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MAU TO HUONG DAN SU DUNG THUOC
(MAT TRUGC)

1L.TEN THUOC:
Rx Thudc ndy chiding theo dom thube

2.CACDAU HIEU LUU ¥ VA KHUYEN CAO KHI DUNG THUOC:
Dé xa tdm tay tré em

Dpc kf Ineomg ddin sir aung irude khi diing

Tiém bdp, tiém tinh mach

3. THANH PHAN CONG THUC THUOC:

M#i éng I ml dung dich tiém chira:

Thanh phan hogi chit: Carbetocin 100 meg

Thanh phdn td diegre: DL-Methionin, dinatri edetat, mannitol, acid suecinic, natri hydroxyd,
nurde dé pha thudc tiém viradi 1,0ml,

4.DANGBAO CHE:

Dung dich tiém. Dung djch trong sudt, khéng méu.

5.CHI BINH: “
Carbetocin Exela chi djnh phong ngira bing huyét sau sinh do di tr cung.
6. LIEU DUNG-C CBI;I.““IIEG:

diing:

Sinh md giy t& ngoii mang cimg hofic tiy sdng: rit 1mi Carbetocin Exela chira 100 meg

carbetocin va chi diing duémg tiém tinh mgch, duwdi sir gidm st diy di cta bic si chuyén khoa.

Sinh th : riit 1ml Carbetocin Exela chira 100 mcg carbetocin vii sir dyng tiém tinh mgch
tiém bdp, dudi syr gidm sét dity di cia bde sichuyénkhoa.

Liéu diing & tré vj thinh nién va dudi 12 tubi: chira co di dit liu vé tinh an todn va hifu qua cila

carbetocin trén cdc dbi nzgmg ndy.

Cich diing: )

CarbemﬁuEx:hﬂuwdﬁngﬁémbiphn&cﬁ&nﬂnhmh,Mcdm sir dyng sau khi sinh

vil ciing sém cang tbt, nhit 1 trurde khi sé nhav thai. )

Tiém tinh mpch: carbetocin phai duge tiém chim, thivi gian tiém teén | phit, chi sirdung 1 lan

vé khéng nén thém lidu carbetocin,

7.CHONG CHi BINH: _

Carbetocin Exela duge chdng chi dinh trong céc truimg hop:

9.SUDUNG THUOC CHO PHYNT CO THAI VA CHO CONBU:
Phy ni €6 thai: Ching chi dinh dilng carbetocin trong théri ki mang thai v khing duge diing
dé khéi phit chuyén da.
Phy ni cho con bi: Trong cde thir nghiém I4m sing, khéng o6 tic dyng ding ké ndo cia thude
tiét qua diimg sl mg. Mt nho carbetocin d3 duge chimg minh 1 c6 thé truyén tr
huyét twong vio sita me sau médt lan tiém carbetocin, sau d6 duge tré so sinh tidu hda béi cic
trong m@,KMncénh@nchéchum bt sau khi sir dyng carbetocin.
mwmccmmc)c LEN KHA NANG LAIXE, VAN HANHMAY MOC:
Trong qud trinh ding thudc ¢ thé gip cdc tic dung khéng mong mudn nhuwr nhirc diu, chéng
mijt, dodd clin thiin trong khi ldi xe hofc viin hinh méy méc.
11, TUONG TAC, TUONG KY CUA THUOC:
Tuong tic ciia thube )
- Trong qué trinh mwwlhmmmﬂmmmmvﬁmcmmm&
gidm dav, thude gidm co thit va cic tic nhin gdy & ngodi mang cing hoic niy séng vi khong
6 tuong téc thubc nio duge xéc dinh.
- Céc nghién ciru twong tic cu thé chua dwge thye hién. ; .
- Vi carbetocin c6 lién quan chiit ch& vE cidu trie vii oxytocin, nén khéng thé logi tnir sy xudt, =
hién cila cdic twong tic duge biét c6 lién quan dén oxytocin: '
+ Tang huyét 4p nghiém trong 43 duge bio cdo khi sit dung oxytocin tir 3 dén 4 gi saykh
diing thubc co mach dy phong két hgp véi gay mé ving cyt. ) ) /
+Khiké(hupvdiugot-alkalmd,dﬂnghmnhumthy n, oxytocin vil ca betogin ¢ j
ménmmgmmgmnghuymfmmwu&uy.n oxytocin hafic methylergom

dure sir dyng sau carbetocin, cé thé c6 nguy co phoi nhifm tich 1oy thube.

