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Vial Label Size :

Injection U.S.P.
ENDOPROST

250mcg / iml d
For Intramuscular use only ‘@

Manufactured in India by
fwa] BHARAT SERUMS AND VACCINES LIMITED
"=l Plot No.K-27, Additional M.I.D.C.,
Ambernath (E) - 421 501

LxH=43x19 mm

Each 1ml confains :
Carboprost Tromethamine U.S.P. equivalent to Carboprost .....
Water for Injection US.P. ........
Excipients : Benzyl Alcohol US.P. .............
Sodium Chioride USP. ..o
For dosage & administration, refer pack insert.
Store in a refrigerator (2'C-8°C). Do not freeze.
To be sold under medical prescription.

Keep out of reach of children,

Mfg. Lic. No. : KD-360

B. No.:

VL90278E0AC
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HUOGNG DAN SU DUNG

Thudc nay chi ding theo don ciia bac sy.
Poc ky hudmg dan sir dung truée khi dung.
Néu can thém thong tin xin hoi y kién Bac s§.

ENDOPROST
125meg / 250meg
Tiém bip
(Thuéc tiém Carboprost Tromethamine USP)

Tén thube: ENDOPROST 125mcg / 250meg
(Thuoc tiém Carboprost Tromethamine USP)

Thanh phan, céng thirc cho mét don vi dong goi nhé nhét:

- Thanh phan trong 0,5 ml ENDOPROST:

Carboprost tromethamin USP tuong duong voi 125mceg Carboprost

Ta duoc: Benzyl alcohol, natri clorid. natri hydroxid, acid hydrocloric va nudc pha tiém.
- Thanh phan trong | ml ENDOPROST:

Carboprost tromethamin USP tuong duong véi 250mceg Carboprost.

Ta dugc: Benzyl alcohol, natri clorid. natri hydroxid, acid hydrocloric va nudc pha tiém.

Dang bao ché cia thude: Dung dich tiém bip

Quy cach dong goéi: ENDOPROST co 2 qui cach dong goi voi dung tich 0.5ml va Iml.
- ENDOPROST - 0,5ml:

M&bi 0.5mli chira: Carboprost tromethamin USP tuong duong véi 125meg Carboprost

- ENDOPROST - Iml:

M®di Iml chira: Carboprost tromethamin USP tuong duong véi 250meg Carboprost.

Chi dinh: ENDOPROST duogc chi dinh trong diéu tri bang huyét sau sinh, dac biét do dor cung
ma khong dap ng voi phuong phap diéu trj théng thuong.

ENDOPROST (125meg - 250meg) 6 thé dugc sir dung dé tiém bap du phong cho cac ba me vao
ltic s6 vai trude cua thai nhi trong cac truong hop co nguy co dudi déy:

& Sinh nhiéu lan

& Tién san giat

& Chuyén da nhanh hogc kéo dai

& Nhau thai bat thuong

& Tién su phau thudt tr cung

& Tién sur bi bang huyét sau sinh

& Tién sur sét nhau

% Cang tur cung qua muic

Liéu lugng va cach dung:

I. Su dung dyu phong dé kiém soat bang huyét sau khi sinh:

ENDOPROST twong duong voi 125meg - 250meg Carboprost dugc tiém bap cho me vao luc s6
val trude cua thai nhi.

2. Dbivéi bang huyél sau sinh khang thudc hoac cac bién phap diéu tri khac:
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ENDOPROST liéu twong duong 250mcg Carboprost duge tiém siu vao ving mong,, khoang thai
gian gilia cac hai lin tiém hién tiép khoang 90 phuit, Khoang thoi gian gifra cac 14n tiém c6 thé rit
ngin nhung khéng duoc ngin hon hon 15 phat. Tong liéu ding cia ENDOPROST khéng duge
vuot qua 2000meg (tuong duong vai 8 dng 250 meg).

Chéng chi dinh;

ENDOPROST khéng dugc chi dinh dbi voi cac truong hop sau:
1. Bénh nhan man cam voi Carboprost tromethamin

2. Bénh nhin co bénh by viém vang chau cdp tinh

3. Bénh nhan da biét co bénh by tim, phdi, than hodc gan.

Thén trgng khi dung thube:

ENDOPROST cén phai duge sir dung than trong ¢ nhiing bénh nhan c6 tién sir hen suyen hodc
huyét ap thdp. huyét ap cao, bénh tim mach, bénh thin hodc gan, thiéu mau, vang da. tiéu duong
hay dong kinh. )
Khéng nén su dung ENDOPROST trén nhitng bénh nhan bj nhiém tring mang va nuéc di trong
qua trinh tro da vi co thé 1ic ché hoat tinh cia ENDOPROST.

Nén dugc su dung than trong ENDOPROST trén bénh nhan co ton thuong hodc seo Ut cung.

Twrong tic véi cic thudc khac va cac loai twong tac kKhac: )
Do Carboprost co thé lam ting tac dung cua cac oxytocin khac, tranh sir dung doéng thoi
Carboprost ciing voi cae loai thude oxytocin.

