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47 x 19x 107 mm

B ranTONE219C
| PANTONE 219 C 70%, 60% and 40%
B ranTONE288C
B PANTONEG31C
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Rx Prescription Drug

LUTEINA 100 mg

Progesterone 100 mg, vaginal tablets

30l 9 ADAMED

Intravaginal use, strictly according to the doctor’s instructions.
Read the package leaflet before use.

Keep out of the sight and reach of children.
No special storage recommendations.
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47 x30x 107 mm

PANTONE 219 C
PANTONE 219 C 70%, 60% and 40%
PANTONE 288 C
PANTONE 631 C
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Rx - Thuac ké don Hop 4 vi x 15 vién
LUTEINA 100 MG, Vién nén dat am dao

Thanh phén: M&i vién nén dat dm dao chua: Progesterone 100 mg. Chi dinh, cich ding, chding chi dinh va cic thﬁng tin khdc:
xem trang kr huéng din sdt dung thudc kém theo. Bao quan thudc trong bao bi géc, khéng qud 30°C, tranh dm. Bé xa tim
tay cia tré em. Boc ki huéng dan st dung trude khi ding. Tiéu chudn chat lugng: TCCS

Is'ngéx ngay SX, han ding: xem “Batch No/USX", “MFG. Date/NSX", “EXP. Date/HD" trén bao bi.

Ca 54 ding ky: Adamed Pharma S.A. - Piefikéw, ul. Mariana Adamkiewicza 6A, 05-152 Czosnéw, Ba Lan.
Ca sd san xudt: Adamed Pharma S.A. - ul. Marszatka Jazefa Pitsudskiego 5, 95-200 Pabianice, Ba Lan.
DMNK:

Dia chi:
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Rx Prescription Drug

LUTEINA 100 mg

Progesterone 100 mg, vaginal tablets

60 s

Intravaginal use, strictly according to the doctor’s instructions.
Read the package leaflet before use.

Keep out of the sight and reach of children.

Mo special storage recommendations.
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41 x 106 mm

B Pantone 288C

O vaginal tablets ADAMED
& Progesterone 100 mg Adamed Pharma S.A.

o vaginal tablets ADAMED
@ Progesterone 100 mg Adamed Pharma S.A.

o vaginal tablets ADAMED
\ @ Progesterone 100 mg Adamed Pharma 5.A.

 ZLUTEINA100mg 3¢ LUTEINA 100 mg §

Progesterone 100 mg/5

SLUTEINA100 mg y¢  LUTEINA 100 mg

ZLUTEINA 100 mg 3 LUTEINA 100 m
vaginal tablets =
Progesterone 100 mg &
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dung theo don thudc

HUGNG DAN SU DUNG THUBC
1. Tén thudc: Luteina 100 mg

2. Cac dau hiéu lwu y va khuyén céo khi dung thudc:

Poc ki hudng dan st dung trudce khi dung.

Dé xa tédm tay tré em.

Théng bdo ngay cho bdc si hodic dugc sTnhiing tdc dung khéng mong muén gép phdi khi si dung
thudc.

Thuéc nay chi dung theo don thuéc.

3. Thanh phan céng thirc thubc:
Hoat chdt: M&i vién nén dat 4m dao cé chira 100 mg progesterone.
Td dugc: Lactose monohydrat, tinh bt ngd gelatin héa, natri croscarmellose, hypromellose, acid

citric monohydrat, magié stearat, silica dang keo khan.

4. Dang bao ché:

Vién nén dat am dao, khong bao, mau trang, hai mat 16i, khac “100” & mot mat va “22” & mat
con lai.

5. Chi dinh:

H6 tro hoang thé nhu mdt phan cla phéc d6 ditu tri bang k§ thuat hd tro sinh san (ART) & phu
ntt hiEm mudn.

6. Liéu dung, cach dung:

Lidu dung: M6i 1an 100 mg, dung duong am dao 3 [an mbi ngay, bat dau ltc 18y nodn va nén duoc
ti€p tuc trong 30 ngay néu thai ky da duoc xac nhan.

Cdch dung: Gilr tw thé ndm ngira, dua vién progesterone sau vao trong dm dao. Bat thudc theo
trinh tuw sau day:

1. Dit mot dau clia vién thudc vao dung cu dit, sau dé cdn than Iam 4m bing nude sach.

2. bua nhe nhang dung cu dat cung vién thudc vao am dao cang sdu cang tot, tot nhat la & tu thé
nam nglra.