+ Ngui ta da phit hi¢n céc chét prostaglandin lam ting tic dyng ciia oxytocin, do viy didu, T
niy ciing c6 thé Xiy ra véi carbetocin. V1 vdy, khong nén diing chung prostaglandi vi .
carbetocin, Néu 2 thude duge ding ddng thir, bénh nhin phii duge theo ddi chit chi. \_:,v,;\

+ Mgt s thudc gy mé dang hit, ching han nhir halothan vi cyclopropan cé thé lam ting 153

dyng hg huyét ép v lam suy gidm tée dyng ciia carbetocin trén tir cung. Logn nhjp tim da dugc

béo cdovén oxytocin khi sir dung dong thér.

Twong ky cila thue

mmwc&cmmenm vé tinh twomg ky ciia thude, khong trdn 1in thube nay véi cic
khdc.

12. TAC DUNG KHONG MONG MUON CUATHUOC:
Cdcﬂ:ﬁunskh:gmungmnhqnnﬂmmﬁnm;mm#nﬂi&nﬂmﬂnscé

,f':’ O

- Trong khi mang thai vi chuyén dg trude khi sinh, ciing logi vii tin sudt v6i céc tic dung khing mong mudn cia oxytocin,

- Sirdyng carbetocin dé khéi phitchuyénda. e . Tiém tinh mach*:

- &i carbetoci in holic véi bét ki thanh thinh phén & dugc nio cia thude, | - —

-Bi“hliﬂ‘:lﬂcm i . R Phin logd | Ritthwimggip =~ Th gip ‘ Khéng rd

~R6i loan tim mach nghiém trong. z1110) [ (21/100 dén <1/10) | thn sufit

A CANTRAOVA Réi logn méu v b thén | hibumtu i i

8.CANH BAO VA THAN TRQNG KHI DUNG THUOC: i logn méu vi h§ thong ITh! | |

- Carbetocin chi dugc sit dung thi co s y té chuyén khoa dugc trang b tbt vi co dbingl ybde | achhuyét ] ,

sico kinhnghigm, » - [ T I

- Vide sit dyng carbetocin & bt ki gii doan ndo trude khi sinh tré déu khong thichhopvihogt | R0 loan hé thiln kin Nhie dhu | Chéng miit !

Adng co bop tir cung cla thube viin 1dn tai trong vii gid. Diéu niy i nguee rd révai sy gidm Rbi logn tim [ Nhip tim nhank,

ticdyng nhanh chéng sau khingimg truyén oxytocin. ) e ) nhip tim cham, réi

- Trong trwémg hop chiy méu dm dao hofic tir cung dai diing sau khi ding carbetocin, cin phai logn nhjp tim, |

maﬂmuancume.xmmmmmmmmmmmw.m , | thiéy méu co tim

rich ting sinh mén, &m dao vi cd nir cung, tir cung phyc hii khing diy & hodc rbi logn déng _ | eye bd vi kéo dai

maiu. v | mo"r.c-

- Carbetocin chi diing mét lin, tiém bip holic tiém tinh mach. Truémg hop tiém tinh mach phai |

ﬁemchemueutphm,'rmngmang:xwmnmm_cmmhqm&mmmm Réilopnmach méu Ha huybt dp, do

gily chay méu qué nhidu, nén diéu tri b sung véi mt Jogi thube co hdi tir cung khéc. bimg

~Khéng 6 dit liéu vé liéu bd sung carbetocin hofic sit dung carbetocin sau khi donrcung kéo | - - —

daii 43 diing oxytocin. Réi logn hd hilp, 16ng ngyc | Daungye, khé thir

-cacngmencfmueuamg;E:ﬁamw&lﬁﬁ&mmgcmnﬁmgg; v trung

tinh in: <0,0251U/ml) khing thé logi i niing ha natri e —

nhh;mummmyhmamqug;angﬁchwyhﬁnhmach,ciumuhié:m Réilogn tiéu hée 'Budn non, dsu | Vjkimlogi,ndn

déiu higu ban dhu nhu bubn ngit, bo phér vii dau diu dé ngan ngira co gijt v hén mé, | bung

- Nhin chung, carbetocin nén dwge sit dung thin trong khi bj dau nira dAu, hen suyén vi bénh - — —]

tim mach holic bt ki Mzmnﬂviecbémgn{l:énh:hﬂus gmrdcngogibdocéthé | Rdilogndavimddudida | Ngira D

gy nguy hiém cho hé thong vén da qué tal. Bic si c6 thé dua ra quyétdinh sirdung carbetocin | - 2.

sau khi cin nhic gt ich tiém ning cua thudc & nhimg tndmg hop niy. el e s o e S |

-gﬂmgmmiawﬁkwmpgmmawmmmmmmmgjewﬁ B | L £ 100\ |

Saslagikomduce dundiiclothie. . . Réi logn chung vi tinh | Cimpgidcnong | On O A\

