JV0ALLZ06D1

BO Y TE
CUC QUAN LY DUGC

DA PHE DUYET
Lén ddu:.06./.40./ 81045

A ! -
\\. .-";
@ Jws'0 / Bowsz )
X "\\. .’:
E_ o Mig tic- Ne m:m Rx ) Im-mmmm
B No Reg. Mo ENDQPROST 125
Carboprost :: Carboprost | awmsrem
Trometham Ine Zl‘:’uemare.‘ﬁwﬂoﬂz‘c-ﬂ; TromEthamlne mﬁu‘:‘rﬂgﬁp
1 = H H of chira; 125 mog Carboprosd
|n]BCtI0n USP Ve putfreeas |ﬂ]80tl0|'l USP Chiﬁrh.ﬁé?di&“-[@sﬁw&ﬁd!ﬁu
Tor be sakd under medical Mmgﬁuwm1wh@k&
ENDOPROST ENDOPROST _ |:ooonivmis
125mcg / 0.5ml § | 125mcg / 0.5ml 9 [Bakanm
Keep oul of reach of children Hﬂﬂﬁll’lji.ﬂmmké""wﬁlﬂﬂ*
Each 0 5mi containe m:qhgﬂﬂ:‘:r;xﬂzm
% : sy "
For Intramuscular use only Gamoprest Trematanoe USP | For Intramuscular use only SO S0 NS H on g o
aguivalent to Balch m W‘Eﬂ Dale trén hwm
Sl b 40 D4, bl
G il Yoo BHARAT SERUMS AND YACCINES LTD.
Waler for InjesfionUS P g K27, S Vikage, Anand Nagar Addbarg'
Excilente MIDC Amdemalt £ Maharasiba, Inda
: ; i DN
_y BHARAT SERUMS AND | o Aesouse - wosmg BHARAT SERUMS AND | Gicbinirtéc hn i s hory o
VACCINES LIMITED Sodium Chionde US P . 4.5mg VACCINES LIMITED Qg b
= Piol No. K-27, Addilional MID.C., | ro gosage & adminisiration Plot No. K-27, Additional M.1.O.C.,
Ambarnath (E) - 421 501 | R— pack insar Ambarnath (E) - 421 501




Vial Labe! Size : LxH=43 x 19 mm

Water for Injection US.P. ..

|ﬂ]eClI0ﬂ US P g;gﬂ;ﬂghm glgohol USP..

For dosage & administration, refef paCk |n5@ﬂ e
mPROST Store in a refrigerator (2°C-8°C). Do not freeze.
125mcg / 0.5ml :. To be sald under medical presciption.

CarbOp[OS T[Omethamlne E:crt';o?:ri'::%gnt?xammeUSP equwalenltoCarboprﬁ::;f?mf:g.g |

Keep out of reach of children.

For Intramuscular use only Mfg. Lic. No. : KD-360

B No.:
Manufactured in India by : Md
@3] BHARAT SERUMS AND VACCINES LIMITED )
d Plot No. K-27, Additional M.L.D.C.,
Ambernath (E) - 421 501 Exp.

Vial Label Size : L x H =43 x 19 mm
Enlarged Size : 300%

“n



HUONG DAN SU DUNG

Thubc nay chi ding theo don cia bac sy.
Boc ky huong dan sir dung trwée khi ding.
Néu cian thém théng tin xin héi ¥ kién Bac s¥.

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

Tén thude: ENDOPROST 125meg / 250meg
(Thube tiém Carboprost Tromethamine USP)

Thanh phin, céng thire cho mot don vi déng géi nho nhét:

- Thanh phén trong 0,5 m! ENDOPROST:

Carboprost tromethamin USP tuong duong voi 125meg Carboprost

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

Carboprost tromethamin USP tuong duong v 250meg Carboprost.