3. Duing que day clia dung cu dét, ddy vién thudc vao dm dao. Vién thudc phai & trang thdi nam,
dé cd thé tan hét. Tét nhat nén dat thudc trudce khi di ngl.

4. Sau moi [an d&t thudc, can rlra dung cu dat bang nudc am va lau kho.

“ D P HA‘?AA
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7. Chdng chi dinh:

Di (rng v&i thubc hay bat ky thanh phén nao cla thudc.

Chay mau am dao khdéng rd nguyén nhan.

Say thai da biét hodc mang thai ngoai t&r cung

D3 biét hodc nghi ngd ung thu vi hodc dudng sinh duc

Thuyén tac huyét khéi dong mach hoéc tinh mach dang hoat déng hodc viém tac tinh mach néng,
hodc cdé tién sir cac bién cd nay

Bé&nh gan hodc réi loan chirc ndng gan nghiém trong

C6 r&i loan chuyén héa porphyri (r8i loan di truyén hay mac phai ciia mét s6 enzym).

8. Canh bdo va than trong khi duing thudc:

Né&n ngirng st dung thudc khi nghi ngd hodc cé bat ky roi loan nao sau day:

Nhoi mau co tim, réi loan mach mau ndo, huyét khéi déng mach hodc tinh mach (huyét khoi tinh
mach hodc thuyén tac phdi), viém téc tinh mach hodc huyét khéi vong mac.

Than trong khi str dung & bénh nhan réi loan chirc ndng gan nhe dén trung binh.

Bénh nhan co tién st trim cam can duoc theo déi chat ché. Can nhac ngung str dung néu cac
triéu chirng xau di.

Vi Progesterone ¢ thé gay gitt nudc @ mot mirc dd nao do, cac tinh trang cé thé bi anh hudng
b&i y&u t8 nay (vi du nhu dong kinh, dau nira dau, hen suyén, réi loan chitrc nidng tim hodc than)
can phai theo déi can than.

Giam d6 nhay cam insulin va do d6 gidm dung nap glucose da dugc quan sat thay & mot so it
bé&nh nhan dung thudc két hop estrogen-progesterone. Co ché cda hién twrgng khong duoc biét
dén. Vi ly do nay, bénh nhan tiéu duong nén duogc quan sit can than trong khi diéu tri bdng
progesterone.

St dung steroid sinh duc cling c6 thé lam ting nguy co tén thuong mach mau véng mac. Dé ngdn
ngtra nhitng bién chirng sau nay, can than trong & bénh nhan > 35 tudi, ngudi hit thude va nhirng
ngudi cé yéu td nguy co xo vira dong mach. Nén ngirng st dung trong trudng hop thiéu mau cuc
bd thodng qua, xuat hién dau dau dir doi dot ngdt hodc suy giam thi lyc lién quan dén phu gai thi
hodc xuat huyét véng mac.

Viéc nglrng diing progesterone dot ngdt co thé gay tang lo lang, U rli va tdng nhay cam vdi céc
con co giat.

Trudc khi bat dau diéu tri bang progesterone, bénh nhén va ban tinh nén dugc bac si danh gid
nguyén nhan gay vo sinh.

9. Str dung thudc cho phu ni¥ cé thai va cho con bu:

Sur dung & phu nii co thai:

NN\
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Thuéc chi duogc chi dinh trong ba thang dau cda thai ky dé st dung nhu mot phan cla phac do
hd trg sinh san (ART).

Cac dir liéu vé nguy co di tdt bdm sinh bao gdm bét thudong & bd phan sinh duc cla tré so sinh
nam va nit do anh hwdng clia thudc trong thai ky mang thai van con han ché va chwa dd thuyét
phuc.

Trong thir nghiém quan trong, ty |& di tat thai nhi sau 10 tuén tiép xdc vdi Progesterone 1a 4,5%,
téng cong cé 7 trudng hop di tat thai nhi (16 ro thyc quan, tai phai kém phat trién va&i thiéu am
dao, dong mach ch nho / trao ngugce van tim / l&ch vach ngan, bién dang ban tay, sttt méi / hd
ham éch, ndo ung thiy va holoprosencephaly / proboscis / polydactylia) dugc ghi nhan & 404
bénh nhén. Ty 1& di tat thai nhi quan sat dwgc trong qua trinh thir nghiém lam sang dugc so sanh
Vi ty 18 bién ¢ dugc mo ta trong dan s6 chung, mic du tdng mitc phai nhiém qua thap dé cé
thé dua ra két luan.