- Céc nghién ctru oy thé chira duge thirc hién i véi bénh di théo dutmg thai k. | rng3ichd dinghue . I/ cong Ty S |
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MAU TGO HUONG DAN SU DUNG THUOC
(MAT SAU)

* Dyea trén ede nghién elru sinh ma.
#94 Purge bdo cdo vdi oxytocin (lién quan chije ch vé cdu mic véi carbetocin).
Ti?-mbﬂp":

| Khiing '
th | Hilmgip Khing rd
‘ Phan logi sims ol /10.000 prpns
' dén <1/100) | A1)
Réi logn méu vi hé thédng | Thidu méu
Réi logn bé thin kinh Nhacaiu,chonglcmsvins ‘
N A — I
Ri logn tim Nhip tim nhanh ‘ | Nhip tim chim,
| roi logn mhip tim,
itu miu co tim
| cyc b vi kéo dai |
khoing QT *#*
Rbi logn mgch mau Hag huyétdp Pomit
Rdi logn hé hip, Ibng nguc | Tire ngye Khé th
vé trung thét
Rdi logn tiéu héa Bubn nbn, non,
; daubung
Réilogndavimd dudida | Ngim
Riéi logn co xuomg vi mo Buullmg,yéuw
liénkét |
Réiloanthinvitiétnity | Bitidu }
IR&' logn chung va tinh | Omignh, sit, dau
:n;gnichﬁdﬁnidmﬁc .

** Dya trén chc nghién cirusinh thirimg, L

*** Puge bdo cio vdi oxytocin (lién quan chit chi vé ciiu tric vii carbetocin).

Hurdmg diin xir triADR:

Béo céo céc phan img c6 hgi nghi ngd: Bdo cio cée phan img o6 hai nghi ngd sau khi sir dyng

thude la rit quan trong. Cc chuyén gia chim séc sire khoe duge yéu cu bio cdo bit ky phin

img c6 hai nghi ngé ndo vé Trung tim Théng tin thudc v Theo ddi phin img c6 hai cia thude.

Thing bdo ngay che bde shodc diegc sinhimg phan img c6 hai gap phdi khi sir dung thude.

13.QUA L}'ﬁ?f VA CACH XU TRI:

Qui liéu carbetocin ¢6 thé gly ting co bép tir cung, dit e6 hay khong qua min véi hogt chit

niy.

Klihﬂﬂchquimiu:\nfridcmwthélmnhhn&ckénﬂidudﬁngquﬁliéuoxywcincémé

dfin dén vy or cung hodic bng huyét sau sinh,

Qui liu oxytocin e6 thé giy ha natri méu va nhifm djc mrde trong nhimg trrémg hop nghiém

:rs,aubia khi két hop vdi viée dung nap qu nhicu chit long ddng thiv. Vi carbetocin ¢6
u trisc tuong by oxytocin, nén khong loai trlr khd ning twong tw iy ra.

Pidu tri qui liéu carbetocin bao gdm ligu phap didu trj trigu chimg va h trg. Khi cic diu higu

hogc triéu chir ct‘nn}:ilihxiyu.néndw bénh nhdn thér oxy. Trong truémg hop bi nhifm

ddc nirde, didu ciin thiét 1i han chié lwgng chdt 1ong dua vio, thiic diy bai ni¢u, diéu chinh mdt

cin bing dign gidi vi kiém sodt co gijtcd thé xdy ra.

14.DACTINHDUQCLY'C HQC:

Nhém duge 1j: Oxytoein va cée chit trong nr.

MaATC: HOIBBO3

Céc dac tinh duge Iy vi 1im sing ciia carbetocin | nhitng dic tinh clia chdt chii viin oxytocin

tie dyng kéo dai. i )

Gibng niur oxytocin, carbetocin lién két c6 chon loc vio cde thy thé oxytocin trong cor trom tir

cung, kich thich cdc con co thit hi¢n c6 vi niing cao 4§ truong ciia co tircung.

Trén tir cung sau sinh, carbetocin ¢ kha nang lam ting tbc 49 va hye co bop tir cung 1y nhién,

Khini cie com co fir cung ngay sau khi tiém finh mach hodic tiém bip carbetocin, thei gian

dé xuit hién tic dung i trong vbng 2 phiit.

M@t liéu carbetocin tiém tinh mach hofic tiém bp 100 meg duy nhét sau khi sinh 13 & dé duy
tri sy co bép tir cung dé ngiin ngira dé tir cung vi chay miu qué mire, frong duong véi truyén
oxytocin trong vii gid.

