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Tdi liéu théng tin thuge

®Propess.

DINOPROSTONE

Khdi phat qua trinh mé rong
6 ti cung trén thai phu
sap chuyén da (tU 38 tuan trg lén)

{ Tai liéu ndy gbm 4 trang.
* Théng tin chi tiét vé san phdm xin xem & trang 2,3
.a $6 Gidy ¥4c nhan ndi dung théng tln.thudc clia BO Y t6: 0000/ xx/XNTT, ngdy ... thang... nim....



Rx - Thude ban theo don

O Propess.

THANH PHAN VA DANG BAO CHE: Propess 12 hé thd[:')g:
phan phéi thudc i dag dyac trinh bay dudi dang mo:

: X héi

i polyme 875 GILEAEN 10 o e

udc ndy hifth AARIROND &m 4u goc cong €
rﬁ/cu Jal I3 bing polyeste detkim:

MGi hé pharl pis thrysmstd daglgém mot thiét bi PIEH

¢ Idm tit polymer khong bjphan huy sinh hoc, ¢

10 mg dinosphostone (Prostagladjfl E2) phan tan qua cot. |
Ta dugc: Polyethylen glycér/!i ét mach ngang (hydroge
cao phén tif) v soi potyester. .
CHI DINH DIEU TRI: Thusc c6 tac dung khdi phat qud trinh
mé& réng <6 tr cung trén cac san phu sap chuyén da (ké 1
tuan thu 38 tr& di ca thai ki)
CACH DUNG VA LIEU DUNG: M&i hé phan phdi thuc dugc
dua vao phén sau cdu tric hinh vom ctia am dao.
N&u ¢é tir cung md khong dii réng trong vong 24 gid, cén
thao bd hé phan phéi thudc.
Khodng céch téi thidu dugc khuyén céo cho viéc diing tiép
oxytocin sau khi thu héi hé phan phéi thudc 14 30 phat.
Cach duing: Chi nén |dy Propess ra khéi ti dong lanh ngay
trudc khi dat. Hé thudc can dugc dat sdu vao mat sau cliacdu
triic vom am dao, chi sif dung mét lugng nhd chat boi tron
tan trong nuéc dé ho trg cho viéc dat. Sau khi hé phan phdi
thudc da duoc dat vio trong 4m dao, c6 thé cét dai thu héi
bing kéo nhung phai ddm bao van dé mot phén & ngoai du
dai cho viéc thu héi thém kho khan. Bénh nhan cdn nam
nghiéng trong vong 20 dén 30 phut sau khi dat. Do
dinoprostone sé dugc giai phéng lién tuc trong vong 24 gig,
viéc kiém soét chat ché céc con co bép tif cung va tinh trang
thai nhi trong céc khodng thai gian déu dan thudng xuyén
rat 1a quan trong.

Thu héi: Hé phan phéi thuéc dat am dao ¢o thé théo bd

nhanh chéng va dé dang béing cach kéo nhe nhang dai bang

thu héi. C4n phai thu hdi hé phan phéi thudc dé ngung viéc
diing thudc khi ¢6 tir cung dugc danh gia la da md hoan toan
hodc khi gap bat ci mét trong s6 céc ly do dudi day:

- B&t diu chuyén da. V6i muc dich ding Propess dé thuc
dé, qué trinh bat du chuyén da dudc nhan biét véi su
xuit hign cac don dau déu dan do co bop tlf cung mdi 3
phut, khéng ké dén bat cir sy thay d@i 6 tir cung nao.

C6 2 diém quan trong cdn chi y:

+ M6t khi cac con dau co bép déu dan duoc thiét lap do
Propess cic con dau nay sé khéng gidm tén sudt hoac
cudng dé néu Propess van dat tai chd do dinoprostone
van duoc tiép tuc gidi phéng.

+ Nhing bénh nhan, dic biét la cac bénh nhan nhiéu 1an
thai nghén, c6 thé gap cac con dau co bép déu dén ma
khong di kém theo su bién doi ¢6 tif cung. Dau hiéu xéa
8t cung ( ¢ tIr cung trd nén ngdn va méng thanh) va
sugian nd ¢6 tif cung c6 thé khong xdy ra cho dén khi cac
co bép tir cung xudt hién . Do dé, méi khi céc con dau co
bép ti cung déu dén dugc thiét 1ap do dung Propess tai
cha, nén thao bd hé phan phéi thudc dat am dao bt ké
tinh trang ¢6 tif cung dé tranh nguy co kich thich ¢8 tr
cung qua muc.