S6 ca say thai ty nhién va mang thai ngoai t&r cung lién quan dén viéc s dung progesterone dugc
bdo cdo trong cac thir nghiém |am sang lan luvot 1a 5,4% va 1%.

St dung thudc & phu ni cho con bu:

Progesterone bai tiét qua sita. Do d6 khéng nén st dung thudc trong thai ky cho con ba.

10. Anh hwdng chia thudc 18n kha nang lai xe, van hanh mdy méc:

Thuéc cd anh hudng nhd hodc trung binh dén kha nang lai xe va sir dung mdy maoc. Progesterone
c6 thé gy budn ngli va/hodc chong mét. Do vay can than trong doi vai ngudi lai xe va str dung
may maoc.

11. Twong tac, twong ky cia thudc:

Cdc thudc hoat héa cytochrome-P450-3A4 & gan (vi du nhu rifampicin, carbamazepine hodc cac
san pham thao dugc chira - St. John's wort (Hypericum perforatum)) cé thé lam tang toc do thai
trir va do d6 lam giam sinh kha dung cla progesterone.

Nguoc lai ketoconazole va céc chat (rc ché cytochrome P450-3A4 khéc ¢ thé 1am gidm téc do
thai trtr va do dé lam tang sinh kha dung cla progesterone.

Anh huéng clia viéc dung dong thoi cdc san pham ddt 4m dao dén viéc tidp xdc véi progesterone
tir thudc chua duge danh gia. Tuy nhién, progesterone khong duoc khuyén khich st dung véi cac
san pham am dao khac (chang han nhu cdc san phdm chéng ndm) vi didu nay cé thé [am thay d6i
sy giai phong va hap thu progesterone tir vién dat dm dao.

12. Tac dung khéng mong muén cta thudc:

Céac phan (rng c6 hai cla thudc dwoc bdo cdo thudng xuyén nhat trong qud trinh diéu tri voi
Progesterone & bénh nhan thu tinh 6ng nghiém trong cac thir nghiém lam sang la nhirc déu, roi
loan 4m hd va co that tr cung, duoc bao cao lan lugt & 1,5%, 1,5% va 1,4% doi tugng. Bang dudi
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day hién thi cdc phan rng c6 hai clia thudc & phu nit dugc diéu tri bang progesterone trong thir
nghiém |am sang dugc phan b6 theo céc hé co quan (SOC) va tan suét.

Hé co quan (SOC)

Pho bién

(> 1/100 va <1/10)

R&i loan hé than kinh

R&i loan tiéu hoa

dudida

R&i loan da va mé

Khéng phé bién

(> 1/1000 va <1/100)

Khéng bigt***

(khéng thé wdc tinh
tir dif liéu cé san)

R&i loan hé sinh san
va vu

Céc réi loan chung

Co that tir cung

* Cac roi loan am dao nhu khé chiu viing am dao, cam gidc néng rat am dao, tiét dich am dao,

Pau dau Chéng mat, M&t moi
Mat ngd

Chuéng bung ~ |Bénhtiguchdy NGn mira

Pau bung Tdo bon

Budn non

May day Phan tng qua man
Phat ban

R&i loan &m dao *
Nam am dao
R&i loan vy **

Nglra bo phan sinh duc

Phli ngoai vi

khé Am dao va xuat huyét 4m dao, dd dugc bao cdo sau khi sitr dung progesterone, vdi tan suat

bao cao tich Iy la 1,5%.

#* Cac r6iloan vé vi, chang han nhu dau vi, swng vi va cdng tiére vi da dugc béo cdo trong thir
nghiém |am sang dudi dang cac trvong hop don |, vdi tén sudt bao cao tich Iy |a 0,4%.

*¥% Cac trudng hop ghi nhan trong qua trinh trai nghiém.

Théng bdo cho bdc sy hodc dwgrc sj nhivng phan trng cd hai gdp phéi khi sir dung thuée.