Hiéu gua lim sang v an fodn —

Hifu qui cila carbetocin trong dyr phong bang huyét sau sinh do dér tir cung sau md Iy thai da
duge thiét 1dp trong mt thir nghi¢m 1am sang nglu nhién, c6 ddi chimg, mi d6i, gia dugc
song song, dugc thiét ké dé ddnh gid hidu qui va tinh an todn cia carbetocin so véi oxytocin
251U. 659 phy ot mang thai khée manh trdi qua mt cude sinh mé tr chon gdy té ngodi ming
cing duge tiém tinh mach chim carbetocin 100 meg hodic truyén tinh mach oxytocin 25 U 8

gid.
Két qui phén tich tiéu chi chinh, nhu ciu can thiép oxytocin bé sung, cho thiy 15 (5%) ddi
tugng dugc tiém carbetocin cin can thigp thém oxytocin so véi 32 (10%) dbi twong durge tiém
oxytocin 25 1U (p=0,031).
Hi¢u qui cia carbetocin trong viée ngiin ngira bing huyét sau sinh thuémg duge xdc dinh
trong mdt thir nghiém lim sing mi d6i, ¢6 dbi chimg, Téng sb 20645 dbi nrgng duge chon
ngdu nhién nhin mét liéu tiém bip duy nhit carbetocin 100 meg hodic oxytocin 10 1U. Boi vai
tiéu chi chinh 13 mét méu > 500ml hode sit dyng thém thude co héi nr cung, 1y 1¢ areng nr dat
duge & ci hai nhom diéu trj (carbetocin: 2135 déi twgng, 14,47%; oxytocin: 2122 ddf tw
14,38%: 1y sé nguy co RR 1,01;95% CI: 0,95 dén 1,06), chimg t6 carbetocin khdng tHua &
50 véi oxytocin vé tiéu chi chinh. i AN
Trong qué trinh phit trién 1im sng cia carbetocin dé phdng ngira bing huyétsau sinh thuémg, |
151 phuy i tir 12 4én 18 mdi 42 nhin dugc carbetocin lidy khuyén cdo 100 meg vi 162 phintt |
nhin oxytocin 10 IU. Hifu qué vi an todn tuong ty nhau dbi véi bai nhém didw tj ¢ nhitng |
bénh nhin ny. NG 2 /5
15. PAC TINH DUGC BPONG HQC: INQ L/ D)
Dugc déng hoc cia carbetocin di duge nghién clru trén cic ddi trgng phy nit khoo mgnky
Carbetocin ¢4 hai pha thai trir sau khi tiém inh mach voi duge dong hoc tuydn tioh tro
khodng lidu tir 400 dén 800 meg. i
Thii gian bén thi cudi cing trung binh 14 33 phiit sau khi tiém tinh mach va 55 phit sau khi
tiém bip. Sau khi tiém bip, ndng 43 dgt dinh sau 30 phit vi sinh kha dyng trung binh 14 7%,
Thé tich phin bé trung binh & trang théi cin biing gia (Vz) 14 22 lit. D) thanh thii thin & dang
khéng thay d8i thip, véi < 1% lidu tiém duge thii trir qua thin.
Sau khi tiém biip 70 mcg carbetocin & § nguin me cho con bii khoe manh, ndng 43 carbetocin
o6 thé phit hién duge trong céic mu sita, Néng 4 dinh trung binh trong sita li du6i 20 pg/ml,
thip hon khodng 56 lin so véi trong huyét twong & 120 phiit.
16.QUY CACH BONG GOI:
Hop 10 6ng 1ml, .
17. n&u KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG cUA
THUOC:
Bikn kign biio quiin: Trinh inh sing, nhiét 40 dirdi 30°C, khéng dong bang,
Han ditng: 36 thing ké tirngly san xudt.

Khing diing qua thévi hgn in trén bao bl
Thiti hgn si dgng sas khi mé éng: thube nén duge sir dung ngay 1p tirc. Néu khong duge str
dmgm-inupm,Mﬁmvi&&uﬁhﬁuqﬂn!ﬁﬂﬁmgﬁmwmmmﬁm.
Tiéu chufin chitlwgng: TCCS
lnm.nummacasdsm XUAT THUOC:

Corsd diing ky:

CONG TY TNHH DUGC PHAM HQ

§6229 CS khu dé thi méi Dai Kim, phurimg Dai Kim, quin Hoang Mai, Ha Nji
PT:024.36686300

Co sd sin xuit: .

CONGTY CO PHAN DUQIC PHAM TRUNG UONG 2

L:;‘?, khu céng nghiép Quang Minh, thi trin Quang Minh, huyén Mé Linh, thanh
phé HANGi

DT:024.39716291 Fax:024.35251484
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