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trong dén Quy SO Y té/ cac co so y té truc thudc Quy S Y té va mong nhén duoc su hop
thc cta Quy So Y t&/ cac co sy té true thude Quy So' Y té trong thoi gian tdi.

Theo quyét dinh tring thau s6 920/QD-SYT ngay 31/07/2021 cua Quy S6 Y té vé
vigce phe duyét két qua lwa chon nha thau goi thau: “Mua thudc Generic cho nganh Y té
tinh Pong Thdp nam 2021-2023”, cong ty c6 tring thdu va cung tng dén Quy So Y té/
céc co sO y té truc thude Quy So Y (& san pham Duratocin cta nha san xuit Ferring
GmbH — Pire voi thdng tin chi tiét nhu sau:

[ .
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STT . | nong dj, ham 2 i vi So ding ky g x
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lugng tinh

\
| VN-19945-16 (Cé |
| T Carbetocin, Hop 5 lo x r% QD gia han ) Ferring GmbH - ‘
' 100meg/1ml Iml ? 265/QD-QLD ngay Duc
| 11/05/2022) |

Hién tai, chung toi xin duoc thong bao dén Quy So'Y t&/ céc co so y té truc thude
Quy SO Y té vé viée ¢6 su thay d6i trong thiét ké nhan hop va to hudng dan str dung cho
san phdm trén da dugc Bo Y té - Cuc Quan ly Dugc phé duyét theo cong van 50
7418/QLD-DK ngay 01/08/2022 cu thé: DURATOCIN dugc chi dinh df’ phong ngita bang
huyét sau sinh do mdt trieong hee tie cung voi cach ding cho sinh mé dwdi gdy 1é ngodi
mang cing hodc ¢t song va sinh ngd dm dgo.

Chuing t6i xin nop kem theo tai liéu de Quy S& Y té/ cac co so y té true thude Quy
S¢ Y té tham khao va cam két nuoal viéc thay déi thong tin miu nhan va t& hudng dan sur
dung cua san pham, thong tin vé gia cung (mg cua san pham khong thay doi (theo quy dinh
tai Muc a Khoan 6 Diéu 37 Thong ne 15/2019/TT-BYT ngay 11/()//2()]9) Chung 161 cam
két chat lugng san pham duge cung tng ludn dat theo ding yéu cau nhu da duge dang ky
va phé duyét tir cac co quan chirc néng.

Nhiim tao diéu kién cho viéc thanh toan ciing nhu dam bao quyén lgi cho ngudi bénh
tham gia Bao hiém Y té duoc thanh toan khi st dung, san pham Duratocin, chung, to1 xin
dugc thong bao dén Quy S¢ Y té/ cac co sO y té truc thude Quy So Y t& vé su thay doi
trén.

Kinh mong nhan dugc sy xem xét va chap thuan ctia Quy S Y 1€/ cdc co 86y te truc
thudc Quy So Y té.




Xin tran trong cam on va kinh chao./.

Noi nhiin:
- Nhir trén;
- Liru VT,




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Ty do - Hanh phac

- ~ A 1 ” 3 ;one ) ™ f L oy =
So A4AX /T QLD-DK Ha Noi, ngay OA thang & nam 2022
Vv thay doi mau nhan va (& huong

dan st dung

Kinh gui: Ferring Private Ltd.

Dia chi: 168 Robinson Road, #13-01 Capital tower, Singapaore
068912, Singapore.

Viin phong dai dién: Tang 20, Flemington Tower, 56 128, duong
Lé Dai Hanh, phwong 15, qudn 11, Thanh phé H6 Chi Minh, Viét
Nam.

Tiép theo céng van sb 5965/QLD-DK ngay 25/05/2021 cua Cuc Quan 1y
Duge, xét don dé nghi va céc tai liéu b6 sung co lién quan cua Cong ty (s tiép
nhan 540/BSTDNN ngay 01/06/2021) vé viéc thay déi mau nhén va to huéng dan
sir dung déi voi thube da duoc cap gidy déng ky luu hanh;

Cin cit Thong tu s6 32/2018/TT-BYT ngdy 12/11/2018 cua BO Y té Quy
dinh viéc dang ky thude: Théng tu s6 01/2018/TT-BYT ngay 18/01/2018 cua BO
Y & quy dinh ghi nhén thude, nguyén ligu lam thude va to hudng dan su dung;

Can cur Bién ban thdm dinh hé so thay d6i/ bd sung clia cong ty;

Can ¢t két luan cta Hoi ddng Tu van cdp gidy ding ky luu hanh thude,
nguyén liéu lam thude dot 108 thubc héa duoc nude ngoai phién 2, hop ngay
14/04/2022, Cuc Quan ly Dugc cé y kién nhu sau:

Ddng v vé viéc thay d6i mAu nhin va to huéng dan su dung ddi voi thube
Duratocin, so dang ky: VN-19945-16.

