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Rx-Thudc nay chi ding theo don thuéc 

HUONG DAN SU’ DUNG THUOC 

1. Tén thuéc: Luteina 50 mg 

2. Cac dau hiéu luu y va khuyén cao khi ding thuéc: 

Doc kj hudng dan su dung truéc khi dung 

Dé xa tam tay tré em 

Théng bao ngay cho bac si hodc due si nhitng tac dung khéng mong muén gap phdi khi st dung 

thuéc 

Thudc nay chi dung theo don thuéc 

3. Thanh phan céng thirc thuéc: 

Hoat chat: MGi vién nén dat 4m dao co chtra 50 mg progesterone 

Ta duoc: Lactose monohydrat, tinh bét ngd, hypromellose, acid citric acid monohydrat, magnesi 

stearat 

4. Dang bao ché: 

Vién nén dat 4m dao, khdng bao, mau trang, hai mat |di 

5. Chi dinh: 

H6 tro khi cay phdi va trong giai doan som cua thai ky trong kV thuat hé tro sinh san (ART) & phu 

nit v6 sinh bi thiéu hut progesterone 

6. Ligu ding, cach dung: 

Liéu dung: M6i lan 100 mg, ngay 2 - 3 lan, bat dau luc lay noan va tiép tuc tdi 10 tuan 

Cach dung: Giit tu thé nam ngtra, dua vién progesterone sau vao trong 4m dao. Dat thudc theo 

trinh tu sau day: 

1. Dat mét dau cua vién thuéc vao dung cu dat, sau dé cn than lam 4m bang nuéc sach. 

2. Dua nhe nhang dung cu dat cling vién thudc vao 4m dao cang sau cang tét, tot nhat la & tu thé 

nam ngtra. 

3. Dung que day cia dung cy dat, day vién thuéc vao 4m dao. Vién thuéc phai ¢ trang thai nam, 

dé c6 thé tan hét. T6t nhat nén dat thuéc truéc khi di ngd. 

4. Sau mdi lan dat thudc, can réra dung cu dat bang nuéc 4m va lau kho. 

7. Chéng chi dinh: 

Di tng véi thuéc hay bat ky thanh phan nao cua thuéc. 
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Chay mau 4m dao khéng r6 nguyén nhan. 

Ung thu vu va ung thu tu cung. 

Viém tac tinh mach nghiém trong, réi loan huyét khéi thé dang hoat déng hoac cé tién sur. 

Thai chét luu. 

Bénh gan hoac suy gan nghiém trong 

C6 réi loan chuyén héa porphyri (rdi loan di truyén hay mac phai cla mdt sé enzym). 

8. Canh bao va than trong khi ding thuéc: 

Prosgeston co chung cdc déc tinh tiém tang cla cac progestin. Nén kham vu, kham cac co quan 

trong khung chau, kiém tra test Papanicolaou truéc khi cho dung progesterone. 

Chua xac dinh duoc anh hung dén chtrc nang tuyén yén, budng tring, tuyén thuong than, gan 

va tt’ cung khi str dung progesterone kéo dai. 

Can than trong khi dung cho bénh nhan dai thao dudng do progesterone phéi hop vdi estrogen 

lam giam dung nap glucose. Progesterone c6 thé che lap thai diém buéc vao man kinh. 

Can dé phong vé nhiing dau hiéu sém cua réi loan vé tac huyét khdi va ngh€n mach (nhu viém 

tinh mach huyét khdéi, nghén mach phdi, suy tuan hoan nao, tac mach vanh, huyét khéi v6ng mac, 

huyét khéi mac treo ruét). Phai ngtrng thuéc ngay khi nghi ngd hoac cé xay ra mot trong sé cdc 

rdi loan néu trén. 

Néu co hién tuong mat hoac giam thi luc dét ngdt hay tt tir 16i mat, song thi, phu gai thi, tén 

thuong véng mac, dau ntra dau, phai ngirng thuéc va tién hanh ngay cdc phuong phap chan doan 

va diéu tri. 

Progesterone chuyén héa 6 gan nén phai rat cAn than véi ngudi bi bénh suy gan. 

