng mat nén than trong cho nguoi lai xe va van
hanh may moc.
Twong tic ciia thude véi cic thude khic va cic loai twong téc khic:

- Cac chit cam tmg enzym gan nhu barbiturat, phenytoin, primidon, phenobarbiton,
rifampicin, carbamazepin va griseofulvin c6 thé lam giam tic dung trénh thai cua
levonorgestrel. Ddi véi phu nir dang ding nhimg thude cam (mg enzym gan diéu tri dai ngay
thi phai ding mot bién phap tranh thai khéc.

- Sir dung ddng thoi cac thude khang sinh c6 thé 1am giam tac dung cua thude, do can thiép
vao hé vi khuén dudng rudt.

Chuyén héa ciia levonorgestrel ting 1én khi sir dung dong thoi levonorgestrel véi céac thude

gdy cam Ung enzym gan, hiu hét 1a thubc gdy cam img enzym CYP3A4. Pong thoi sir dung
efavirenz voi levonorgestrel lam giam nong do levonorgestrel trong huyét tuong khoang 50%.

Céc thube khac nghi ngd c6 kha ning lam giam ndng d¢ levonorgestrel tuong tyr trong huyét

twong gdm céc din chat barbiturat (bao gdm ca primidon), phenytoin, carbamazepin, cac thudc
c6 ngudn gde dugc lidu c¢6 Hypericum perforatum (St. John’s Wort), rifampicin, ritonavir,
rifabutin va griseofulvin. Phu nir khi da dung thudc cam tmg enzym trong vong 4 tudn trudce do,
cn sir dung bién phap tranh thai khén cap 1 bién phép tranh thai khong chira hormon (vi du dat
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vong tranh thai trong tir cung). Ddi véi phu nit khong thé ho#c khong sin sang dat vong tranh
thai trong tir cung, c6 thé udng liéu gép doi levonorgestrel (nghia 1a 3000 microgam trong vong
72 gior sau khi giao hop khong an toan). Tuy nhién, viéc phdi hop lidu gép doi levonorgestrel va
chit cam {mg enzym chua duge nghién ciru dy du.

5/ Tac dung khong mong muén (ADR):

Réi loan chu ky kinh nguyét 1a phan tmg phu thudng gip nhit & ngudi ding thude tranh thai
dang nay. Ngoai ra, con mot vai tac dung phu khac nhu: nhirc dau, trdim cam, hoa mét, chong
mit, phu, dau v, budn nén, ra méu, vo kinh.

Hiém gép, ADR < 1/1000: Thay d6i can ning, giam duc tinh, rdm 18ng, ra md hdi, héi.

6/ Qud liéu va xi tri:

Chua c6 théng bdo nio cho thiy ding qua liéu thubc tranh thai udng giy téc dung x4u
nghiém trong. Do d6 néi chung khéng can thiét phai diéu trj khi ding qu4 lidu.

Tuy véy, néu qua liéu dugc phét hién sém trong vong 1 gir va véi lidu 16n t6i mirc ma thiy
nén xir tri thi c6 thé rira da day, hoic diing mot lidu ipecacuanha thich hop. Khong c6 thube giai
doc dac hidu va diéu trj 12 theo triéu chimg.

Ngay-4 thang X nam 2018
T. TONG GIAM POC
“PONG GIAM POC

ETRUONG PHONG DS. Ding Thi Xudn Quyén



