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Solution for i.m. injection only

Each mi contains:

Progestercne 25 mg

Indications, administration, contra-indication, other information:
See package insert

Registration No.: VN-

Store below 25 C. Protect from light

THUOC TIEM (5.

PROGESTERONE BP 25 MG
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Poc kj huwong dan siv dung trude khi ding. Hay tham khéo y kién bdc sy d@é cé
nhitng théng tin chi tiét hon.
Thuéc nay chi sit dung theo sw ké don ciia bdc sy

Mai hop chira 10 éng, méi éng 1 ml.
A s
Thudoc tiém Progesterone BP

Dung dich chi diing duong tiém be"ip

Trinh bay:
Thudc tiém Progesterone BP la mét dung dich dau v trung, trong subt, tir khéng mau
dén vang nhat.
Trong céc éng 1 ml ¢é chiva 25 mg Progesterone.
Céc thanh phan khéc trong Iml:  Cén Benzyl: 10 mg.
Benzyl benzoate: 150 mg

Déu dira cAt phan doan. y
Duwrge lure hoe:

Progesterone la mét hormon steroid duge tiét ra chu yéu tir hoang thé & nira sau chu

ky kinh nguyét, Do la chit miu ban ddu cua nhom progestin (con goi la nho o
progesterone) gdm mét sb hormon tir nhién hoac tdng hgp héa hoc cd chung mot $0 AR 7 N
tac dung dugc ly cua progesterone. Progesterone dugc hinh thanh tir cac tién ché BUNSENSTR
steroid trong budng mmg, tinh hoan, vo thuong than va nhau thai. Hormon tao hoang’
thé (LH) kich thich tong hop va xudt tiét progesterone tir hoang thé. Progesterone gitp
cho trimg lam tb va rat can thiét dé duy tri thai san. Hormon dugc xuat ti€t vGi nong
d6 cao & nira sau thai ky. Clng véi luong estrogen ndi sinh duoc tiét ra diy du &
nguoi phu nir binh thudng, progesterone s€ lam ndi mac tir cung tang sinh chuyen
sang giai doan ché tiét (giai doan hoang the) Progesterone giam tiét dét ngdt vao cudi
vong kinh 1a nguyén nhéan chi yéu khoi dau kinh nguyét.

Progesterone con co tac dung lam it di va dic quanh chit nhay cb tr cung, lam tinh
tring kho tham nhap. Progesteron lam tang nhe thén nhiét ¢ pha xuat tiét ctua kinh
nguyeét.

Progesterone kich thich nang vu phét trién va lam thu gidn co tron tir cung,

Duwoc dong hoc:

Progesterone dugc hép thu nhanh sau khi dua vao co thé bang bat ctr duong nao.
Progesterone lién két nhidu véi protein huyet thanh (96 - 99%), chu yéu voi albumin
huyét thanh va véi globulin lién két corticosteroid. Nira dori trong huyét twong khoang
5 phut, va mot lwong nho duge du trx nhét thoi trong m& co thé. Progesteron khéng
c6 tac dung dang ké néu udng do bi chuyén hda manh khi qua gan lan dau. 0 gan,
progesterone chuyén hoa thanh pregnandiol va lién két véi acid glucuronic roi dao
thai qua nudc tiéu dudi dang pregnandiol glucuronid.
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Chi dinh:

Thudc tiém Progesterone BP durge chi dinh dé diu tri chay méu rdi loan chire nang tu
cung.

Thuéc ciing dugc chi dinh dé gitt thai khi mdi c6 mang trong céc trudng hop 6 tién
st sdy thai nhiéu lan do thiéu sét vé giai doan hoang thé, va trong cac truomg hop
duge chon lya nhu thuoc phu dé diéu tri co két qué bénh v sinh bang cac ky thudt
nhu thy tinh trong bng nghiém (IVF) hay dua giao tir vao voi tring (GIFT) dé viée
cdy trimg d4 dugc thy tinh vao tir cung duoc d& dang.

Lidu hrong va cach ding:

Thuée tiém Progesterone BP diing dé tiém bip. Nén tiém thudc siu vao méng hon la
tiém vao dui hay co denta, dung kim tiém 1,5 inch (3,8 cm). Viing nay ¢ nhiéu té bao
m& tao nén noi chira Progesterone dé giai phong cham.

Chay mdu do réi loan chirc ning tir cung: 5 — 10 mg méi ngay trong 5 dén 10 ngay
cho dén 2 ngay trude ky kmh

Gii# thai: Hai l4n trong mdi tudn hay nhiéu hon (t6i da: hang ngay), tiém 25 - 100 mg
tir khoang ngay thir 15 hodc ngay céy phéi thai hay giao tir va thuong kéo dai dén
khoang 8 — 16 tuan mang thai khi sy tiét Prgesterone tir nhau thai dugc thiét lap.