9. Sw dung thuéc cho phy ni cé thai va cho con bd: 

Su dung 6 phu né& cé thai: 

Mac du cac progestin duoc dung trong 3 thang dau thai ky dé phong ngtra hoac diéu tri de doa 

say thai nhung chua co bang chung day du dé chteng minh hiéu qua cua progestin trong nhitng 

tac dung nay. Trai lai, d3 cé bang ching vé tac dung co hai tiém tang cua thudc khi ding trong 4 

thang dau thai ky. Cac tac dung khéng mong muén trén thai nhi: Nam hoa thai nf khi dung cdc 

progestin trong thoi ky mang thai, phi dai 4m vat & mét sé it bé gai néu ngudi me mang thai ding 

medroxy progesterone. Da thay cé mdi lién quan gitra hormon ni dat trong tt cung voi di dang 

bam sinh nhu khuyét tat tim, chan tay. Vi vay, khéng nén dung cdc progestin bao gdm ca 

progesterone trong 4 thang dau thai ky. Néu bénh nhan n@ dang diéu tri bang progesterone co 

thai, nén théng bao cho ho biét vé nguy co’ nay. Chéng chi dinh tuyét d6i progesterone khi lam 

test thy mang thai 

Sw dung thuéc & phy n& cho con bu: 
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Progesterone bai tiét qua stra. Tac dung cia progesterone dén tré em bu sita me chua duc xac 

dinh. 

10. Anh huéng cua thudc lén kha nang lai xe, van hanh may moc: 

Da co ghi nhan str dung progesterone cé thé gay chéng mat. Do vay cé thé anh hudng dén kha 

nang lai xe va van hanh may moc khi ding thuéc. 

11. Two’ng tac, twong ky cla thuéc: 

Progesterone tc ché tac dung cua bromocriptin, lam tang néng dé ciclosporin trong huyét tuong. 

Cac test ther chirc nang gan va ndi tiét co thé bi sai l€ch. 

12. Tac dung khéng mong mué6n cia thuéc: 

Hé co’ quan Triéu cheng Phan tram bao cao khi ding 

trong ky thuat hé tro sinh san 

Tiéu héa Dau bung 12% (Rat thuong gap) 

Dau sau khi lay trieng 25-28% (Rat thudng gap) 

Budn nén 7-8% (Thuong gap) 

2-3% (Thuong gap) 

4% (Thuong gap) 

Nén 

Truong bung 

Tao bon 2-3% (Thuong gap) 

Than kinh trung wong | Dau dau 3-4% (Thudng gap) 

Mét moi 2-3% (Thuong gap) 

Ni tiét va chuyén héa | Hdi ching qua kich budng trieng | 7% (Thuong gap) 

3-4% (Thuong gap) 

3% (Thuong gap) 

1-2% (Thuong gap) 

<1% (it gap) 

<1% (it gap) 

Tiét niéu — sinh duc Co that tt cung 

Chay mau am dao 

Nhiém tring duong tiét niéu 

Kich ng am dao 

Co’ quan khac Nong, khoé chiu, ngtra, may day, 

phu ngoai bién 

Huong dan cach x’ tri ADR 

Néu cé bat ky dau hiéu bat thudng nao xay ra khi dang ding progesterone, phai bao ngay cho 

bac si. 

Phai ngtrng thuéc ngay lap ttrc khi nghi ngo hoac co bat ky réi loan nao vé nhdi mau co tim, réi 

loan mach nao, tinh trang nghén mach huyét khéi (nhu nghén mach huyét khéi tinh mach, nghén 

mach phdi), viém tinh mach huyét khdi hodc huyét khdi véng mac. 

Phai ngirng progesteron va tién hanh ngay cdc phuong phap chan dodn va diéu tri thich hop néu 

co bat thudng vé thi gidc hoac dau ntra dau. 
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Can ngirng progesteron néu tram cam tai phat o mUrc dé nang. 

Néu cé chay mau 4m dao bat thuong khi dang diéu tri bang progesteron, phai tham kham day 

dd dé tim nguyén nhan. 