- Réach mang hoac v& &i tu phat
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Tailiéu the
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cé batcdy doén néo'vé viéc kid] thich qua my, e
hodc cac con €O bép tif cung do tang truong e, Cung
6 ddu hidu suy thai. ‘

C6 d3u hiéu tac dung phy toan than cla dinopyg,
ngudi me nhu: budn ndn, ndN, tut huyét &p pos

nhanh. . )
. Cinthéobd t&i thiéu 12 30 phut trudc khi bit g3, truge
n

tinh mach VIS bithu héichid
ac m& mot bén ctia thiétbi thu hol ¢ & cho phe ,

::Jeéct trong qud trinh san xudt gén hé phén phai thugcné‘;san

e vao bén trong thiét bi. Khong duac phép tach g

ph6i thuc ra khai thiét bi thu héi. Khi théo san phim ry

¢é tu cung, hé phan phdi thudc sé cang phéng gép 5.3 ls'
kich thudc ;\hét \l:,? o I‘“hé udn dugc. "
GNG DAN SU DUNG:
;':{:pess- HE PHAN PHOI THU_GC.DAT AMbPAO
1. Kep hé phan phéi thudc dat am gao gida cic ngon tay
dua Propess vao sau mat sau cua cau tric vom am dao, chi
st dung mot luong nhd chét bdi tron tan trong nugc.
2. Dédam baorang hé phan phéi thudc dat am dao vin g1
ché, cin xoay mét goc 90 do dé hé nam ngang trong m3t
sau ciu trdc vom am dao. ‘
3. Pé lai dai bang vua du phia bén ngoai am dao gilp chy
viéc thu hoi.
4. Sau khi dit, bénh nhan phai ndm nghiéng trong véng 20
dén 30 phuat.
HUGNG DAN CACH THU HOI
1. Propess dugc g& bo mot cach nhanh chéng va dé ding
bing céch kéo nhe dai bang thu héi.
2. Can thu héi Propess ngay lap tuc trong cac trutng hop sau:
a. Khi bat ddu chuyén da
b. V& mang 6i tu phat hodc v mang can thiép
¢. Nguy co kich thich ¢& tif cung qua mic hodc cacconco
bép do cudng truong luc tif cung qua muc

d. Nguy o suy thai

e. Nguy co san phu gap tac dung phu toan than ¢l
dinoprostone nhu buén nén , nén mua, tut huyét &
hoac mach nhanh.

f. T8 thiéu 30 phut trudc khi bt dau truyén tinh mach oxytoc

CHONG CHi DINH:

Chéng chi dinh diing Propess trong cac trudng hop:

- Khibét ddu chuyén da

- Khidang dung c4c thuéc thic dé

- Khi tinh trang ctia san phy khong phis hp véi suco thé
tlf cung manh va kéo dai, nhu trong cac truong hap:

+ S4n phy d3 ting c6 cac dai phau tién hanh & td W™
du nhu phau thuét |4y thai, cit bd u xd...

+ Cac san phu mét can xing ddu chau

+ San phu c6 ngbi thai bat thudng

+ San phu bi nghi hoic da cé diu hiéu suy thai

+ 5&n phu da timg sinh n& nhiéu hon 3 14n (sinh dd

+ Datimg phi phiu thuat hodc birach ¢S tircung:

- 5an phy dang trong tinh trang viém khung chau, myc
tién hanh cac bign phap diéu tri thich hop truscd®:

) Sé’} phu qua mén véi dinoprosfone hoic véi bat cuthant

phan ta duoc nao. '
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Cé tinh trang dau tién dao hoac chay mau dm dao khong