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

Dang bao ché cia thude: Dung dich tiém bép

Quy cich dong goi: ENDOPROST co 2 qui cach dong géi voi dung tich 0,5ml va Iml. o
- ENDOPROST - 0,5ml: :
M&i 0,5ml chita: Carboprost tromethamin USP tuong duong véi 125meg Carboprost

- ENDOPROST - Imk:

Mai Iml chita: Carboprost tromethamin USP tuong duong véi 250meg Carboprost.

Chi dinh: ENDOPROST dugc chi dinh trong diéu tri bang huyét sau sinh. dic biét do do tu cung
ma khong dap Gmg voi phuong phap diéu tri théng thuong.

ENDOPROST (125mcg - 250mceg) ¢o thé duoc su dung dé tidm bap du phong cho cac ba me vao
lie $6 vai trudc cua thai nhi trong cic trudng hop ¢é nguy co dudi day:

& Sinh nhiéu lin

& Tién san gift

& Chuyén da nhanh hofc kéo dai

& Nhau thai bét thuong

& Tién sit phau thuét W cung

& Tién sur bi bang huyét sau sinh

& Tién sur 50t nhau

& Cang r cung qua muce

Liéu lugng va cich ding:

1. Su dung du phong dé kiém soat bing huyét sau khi sinh:

ENDOPROST tuong duong voi 125meg - 250mceg Carboprost duge tiém bip cho me vao lic s6
vai trude cua thai nhi.

2. Dai voi bang huyét sau sinh khang thude hosic cic bién phap dicu tri khac:




ENDOPROST liéu twong duong 250mceg Carboprost dugc tiém sdu vao viang mong, khodng thoi
gian gilia cdc hai lan tiém lién tiép khoang 90 phat. Khoang thoi gian giira cdc 1an tiém c6 thé rat
ngan nhung khéng duoc ngin hon hon 15 phat. Téng ligu ding cia ENDOPROST khéng duge
vuot qud 2000meg (tuong duong voi 8 ong 250 mcg).

Chéng chi dinh:

ENDOPROST khong dugc chi dinh déi véi cac truomg hop sau:
[. Bénh nhin man cam véi Carboprost tromethamin

2. Bénh nhan ¢6 bénh 1y viém vang chdu cip tinh

3. Bénh nhan di biét co bénh ly tim, phoi, than hodc gan.

Than trong khi ding thube:

ENDOPROST can phai dugc s dung thin trong ¢ nhitng bénh nhan co tién sir hen suyen hodc
huyét ap thap, huyét ap cao, bénh tim mach, bénh than hodc gan, thiéu mau, vang da. tiéu dudng
hay dong kinh.

Khéng nén st dung ENDOPROST trén nhimg bénh nhan bi nhiém trong mang va nudc &i trong
qua trinh trd da vi co thé tic ché hoat tinh coa ENDOPROST,

Nén duge st dung thin trong ENDOPROST trén bénh nhan ¢o ton thuong hodc seo tir cung.

Twong tie voi cae thu'éc khac va cae loai twong tac khac: ]
Do Carboprost ¢6 thé lam ting tic dung cua cac oxytocin khae, trdnh su dung déng thdi
Carboprost cung vdi cac leai thude oxytocin.

Sir dung trén phu nir ¢6 thai va cho con bu:

Nghién ctru tién hanh trén dong vat cho thay doc tinh sinh san cua Carboprost, sur dung Carboprost
v&i bat ky liéu lugng nio ciing c6 kha nang lam tang truong lyc tir cung va gay ra nguy co dbi voi
phéi thai hodic thai nhi. Do d6 chéng chi dinh diing carboprost trén phu nit ¢6 thai.

Phrg nit dang cho con ba:

Khéng co dir ligu ghi nhén vé sy bai tiét cua carboprost tromethamin vao sira me.

Anh huong ciia thube khi 1ai xe va vin hanh may moc:

Chua ¢6 nghién clru tién hanh vé anh huong, trén kha nang lai xe va van hanh may moc.
Da c6 bio cao tac dung khéng mong mudn nhu chéng mit, ngat va budn ngu anh hudng téi kha
ndng lai xe va van hanh may moéc. Do dé ngudi bénh nén tranh lai xe cho dén khi chéc chin la
Carboprost khéng anh huong dén kha ning 1ai xe hoiic sir dung may.