13. Qua liéu va cach xur tri:
Lidu cao Progesterone cd thé gay budn ngl
XU tri qud lidu: Ngung s dung thudc, didu tri triéu ching va diéu tri hé tro.



https://trungtamthuoc.com/

14. Pac tinh dwoc lwe hoc:
Nhom diéu tri: Hormon, Noi tiét 6.
Ma ATC: GO3DA04.

Progesterone la mdt hormon steroid duogc tiét ra chil yéu tir hoang thé & nira sau chu ky kinh
nguyét. D6 1a chat mau ban dau clia nhém progestin (con goi la nhdm progestogen, progestagen,
gestagen, gestogen) gobm mot s6 hormon ty nhién hodc téng hop hoa hoc cé chung mot sé tac
dung duogc ly vdi progesterone. Progesterone dugc hinh thanh tir cac tién chét steroid trong
budng trirng, tinh hoan, vo thugng than va nhau thai. Hormon tao hoang thé (LH) kich thich va
tong hop va xudt hién progesterone tir hoang thé. Progesterone gitip cho trirng lam t8 va rat can
thiét dé duy trithai san. Hormon duoc xuat tiét véi ndng d6 cao & nira sau thai ky. Cling vdi lwong
estrogen ndi sinh dugc tiét ra day d0 & ngudi phu nit binh thuwong, progesteron sé lam ndi mac
tlr cung tang sinh chuyén sang giai doan ché tiét (giai doan hoang thé). Progesteron giam tiét dot
ngdt vao cudi vong kinh 1a nguyén nhén chi yéu khai dau kinh nguyét.

Progesterone con co tac dung lam chat nhay co tl cung it di va dac quanh lai khién tinh tring
khé thdm nhép. Progesterone lam tang nhe than nhiét & pha xuét tiét cla kinh nguyét.

Progesterone kich thich nang vi phat trién va lam gian co tron tir cung.

15. Bac tinh dwoc dong hoc:
Hap thu

Nong d6 progesterone trong huyét thanh tang 1&n sau khi sir dung thudc duoc ghi nhan ¢ 12 phu
nit tién man kinh khée manh. Vao ngay diéu tri dau tién, Cmax trung binh 19,8 + 2,9 ng / mL v&i
T max 1a 17,3 + 3,0 gior sau khi diing thudc ba [an mdi ngay céch nhau 8 gio.

Khi diing da ligu, néng d6 & trang thai dn dinh dat duwoc trong vong khoang 1 ngay sau khi bat
dau diéu tri. Néng dd day 10,9 + 2,7 ng / mL duoc quan sat vai AUC 024 1a 436 + 43 ng * gicy / mL
vao ngay th 5.

Phan bo

Progesterone lién két khoang 96% dén 99% vdi protein huyét tuong, chi y&u véi albumin huyét
tuong va globulin lién két corticosteroid.

Chuyén hoa

Progesterone duwgc chuyén héa chl  y&u qua gan thanh pregnanediols va
pregnanolones. Pregnanediols va pregnanolones dugc lién hop trong gan thanh cdc chat chuyén
hoa glucuronid va sulfat. Cdc chat chuyén hoa clia progesterone dugc bai tiét qua mat cé thé
duoc lién hgp va chuyén hoa tiép trong rudt théng qua qua trinh khir, hydroxyl hda va epime
hoa.

Thai trlr

Vi

A

é__.
NONS
a.
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Progesterone dao thai qua than va mat. Sau khi tiém progesterone theo liéu khuyén cdo trén
nhan, 50-60% cdc chat chuyén héa bai tiét qua thdn; khoang 10% thai trir qua méat va phan. 70%
lieu str dung duoc thai trir @ dang chuyén hoa. Chi mét phan nho progesterone & dang khéng
bién déi duoc bai tiét qua mat.

16. Quy cach dong goi:

HOp 2 vi x 15 vién nén dat am dao, kém 01 dung cy dat.
HOp 4 vi x 15 vién nén dat am dao, kém 01 dung cu dat.
Hop 2 vi x 15 vién nén dat am dao

Hop 4 vi x 15 vién nén dat am dao

17. Pieu kién bao quan, han dung, tiéu chuin chat lweng cha thudc:
- Pidu kién bdo quan: Bao quan trong bao bi kin, & nhiét dé dudi 30°C, trdnh am.

- Han dung: 36 thang ké tir ngay san xuét.

J Nz

- TCCL: Tiéu chuén co sé.
18. Tén, dja chi clia co’ s& san xuat thudc:
Adamed Pharma S.A.

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

Ngay cép nhdt ter hudng dén st dung thudc:



