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prO ges terone ge OA) Ong tra thuéc dung trong am dao

S8 gidy tiép nhan hé sa dang ky tai liéu théng tin thudc
ctia Cuc Quan ly dugc - BO Y té: xxxx/Xx/XXX-XX, NGaY XX/XX/XXXX
Ngay in tai liéu: xx/xx/xxxx

Tai liéu nay goém 4 trang, thong tin chi tiét vé san phdm xin xem trang 2,3 va 4
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Tai liéu théng tin cho can bd y té

C Ir'nornc
Ong tra thuéc duing trong am dao

progesmone gel 8(%) PROGESTERONE SU DUNG MOT LAN MOI NGAY

HUGNG DAN SU DUNG:
Lay 6ng tra thuGc Crinone® khéi 16p boc dugc han kin. KHONG BUTC bé nép van vao ldc nay.

1. Gilf chat 6ng tra thudc & dau day.
Lac xuéng nhu nhiét ké dé bdo dam thudc da & cudi dau mong.

2.Théo phan nap va bé di.

3. Ong tra thudc cé thé dugc dua vao trong khi ban & tu thé ngdi hodc khi ndm nglfa cong dau géi.
Bua nhe ddu mdng ctia 6ng tra thudc vao ding trong 4m dao.

4. Bép manh dau day chia 8ng tra thuéc dé bom gel.
Rut 6ng tra thudc ra va bé vao thing rac.

5. Crinone® phti niém mac am dao dé phéng thich progesterone tac dung kéo dai.

THONG TIN CHI TIET SAN PHAM

Doc ky hudng dan sir dung truéc khi ding. Diéu tri cac réi loan lién quan dén su thiéu hut
Néu cdn thém théng tin xin héi y kién bdc si. progesterone nhu:

Thuéc nay chi diing theo don ctia bdc si, -V6 sinh do giai doan hoang thé khéng hoan chinh.
TEN THUOC - St dung trong thu tinh trong &ng nghiém, khi
Crinone®, gel progesterone diing dudng am dao 8%. nguyén nhan vé sinh chli yéu do voi tring, tu
THANH PHAN DINH TINH VA DINH LUONG phéat hoac vo sinh do lac ndi mac tlr cung lién
Progesterone 90 mg /liéu 1,125 g. quan vdi céc chu ky rung triing binh thudng.

Danh muc ta dugc: Glycerin, Paraffin léng nhe, Liéu ding va cach ding
Glyceride dau co hydrogen héa, Carbomer 974P, Diing trong am dao
acid sorbic, Polycarbophil, Natri hydroxid, nudc - Diéu tri vé sinh do giai doan hoang thé khéng

tinh khiét. hoan chinh: bom 1 lan (1,125 g gel 8%) méi ngay,

DANG BAO CHE bat dau sau ngay rung tring dudc ghi nhan hoic

Gel dung dudng am dao. tly y vao ngay thit 18 dén ngay thi 21 clia chu ky.

DACTINH LAM SANG - Khi dung trong thu tinh trong éng nghiém, nén

Chi dinh diéu tri bom hang ngay gel Crinone 8% lién tuc trong 30
.
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Crinone

Tai liéu théng tin cho can b y té

Ong tra thuéc dung trong am dao

progesterone el 3%

ngay néu c6 bang chiting can lam sang c6 thai.
Tré em: Khong st dung.

Chéng chi dinh

- Da biét qua man cdm véi Crinone® (vdi progester-
one hodc bat ky thanh phan nao khac ca thuéc).
- Chay mau am dao chua dudc chan doan.

- Da biét hodc nghi ngd u &c tinh & vii hodc co
quan sinh duc.

- Loan chuyén héa porphyrin cép tinh.

- Viém tinh mach huyét khéi, cac réi loan thuyén
tac huyét khéi, ngdp mau nao hoic bénh nhan cé
tién s cac bénh nay

- Say thai.