Liéu hang ngay cé thé duge tang dén 200 mg tiy theo su chi dinh cta thiy thuoc

Vi chi dinh cta Thude tiém Progesterone BP chi han ché vao phu nit & do tudi sinh deé
nén khéng thich hgp dé xudt liéu cho tré em va ngudi cao tudi.

Chéng chi dinh;

Man cam Progesterone, chay mau 4m dao khéng rd nguyén nhdn, suyt sdy thai hay
say thai khéng hoan toan, ¢6 tién sir nghén dong mach do huyét khéi, ung thu va hay
ung thu dudng sinh duc, viém tinh mach huyét khéi, xuit huyét no, suy gan rd rang.
Chéng chi dinh diing nhw mét thir nghiém chén doén thai.

Tac dung twong tac:

Thubdc tiém Progesterone BP cé thé anh hudng téi két qua ctia bromocriptin. Thude
tiém Progesterone BP ¢6 thé tac dong dén két qua cac thir nghiém chirc nang gan
va/hodc chire nang ndi tiét trong phong thi nghiém. Thudc tiém Progesterone BP co
thé lam ting ndng d6 cyclosporin trong huyét tuong,

Anh hwéng téi kha ning lai xe va sir dung may méc: Vi thude cé thé giy budn ngi
nén sau khi dung thude khéng nén lai xe va sir dung may moc.

Cac tac dung khong mong mudn khic:
Chay mau do vd, thay déi k¥ kinh, mat kinh, thay dbi x6i mon cd 1 cung va thay doi
tiét dich, thay déi & va, phu, tng cén, di hoa, vang da &r mdt, cac phan img di ing va
ban da, tring c4, suy nhuoc tim than, s6t, mat ngu, budn ngd, budn nén, rung toc,
moc 16ng nhiéu, phan (mg tai ving tiém.
Hay théng bdo ngay cho bdc s néu cé tdc dung phu xdy ra trong qud trinh diéu tri.

WIETD [}
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Ding sau khi mang thai va cho con bu:

Thudc tiém _Progesterone BP co thé dung dé gitr thai khi khong du Progesterone néi
sinh san xuit tir cac hoang thé. Khéng cin dung thude tiém Progesterone BP khi c6 su
tiét day da Progesterone tir nhau thai. Thudc tiém Progesterone BP tu no chua
Progesterone ciling gidng nhu mét ndi tiét t6 tu nhién va no khong két hop voi su
chuyén thanh trai cia mét bao thai gai nhu cac Progestin téng hop.

Phat hién duge Progesterone trong sita me. Vi tadc dung cua thubc tiém dbi vai tre
dang bt chwa duge xac dinh, khong nén dung thudc tiém Progesterone BP trong thoi
gian cho con b

Cic diéu can than trong va chi y khac:

Phai sir dung cén than thubc tiém Progesterone BP cho cac bénh nhén trong cac

trudng hop co thé nang thém vi @ dich (thi du: cao huyet ap, bénh tim, bénh thén,

dong kinh), cac bénh nhan cd tién sir suy nhuoc tam than, dai thao, suy gan tir nhe dén

trung binh, rdi loan chuyen héa porphyrin cap tinh, timg con nhirc nira dau hay cam

quang.

Néu mat mot phan hodc hoan toan thi lue, dot ngdt hay tir tr khong rd nguyén nhén,

16i mit hodc nhin d6i, phu gai mat, thuong tdn mach mau vong mac, hay nhire nira

dau xay ra khi dang di€u tri, phai ngimg thube va thuc hién chin doan va cac bién QGMBH
phap diéu tri thich hgp. WERK

., 5 TRITTAU
Qua lidu: S

Viée diing qué lidu khong chic chin va khéng duge dy doan 1a géy ra bat cir phan
ung nghich nao. Diéu tri la theo ddi va néu can thiét, diéu tri triéu chimg va c6 cac
bién phap hd trg.

Bido quan: ‘ )
Bao quan & nhiét do 25°C. Tranh énh sang. Phin thuoc thira phai bo di. Khi bao quan
phan dac co thé bi tach ra va phai dugce hoa tan lai béng cach lam am trurde khi dung.

Khong ding quad lidu quy dinh.

Khéng dwoc ding dé tiém ven.

Khéng dwoc ding cho tre em..

Khéng dwpc ding thi ubc qud han 8ghi trén bao bi.

Truoc khi dung thuéc, néu cé thé tit ca cdc thudc ditng diwong tiém phru dige kiem
tra bang mdt dé phdt hién nhitng diu hiéu khdc thwong hay bién doi mau ciia
thuoc.

Tiéu chuan: BP ARED

Han dung: 48 thang ké tir ngay san xudt. ﬂhﬁﬂf@fﬁﬁmﬁi
” A 2 1

San xuat boi: “¢ STMKZNB TRITTAU

G AERUERDNEENELN GmbH Arzneimittelwerk .
BUNSENSTRASSE 4 - 22946 TRITTAU/GERMANY
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