Théng bdo cho bac s¥ hodc dug’c sf nhifng phan tng co hai gap phdi khi str dung thuéc. 

13. Qua liéu va cach xt? tri: 

Triéu chung quad liéu: buén ngu, hoa mat, phién muon. Sau khi giam liu, cdc trigu chuing sé dan 

dan bién mat. 

Xe tri qua liéu: Ngung stv dung thu6c, diéu tri trigu chung va diéu tri hé tro. 

Néu quén dung thuéc, nén ding ngay khi nhé ra va khéng dung liu gap déi dé bu cho liéu bi 

quén. 

14. Dac tinh dug’c luc hoc: 

Nhom diéu tri: Hormon, Ndi tiét to 

Ma ATC: GO3DA04 

Progesterone la mOt hormon steroid du¢c tiét ra chu yéu tir hoang thé & ntra sau chu ky kinh 

nguyét. Bo la chat mau ban dau cua nhém progestin (con goi la nhém progestogen, progestagen, 

gestagen, gestogen) gdm mét sé hormon ty’ nhién hodc tong hop héa hoc cé chung mét sé tac 

dung dugc ly voi progesterone. Progesterone duc hinh thanh ttr cdc tién chat steroid trong 

budng trtrng, tinh hoan, vé thugng than va nhau thai. Hormon tao hoang thé (LH) kich thich va 

téng hop va xuat hién progesterone tir hoang thé. Progesterone gitp cho tring lam t6 va rat can 

thiét dé duy tri thai san. Hormon dugc xuat tiét voi néng dé cao o ntra sau thai ky. Cung voi luong 

estrogen ndi sinh dugc tiét ra day du 6 ngudi phu ni binh thuong, progesteron sé lam ndi mac 

tt cung tang sinh chuyén sang giai doan ché tiét (giai doan hoang thé). Progesteron giam tiét dét 

ngot vao cudi vong kinh la nguyén nhan chu yéu khdi dau kinh nguyét. 

Progesterone con cé tac dung lam chat nhay cé tir cung it di va dac quanh lai khién tinh tring 

khé tham nhap. Progesterone lam tang nhe than nhiét 0 pha xuat tiét cua kinh nguyét. 

Progesterone kich thich nang vu phat trién va lam gidn co tron tv cung. 

15. Dac tinh duoc dong hoc: 

Progesterone duc hap thu nhanh sau khi dura vao co thé bang bat clr dung nao. Progesterone 

lién két nhiéu vdi protein huyét thanh (96-99%), chu yéu vi albumin huyét thanh va véi globulin 

lién két corticosteroid. Thdi gian ban thai trong huyét tuong khoang 5 phut va mét lung nhd 

duoc dy tri tam thoi trong m& co’ thé. Progesterone khéng cé tac dung dang ké néu uéng do bi 

chuyén héa manh khi qua gan lan dau. O gan, progesterone chuyén hda thanh pregnandiol va 

li€n két vi acid glucoronic réi dao thai qua nuéc tiéu dudi dang pregnandiol glucuronid. 

16. Quy cach dong goi: 

Adamed Pharma S.A. 
Pienkow, ul. M. Adamkiewicza 6A 

05-152 Czosnéw



https://trungtamthuoc.com/ 

HOp 2 vix 15 vién nén dat 4m dao, kém dung cu dat. 

17. Diéu kién bao quan, han ding, tiéu chuan chat lug’ng cia thuéc: 

- Diéu kién bao quan: Bao quan trong bao bi kin, & nhiét d6 dudi 30°C, tranh 4m. 

- Han dung: 24 thang ké tlr ngay san xuat. 

- TCCL: ti€u chuan co sé 

18. Tén, dia chi cua co’ so’ san xuat thudéc: 

Adamed Pharma S.A. 

ul. Marszatka Jézefa Pitsudskiego 5, 95-200 Pabianice, Ba Lan 

Ngay cép nhét te’ hudéng dan sw dung thuéc: 

Adamed Pharma S.A. 
5 Pienk6ow, ul. M. Adamkiewicza 6A 

05-152 Czosnow