Canh bao va than trong dac biét khi sit dung

« Crinone® nén dung than trong & nhitng bénh
nhén bi suy gan nang.

»Ngung dung thuéc ngay néu xuat hién viém tinh
mach huyét khéi, réi loan mach mau néo, thuyén
tac phdi va huyét khéi véng mac.

« Khi kiém tra stic khde trudc khi diéu tri nén luu y
déc biét dén vi va cac co quan & khung chéu,
cling nhu lam phét té bao 4m dao.

» Trong truong hogp bi chdy mau bat ngd, nhu
trong tat ca trudng hop chdy mau dm dao bat
thudng, nén xét dén cac nguyén nhan khéng phai
chiic nang. Trong trudng hgp chay mau am dao
chua dugc chan doan, can tién hanh céc bién
phdp chan doan day du.

» Nén bao cho béc si gidi phau bénh vé viéc dang
dung liéu phap progesterone khi gdi cac xét
nghiém c6 lién quan.

+ Do progestogen c6 thé gdy ( dich & mét muc do
nao dé, can theo doi ky cac bénh cé thé bi anh
hudng bdi yéu té nay (nhu déng kinh, dau nira
dau, hen, réi loan chic nang tim hodc than).

« Bénh nhéan cé tién sif trdm cdm tam than nén
dugc theo doi ky va ngung dung thudc néu trdm

PROGESTERONE SU DUNG MOT LAN MOI NGAY

cam tai phat & muc d6 nang.

+Ba ghi nhan c6 su giam dung nap glucose & mot
ty 1é thdp trong sé bénh nhan dung céac thuéc
phoi hgp oestrogen-progestin. Co ché cla su
giam nay chua dudgc ré. Vi ly do nay, nén theo doi
ky bénh nhan dai thao dudng trong khi dang
dung liéu phap progestin.

Tuong tac thudc

Méc du chua cé bédo céo nao vé tuong tac véi cic
thudc khéc, Crinone® khéng dugc khuyén dung déng
thdi vdi cac ché pham duing duding am dao khac.

Co thai va cho con b

Sirdung trong khi cé thai

Trong trudng hop suy hoang thé, Crinone® c6 thé
dugc duing trong ba théng dau cla thai ky.

Su' dung trong khi cho con bu

Khéng dugc diung trong khi cho con bu.

Tac dung trén kha nang lai xe va sit dung may méc
Nhirng ngudi lai xe va sif dung mdy moéc dugc
canh béo la nguy co buén ngt c6 thé xay ra.

Tac dung khéng mong muén

Néi chung Crinone® dugc dung nap tét. Trong cac
nghién ctu lam sang, nhiing phan Ung phu sau
day da dugc ghi nhan trong khi diéu tri bing
Crinone®. Hau hét phan (ing phu quan sat dugdc
trong cdc nghién cdu lam sang khéng thé phan
biét dugc vdi nhing triéu ching thudng gap
trong giai doan dau thai ky.

Thudng gap:

Pau bung, dau vung day chau, nhic dau, tao bén,
tiéu chdy, buén non, dau khdp, tram cam, gidm
duc cam, bt rt, budn ng, cang vi, dau vi, giao
hop dau, tiéu dém. Di (ng, sung phu, chudt rat,
mét mdi, dau, chéng mat, nén, bénh Monilia viing
sinh duc, ngda vung sinh duc, phan (ng kich
dong, hay quén, khé am dao, viém bang quang,
nhiém khudn dudng tiéu, tiét dich 4m dao.
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Crinone

Tai liéu thong tin cho can b y té

Ong tra thuéc dung trong am dao

progesteronegel 8%

Cac téc dung phu ctia Crinone® vé tinh chat giéng
vdi cac tac dung phu dugc mé ta trong tai liéu y
khoa déi véi progesterone thién nhién, nhung tan
suat gdp thap hon. Hau hét cac tac dung phu vé
ban chat déu nhe va thoang qua, thuding mat di
khi ti€p tuc diéu tri véi Crinone®.