Sur dung trén phu nir ¢6 thai va cho con ba:

Nghién ciru tién hanh trén dong vat cho thdy ddc tinh sinh san cua Carboprost, sir dung Carboprost
v6i bat ky liéu lugng nao ciing ¢o6 kha nang lam tang truong luc tr cung va gdy ra nguy ¢o déi véi
phéi thai hodc thai nhi. Do dé chéng chi dinh ding carboprost trén phu nt ¢6 thai.

Plru nit dang cho con bit:

Khéng c6 dir liéu ghi nhan vé su bai tiét cua carboprost tromethamin vao sira me.

Anh hwang ciia thude khi lii xe va vin hanh may moéc:

Chua ¢6 nghién ctiu tién hanh vé& anh huong trén Kha nang lai xe va vén hanh may méc.
P ¢6 bdo cdo tac dung khdng mong mubn nhu chéng mit, ngat va budn ngu anh hudng toi kha
ndng lai xe va van hanh may méc. Do d6 ngudi bénh nén tranh 1ai xe cho dén khi chéc chin 1a
Carboprost khéng anh huong dén kha ning lai xe hodc st dung may.

Tic dung khang mong mudn ciia thude:

Cac tac dung phy cua ENDOPROST thuong gdp nhat 12 do tac dung gay co ¢ from, cdc tac dung
nay la thodng qua va hét khi ngimg didu tri. Cac tac dung phu nay bao gom budn ndn. tiéu chay.,
sbt cao va va do bung mat. Tac dung phu nay ¢6 thé duoc giam thiéu bing cach diéu trj du phong
biang cac thude chdng ndn va tiéu chay ddng thai.

Thong bdao cho bdc sy nhitng tic dung khéng mong muén gdip phii khi sir dung thuée

Dwge lwe hoe:

Carboprost la chat dong ding 15- methy] 16ng hop cua dinoprost (prostaglandin F2 alpha). Vai tro
chinh ctia prostaglandin 1a (¢ ché/ kich thich co co tron va (e ché viée san sinh ra noradrenalin
hoac diéu bién 1ac dung cua noradrenalin tai cac vi tri hiéu (ng thé than kinh, ¢6 tac dong dén wr
cung. tim mach. da day-ruét. thin kinh, tiét niéu va qua trinh trao ddi chét.
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La thude kich thich tir cung va str dung dé kiém soat bang huyét sau sinh. Khi tiém bip thude lam
ngimg bang huyét sau sinh do tir cung bang cach gdy co co tr cung. Tac dung cam mau cia thude
0 vi tri nhau thai bam vao tu cung 1am giam mat mau giai doan ba va do do giam ty Ié tir vong cho
me. Khi dung du phong luc tro da. do hoal tinh kich thich tuo cung, thudc ¢6 tac dung bo trg cac
qua trinh sinh ly trong khi tro da, din dén lam giam thoi gian cua giai doan ba va giam thiéu mat
mau sau sinh.

Duwgc dong hoc:

Do nhém methyl lam cham qua trinh bat hoat thudc qua hé enzym dehydrogenase. Nong do dinh
cua thude trong huyét tuong thay déi tay theo duong dung.

Hip thu:

Sinh kha dung: Thubc dugc hép thu nhanh sau khi tiém bép, ndng d6 dinh cua thude trong huyét
tuong dat dugce sau khoang 20 — 30 phut.

Dung khi cap ctru: Khi si dung dé diéu tri bang huyét sau sinh, thuéc lam tang co bop tur cung va
giam chay mau sau khoang 45 phut.

Chuyén héa: Thube duge chuyén hoa chu yéu thong qua qua trinh ©- 6 xi héa va mét phan nho bi
®- 6 xi hoa thanh cac chét chuyén hoa. Carboprost dugc chuyén hoa cham hon céac prostaglandin
F2a tu nhién,

Thai trir: Thude dugc thai trir qua nuée tiéu (khoang 83%) chu yéu dudi dang cac chét chuyén
hoa.

Qua liéu va cach xir tri:

Hién nay diéu tri qua liéu chi 1 diéu tri tri¢u chung va hé tro vi cac nghién ctiu 1dm sang voi cht
déi khang véi prostaglandin chura du dé dua ra bién phap khuyén cdo diéu tri qua liéu.

Néu c6 tac dung phuy xuat hién qua miic, can giam liéu ding hodc ngung sur dung thude.

Piéu kién bio quan thudc: _
Bao quan ENDOPRQST trong tu lanh nhiét do tr 2°C - 8°C. Khong dé dong lanh.
Dé thuac trdanh xa tam tay tré em.

Han ding ciia thude: 24 thang ké tir ngay san xuét.

Sin xuit tai An Do, boi:

BHARAT SERUMS AND VACCINES LTD

K-27, Jambivili Village, Anand Nagar,

Additional M.1.D.C. Ambernath (E), Maharashtra. An DQ,J
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Ho tén: Mr. Parag S.Shah

Chirc danh: Senior Manager — Regulatory Aftairs
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