Mau nhan méi va bang so sanh thay d6i n6i dung & hudng dan sir dung cua
thube duoce dong déu xac nhan cua Cuc Quan ly Dugc va dinh kem theo cdng van
nay.

Ngoai ndi dung dugc thay dbi trén, tat ca cac ndi dung khic gilr nguyén
nhu hé so dang ky thude luu tai Cuc Quan ly Dugc.

Co s& dang ky, co so san xuét phai chiu trach nhi€ém vé chat luong dbi voi
thude luu hanh trén thi truong va cé trach nhiém théng bao su thay doi nay dén
céce co quan lién quan va khach hang,

Sau 06 thang ké tir ngdy ky cong van nay, thude trén khong duge nhip khau
vt cac ndi dung da dé nghi thay dbi.

Cuc Quan ly Dugc thong bao d& Cong ty biét va thuc hién ding cac quy
dinh cta Viét Nam vé luu hanh thude./.

Noi nhin: _KTF;CUC TRUONG
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Thanh phan:

Carbetocin 100 mcg 6 &

L-Methionin 1,00 mg C/ 100 ;
Lilotibny 60 & Duratocin’ 100 meg/ml
Manital 47,0 ma Carbetocin

Natr hydroxid 2M va

Nugc pha iém vira di 1.0ml

KXXXXXXHAAXL

[

Rx Presaription drug / Rx Thude k& don

(& Duratocin 100 meg/mi
Carbetocin

Solution for Injection / Dung dich tém

For intravenous of intramuscular administration. / Dung iém tinh mach hodc tiém bip.

Box of 5 vials with 1 mi solution / Hap 5 lo x 1 mi dung dich

indications, administralion, contra-indications and ciher infermation. pleass read the package inseri.
Chi dinh, céch ding, chéng chi dinih v cac théng tin khac: xin doc trong e hugng din sir dung
Guality specification: Manufacturer / Tieu zhudn ehétiuong: Tiéu chudn nhé san xust

Read the instructions carefully before use. Keep out of reach of children.

Boc k7 hudng din sir dyng tnrée khi ding. Bé xa tim tay tré em.

Keep vials in the ouler carton in order to protect from light. Store below 30°C. Do ot freeze,

B0 quin 1o thudc trong bao bi gbc A& tranh 4nh sang. B2o quén dudi 30°C. Khong fam déag lanh

Manufacturer | San xudt bék
Farring GmbH
Witiland 11, 24108 Kied, Germany / fXre

Packager | Béng goi boi

Ferring International Canter S.4.
Chemin de la Vergognausaz 50,
1162 St. Prex, Switzeriand / Thuy S%

Reg. No. f SOK: YN-19845-16 Importer / Nna nhap Knau: xxxx

DURATOUN, FERRING and the FERRING Logo are trademarks of Ferring B3 & 2012 Ferring B\
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DURATOCIN (RTS) Label PABA-L-VN-03.01; Size W: 49mn?l{‘/_f'f}-l: ’
Created by TTHT (18-Feb-2020) L

| (€ Duratocin 100 meg/mi ¢ ,

' Carbetocin ioxs i

‘ For IV or IM Use im 2 g ﬁ : 1
Ferring GmbH, Germany / Buc 53
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BANG SO SANH NOI DUNG THAY POI TO HUGNG DAN SU DUNG THUOC DURATOCIN

Noi dung da dwoc duyét

Ngi dung thay dbi

‘ Ly do thay
doi

RxThube bén theo-don
DURATOCIN®
Carbetocin
Onstal— 1l 00-paimb-Dang-dieh-tiém
Chi-gipsHémtinh-mach

Rx Thude nay chi diing theo domn thude.

DURATOCIN®
Dung dich tiém Carbetocin 100 pg/mL
Poc ky huong dAn st dung trwde khi ding. Néu cAn thém
théng tin, xin héi § kién bic si.
Pé thude xa tAm tay ciia tré em.
Khong diing thude qua han sir dung @3 ghi trén bao bi.

Cap nhit theo
théng tur
01/2018/TT-
BYT

THANH PHAN
Méi bng (1 mL) chira 100 pg (0.1 mg) carbetocin.
T4 duoc: Natei chlorid-acid-acetic bing-va-nude pha tidm:

THANH PHAN CONG THUC THUOC

M3i lo (1 mL) chira:

Thanh phin hoat chét: 100 ug (0,1 mg) carbetocin.

Thanh phén ta duoc: L-methionin, acid succinic, manitol, natri
hydroxid, va nudc pha tiém.

Cép nhat trinh
bay theo théng
tur 01/2018/TT-
BYT.

Céng ty tu cép
nhét thanh
phin ta duge tir
ngay
05/06/2018
theo cdng vin
dong v
10129/QLD-
DK.