Tac dung khdéng mong mudn cia thude:

Cac tdc dung phu cua ENDOPROST thuong gip nhat 1 do tac dung gay €0 co trom, cac tac dung
ndy la thoang qua va hét khi ngirng diéu tri. Cac téc dung phu nay bao gdm budn nén, 1idu chay,
s0t cao va va d6 bumg m3t. Tac dung phy nay 6 thé duge giam thiéu bang cach diéu tri du phong
bang cac thude chéng nén va tidu chay dong thoi.

Thong bio cho bdc s7 nhitng tic dung khéng mong muon gap phai khi si dung thudc

Duge lye hoe:

Carboprost la chit déng dang 15- ~-methyl téng hop cua dinoprost (prostaglandin F2 alpha). Vai tro
chinh cua prostaglandin la e ché/ kich thich co co tron va (ic ché viée san sinh ra noradrenalin
hodc diéu bién tac dung cta nor: adrenalin tai cac vi tri higu (mg thé than kinh. ¢6 tac déng dén w
cung. tim mach. da day-rudt, thin kinh, tiét niéu va qua trinh trao d6i chit.
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La thuéc kich thich tir cung va su dung dé kiém soat bang huyét sau sinh. Khi tiém bap thudc lam

ngimg bing huyét sau sinh do tr cung bang cach gy co co tr cung. Tac dung cdm mau cua thudc
& vi tri nhau thai bam vao tr cung lam giam mat mau giai doan ba va do d6 giam ty I& tr vong cho
me. Khi ding du phong lic tro da, do hoat tinh kich thich tir cung, thudc ¢6 tac dung bd trg cac
qua trinh sinh ly trong khi tro da, din dén lam giam thoi gian cua giai doan ba va giam thiéu mat
mdu sau sinh.

Dugc dong hoc:

Do nhém methyl 1am chiam qua trinh bat hoat thuéc qua hé enzym dehydrogenase. Nong dé dinh
cua thude trong huyét tuong thay doi tiy theo dudng ding.

Hip thu:

Sinh kha dung: Thudc duoc hap thu nhanh sau khi tiém bap, ndng d6 dinh cua thude trong huyét
tuong dat dugc sau khoang 20 — 30 phit.

Dung khi cdp ctru: Khi st dung dé diéu tri bang huyét sau sinh, thude lam tang co bop tr cung va
giam chay mau sau khoang 45 phit. )
Chuyén héa: Thube duge chuyén hoa chu yéu thong qua qua trinh - 0 xi héa va mét phan nho bi
®- & xi hoa thanh cac chat chuyén héa. Carboprost duge chuyén hoa cham hon cac prostaglandin
F2a tu nhién. _ , , '
Thai trir: Thubc dugc thai trir qua nudc tiéu (khoang 83%) chu yéu dudi dang cac chit chuyén
hoa.

Qua liéu va cach x tri:

Hién nay diéu tri qua liéu chi la diéu tri triéu ching va hé tro vi cac nghién ciru lam sang voi chat
d6i khang voi prostaglandin chua du dé dua ra bién phap khuyén cdo diéu tri qua liéu.

Néu c6 tac dung phu xuét hién qua mirc, can giam liéu dung hodc ngung st dung thude.

Piéu kién bao quéin thubce: ‘
Bao quan ENDOPROST trong tu lanh nhiét do tur 2°C - 8°C. Khong dé dong lanh.
Dé thuéc trdanh xa tdm tay tré em.

Han dung cia thude: 24 thang ké tir ngay san xuét.

San xuit tai An Dé, boi:

BHARAT SERUMS AND VACCINES LTD

K-27, Jambivili Village, Anand Nagar,

Additional M.1.D.C. Ambernath (E), Maharashtra, An Do.

Pai dién co so dang ky:
(Sign & stamp here)

Ho tén: Mr. Parag S.ST

Chac danh: Senior Manager — Regulatory Affairs
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