6 nguyén nhan trong thai gian mang thai.
CANH BAO VA THAN TRONG KHI SU DUNG: Cén danh gid
ky tinh trang €6 tli cung clia san phu trude khi dinh Propess.
gau khi @at thudc, phai theo déi gidm sit hoat dong cha tif
cung va tinh trang thai nhi thugng xuyén. Chi nén su dung
propess néu c6 dii cac diéu kién dé giam sét lién tuc thai nhi
va tinh trang tf cung. Néu cé bat cif dy doadn nao vé bién
chung ddi véi ngudi me va thai nhi, hodc néu xdy ra cdc phan
gng phu, nén thao g& hé phan phéi thudc ra khdi am dao.
Cac kinh nghiém ding Propess trén nhing san phu bi v&
mang ¢on han ché. Do vay, cdn than trong khi st dung
propess cho cac déi tuong san phu nay. Viéc gidi phéng
dinoprostone tif hé phan phéi thudc c6 thé bi anh hudng bdi
sy ¢& mat cua nudc 6i, can dac biét chu y dén hoat dong cua
tif cung va tinh trang cta thai nhi. Dimng str dung céc thudc
chdng viém NSAIDs, bao gém ca acid acetylsalicylic truéc khi
didu tri v&i dinoprostone. Néu cac con co bép tir cung kéo dai
hoac co bop qua muc dan dén nguy co cidng truong luc td
cung hoac va tir cung, cén nhanh chéng théo bd hé phan
phéi thudc ra khdi dm dao. Tinh trang v tif cung da duoc bao
cao kém theo viéc sirdung Propess, chi yéu chi xay ra khi s
dung thudc cho céc sén phu trong nhém chéng chi dinh
dung thudc (xem phan Chéng chi dinh). Do vy, khong nén
diing Propess cho cac bénh nhan ¢ tién sir mé 18y thai hoac
tién sir phau thuat tir cung, c6 nguy co tiém tang vo tir cung
va cac bién ching san khoa lién quan. Can st dung Propess
than trong ddi v6i cac san phu dang mang thai. Chua c6 cac
nghién ciu nao ducc ti€n hanh trén céc ca da thai. Khong
khuyén cao muc liéu si dung Propess ldn thi hai do céc tac
dung cua liéu thit hai chua dugc nghién ciu. Viéc sir dung
thudc nay & nhifng san phu méc cac bénh c6 thé anh hudng
dén chuyén héa hodc thai tris dinoprostone, vi du nhu cac
bénh gan, than hodc phdi van chua dugc nghién cuiu cu thé.
Khang khuyén cdo st dung thudc cho céc déi tugng bénh
nhan nay. Cac phu nir 35 tudi trd 1én, phu nif véi céc bién
chiing trong thi ky mang thai, nhu déi thao duong thai ky,
tang huyét 4p ddng mach va ching suy gidp, nhing phu ni
mang thai trén 40 tudn... c6 nguy co cao mac ching déng
mau rdi rac trong long mach (DIC) tién trién sau sinh. Cac yéu
t6 nay c6 thé lam gia tang nguy co méc chiing déng mau rai
réc trong lang mach & nhiig phu nirdé can thiép nho thuéc.
Do vay, cin st dung than trong dinoprostone va oxytocin &
nhitng phu ni nay. O giai doan ngay sau sinh bac s§ can dé
phong c4n than cac diu hiéu sém cla DIC tién trién (vidy
nhu tinh trang tiéu fibrinogen) )
SU DUNG THUGC TREN PHU NI CO THAI VA CHO CON BU:
Thudc nay duoc sif dung nham khdi phat qua trinh mé& rong
bt cung & phu nif ¢6 thai sép chuyén da chi khi ¢6 chidinh
G2 can thiép. Khong duoc diing Propess trong thdsi gian déu
mang thai hoic c4c giai doan khac cda thai ky, hoac & phu ntt
dang cho con bu.
TAC DUNG KHONG MONG MUON:
Cac tac dung it gap quan sat duoc thudng la cac tac dung di
kém vdi viéc dung dinoprostone dat trong am dao. Thay ddi
trén biéu d6 nhip tim thai va co tht ti cung (CTG) clng nhu
tinh trang suy thai khong dac trung da duoc bédo cdo trong va
sau khi si dung dinoprostone dudng trong dm dao. Tinh
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¢ con co bép Uu trdong ¢
g dUOC béo céo'
reesy( dung cac

na ting co bép tir cung vdi cd e
:gég khb?\g di kém tinh trang guy thai C‘im
Nguy co kich thich qua muic sé tang cao,
thudc co chira dinoprostoné khéng 3 e
dung oxytocin, do cac prostagla < ﬁ'fpptﬁs :
nang 1am tang tac dung cuong ugnggaiq ‘ﬂ@ﬁ'ﬂz’
thudc thuc dé. w21 THANH PHO
Cac tac dung phu: ;

-Thudng gap: thai bi anh hudng 1a thl
thuding , r6i loan tim thai, hoi chim sgy‘thal,
luc tr cung.

- [t gap: Budn ndn, nén mfa, tiéu chay. o

- Hiém gap: déng méu rdi rac trong long mach, v& Fu cung.