Ngoai ra, ra mau gilta chu ky kinh (vét xuat huyét),
kich thich am dao va cac phan (ng phu nhe tai
chd, ciing nhu cac phan dng nhay cdm thudng
biéu hién nhu phat ban & da da dugc béo cdo
trong qua trinh luu hanh thudc. D&i véi nhiing
phan ting c6 hai dudc ghi nhén trong céc khao sat
sau khi thudc luu hanh, viéc xac dinh tan suét
chua dugc thuc hién nhung thudng la it gap dén
rat hiém xay ra.

Théng bao cho bac si nhitng tac dung khéng
mong mudn gap phai khi si dung thudc.

Qua liéu

Trong trudng hgp qua liéu, ngung dung Crinone®,
diéu tri triéu ching cho bénh nhan, va tién hanh
cac bién phap diéu tri ho trg.

Cac dac tinh dugc luc hoc

Cac dac tinh dugc luc hoc nay la céc dac tinh cla
progesterone tu nhién, kich thich su tiét day da &
ndi mac tl cung.

Cac dac tinh duoc dong hoc

Gel progesterone dung dudng am dao dua trén
hé théng phan bé Polycarbophil gén vao niém
mac am dao va tao ra su phong thich progester-
one kéo dai it nhat trong 3 ngay.

Cac dit liéu an toan tién lam sang

G thd, Crinone® 1a chét kich thich mét dugc xép
vao loai IV (tac dung téi thiéu bién mat trudc 24
gi®) nhung khéng phai la chét kich thich da.

PROGESTERONE SU DUNG MOT LAN MOI NGAY

Kich thich am dao trung binh dugc ghi nhan dthoé
sau khi bom 2 ml/ngay loai gel 8% trong 5 ngay.
Tinh tuong ky

Chua thay su tuong ky vdi cac dung cu ngifa thai
théng thudng.

Han dung: 36 thang ké tif ngay san xuat.

Than trong dac biét vé bao quan

Bao quan dudi 30°C.

Pé thudc xa tam tay cia tré em.

Khéng dung thudc qua han si dung dugc ghi
trén nhan va trén hop thuéc.

Tinh chat va dung lugng cha bao bi déng gé6i
Mot 6ng tra thudc bang polyethylene tréng, dung
mét |1an, véi dau van xoay, dugc thiét ké cho viéc
st dung trong am dao.

Mbi 6ng cung cap 1,125 g gel. Mdi 6ng dugc boc va
han kin bang mét 16p |a gidy/nhém/polyethylene.
Quy céach: Hop carton chita 15 énag.

Tiéu chuan: Nha san xuat

Co s& san xuat gel: Fleet Laboratories Limited
94 Rickmansworth Road, Watford, Hertfordshire,
WD18 7JJ, Anh.

Co s& san xuat dung cu béi: Maropack AG, CH
6144 Zell/Lucerne, Thuy Si.

Co s& dong goi cudi cung va xuat xudng, 16:
Central Pharma (Contract Packing) Limited, .
Caxton Road, ELM Farm Industrial Estate, Bedford,
Bedfordshire, MK41 0XZ, Anh. ¥
Phéan phéi béi: Cong ty c6 phan Dugc lié I,
24 Nguyén Thi Nghia, Quan 1, Tp. HCM

Tai liéu tham khao:
1. Thénag tin chi tiét san pham.

Théng tin chi tiét xin lién hé: o
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VPBD Merck Export GmbH tai TP. HCM: Phong 905A, ting 9, tda nha CentrePoint, 106 Nguyén Van Trdi, QPhi Nhuan.
Tel: (84.8) 38 420 100 - Fax: (84. 8) 38420 130
VPDD Merck Export GmbH tai Ha N6i: Phong 1007, ting 10, tda nha Capital Tower, 109 Trn Hung Dao, QHoan Kiém.
Tel: (84.4) 39 748 860 - Fax: (84.4) 39 748 861
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