- R4t hiém gap: Réi loan hé mién dich, réi loan he' sinh san va
tuyén vd, phan Ung qua man, phu né ca quan sinh duc. )

Trong nghién ctu vé hiéu luc chui yéu, 5 trong s6 102 bénh
nhan (4.9%) da bi kich thich qua muc. Trong s8 nay, c6 3
truaing hop di kem véi tinh trang suy thai. Tinh trang cudng
truang Iuc tif cung cua 4 trong s6 5 ca nay chdm dut sau khi
thao bd hé dat. Theo cac dif liéu béo cdo theo doi thudc sau
khi luu hanh, hiém gip tinh trang v& ¢§ tif cung lién quan
dén viéc sirdung Propess. Su gia tang nguy ca déng mau rai
rac trong long mach sau sinh dugc béo cdo & cac bénh nhan
dé can thiép bang cach dung thudc, vdi ca dinoprostone lan
oxytocin. PGE 2 dugc biét c6 thé la nguyén nhan cua chung
¢dn 6ng déng mach khi mang thai, nhung chua cé bao cdo
nao vé cac ca “ blue babies” - hdi chimng tim tai & tré sd sinh
sau khi diing thuéc Propess. Théng bao cho béc sy hoac dugc
sy vé bat e téc dung khdng mong mudn nao gap phai khi st
dung thudc. -

TUONG TAC THUGC VA CAC DANG TUONG TAC KHA

Céc Prostaglandin lam tang tac dung cudng truong I

cung clia cac thudc thic dé. Do vay, khéng nén s dufg

Propess ddng thai véi cac thude thic dé. A

ANH HUGNG DEN KHA NANG LAI XE VA VAN HANR

MOC: Hién chua cé di liéu.

NHUNG LUU Y DAC BIET KHI BAO QUAN:

Bao quan trong ti déng lanh trong khodng -15°C dén -25°C.

Bido quan trong bao bi ban diu @é tranh dm.Chi nén lay

Propess ra khoi ta déng ngay trudc khi dét:?kbuﬁ\dung,

toan bd san pham cdn dugc tiéu hly theo h{téng dan phan

loai rac thaiy té . ﬁf - Y.
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TIEU CHUAN: Nha san xudt

DE XA TAM VOI CUA TRE NHO

NHA SAN XUAT: Ferring Controlled Therapeutics Limited

1 Redwood Place, Peel Park Campus, East Kilbride, Glasgow,

G74 5PB, Vuong quéc Anh,

NHA NHAP KHAU:

Céng ty TNHH MTV Vimedimex Binh Duong - 18 L1-2 VSIP I,

duding s6 3, KCN Viét Nam - Singapore 2, Tp. Th( Ddu Mét,

Tinh Binh Duong.

To hudng déan sir dung nay dugc duyét Ian cudi vao thang

2/2017.

Moi théng tin chi tiét xin vui [dng lién hé:

VPDD Ferring Pharmaceuticals Ltd .tgi TP. HA Chi Minh

Phang 2004, 2005 va 2006, l3u 20, Cao &c Flemington, s6 182

Lé Bai Hanh, phuding 15, quan 11, thanh phg H4 Chi Minh
8428) 3962 1214 - Fax: (84 28) 3962 1215
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Tai liéu théng tin thudc

‘* Chi dinh trong khdi phat q‘ué ;rinhh
f md rong ¢ tif cung trén cac san phu
. Propess ®  s3p chuyén da (ké tif tuan thu 38
DINOPROSTONE trds di ctia thai ky)

Propess®

4 s meremateea 10
Hé phin phd thuds 83t arm dzo Dinogrostone 1UTY

Kiém soat qua trinh phéng thich thuéc

Vdi 1 liéu duy nhat, hé phan ph6i PROPESS ¢6 thé thu héi dé dang, do do gitip
phéng thich Dinoprostone dé dang va cé kiém soat

€ Chivéi mot liéu duy nhat.

€@ Thai gian ban hay 1-3 phut,

@ Chidinh lam md rdng cd td cung W tudi thai 38 tuan ud 12n

€ Phong thich vai téc do 0,3 mg/gids trong 24 gid vai mang nhay con nguyén

@ Thu héi thudc nhanh chéng va dé dang bing viéc rat dai bang thu hoi

* VS ming & eon nguyen

s ] Morthing tin chitiét xin vui long lién hé:

FERRING)| vroo Ferring Pharmaceuticals Ltd tai Thinh Phé HS Chi Minh

Phong 2004, 2005 va 2006, 13u 20, Cao 6¢ Flemington, 56 182, dudng Lé Dai Hanh, P.15 QILTIP. HAC
CEUTICALS d d . J L, P, JP. Che M

PRATMACEUTICASS | Tel:(8428) 3962 1214 - Fax: (84 28) 3962 1215 PO