DANG BAO CHE
Dung dich tiém #inh-mach

DANG BAO CHE
Dung dich tiém.

Dung dich trong suct khdéng mau. i "

Bo dudng tiém
trong dang bao
ché va bd sung

md ta dang bio
ché theo thong
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PHANLOATDIEL-TRI ' " - Théng tin duoe
Thude larmtine-tronghee treung chuyén xudng
muc DAC
TINH DUQC
HOC

TACDUNGAADUGC LY LAMSANG

DURATOCIN® Ja-mbt-déne-dingnona emgmpewwm%
dungkéa datviiche «f}a‘—ﬂmﬂa—e}}at chit vin-Né-cbthé duge-dine ‘Thong tin duge
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dudi-si-ghv-té-ngedi-ming-eing-hole-gly- 184y -sing; —da-dugeshinh ﬁn

Ja-eé-hifu-qua-hon-dans Me—x—ea—gm—ehe&tfwwu —eeHraarr}wﬁaw»f~}—“~t
H%%RWMMWEMW& Hi-elng:
$i-dungearbetecin-dudngahwrconlam thng-sres -hoi-eta-Hr-etng-trong
siai-Goahsom-sat-ihi-sinh:

CHI DINH VA-SUDUNG LAM SANG
DURATOCIN® duoc chi dinh dé agéa-neira-mét truong luc tir cung+4

| eiinehofeghy-tétiy-sbng:

BURATOCHN MWM&MH&M&W%
thai-edp-etrumalay ighymd-khacso-voi-gdy-téngodi
mang-eing-hode-gdy 8- t&}-%en@ -&-nhirng-blnhrhin-bi-bénh-thm-ding
frnt f—mm&%keae—hﬁwwcp—éa-bte&ee-beﬁmeée%maa—heaeee—bw
mﬁmmywmmm%mm
xée dinh dwoe-& rhitaephu-ni-sinh bins dudng dmdee:

CHI PINH
DURATOCIN® duge chi dinh d phong ngira bing huyét sau
sinh do mAt trwong lue tir cung.

Viet lai  ndi
dung chi dinh
theo Tom tit
tinh
phim méi duge

dac san

duyét

LIEU LUONG VA CACH DUNG

Puong-dang-Tiém-nh-moeh:

smaci-chimm tronavona|-phit-chisau khi-dd-hointht vide sinh-dia-tr¢
bing mb-tiy-that dubi-su-giy-té-ngodi-mang clng holie-ghy-t6-tiy-sdag:
DURATOCIN® nén-duoedine saukhi-sinh-cing 50m-cang-tot-tbt-hon
hét-1a trudesbnhay-

LIEU DUNG VA CACH DUNG

Liéu diing

Sinh mé dwdi gdy té ngodi mang cimg hodc ¢t s6ng:

L4y 1mi DURATOCIN chita 100 microgram carbetocin va tiém
tinh mach dudi giam sét y khoa ddy dit tai bénh vién.

Sinh nga dm dao:

Liy 1ml DURATOCIN chira 100 microgram carbetocin va chi
tiém tinh mach hodc tiém bip dudi gidm sat y khoa ddy di tai
bénh vién.

Céch dung

Pubdng ding: Dung tiém tinh mach hode tidm bip.
Carbetocin chi duge ding sau khi sinh xong, va cang sdm cang
tbt sau khi sinh, tét nhét 12 trudc khi 0 nhau.

Viét lai ligu
dung theo Tom
tit dic tinh sin
phim méi duoc
duyét va theo
huéng dan ctia
thong tu
01/2018-TT-
BYT
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Dbi vai carbetocin tiém tinh mach phai duoc *lem tor tir, trén |
phat.

DURATOCIN chi dirge tiém 1 lifu duy nhat. Khéng nén ding
thém liéu carbetocin.

Bénh nhdr nhi

Khéng cé thong tin lién quan ¢én str dung carbetocin & tré em
dui 12 tudi.

D6 an toan va hidu qua cia carbetocin & thanh thiéu nién vin
chira duoc thiét 1ap.

Hién tai c6 dit ligu duge mé ta trong phin DPAC TINH DUCC
LUC HOC nhung khéng co lidu khuvén cdo nao cé thé duoe
thure hién.

CHONG CHI PINH

tae dune-dd
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+ hy aian
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hidt la hink 4"‘ SEETOPIPN YT
£ 8o ¥ FHCTT

trere- f;l.r'émg—é'- ﬂl*réiiﬂg_—‘séﬂi;n }

doretinb-

CHONG CHI PINH

Trong khi mang thai va chuyén da trude khi sinh em bé.
Carbetocin khong duoc sir dung dé Xhoi phat chuyén da.

Qua man v6i carbetocin, oxytocin hodc véi bat ky tA duge no
cta thudc.

Bénh gan hodc thin.

Réi loan tim raach nghiém trong.

Dong kinh.

Viét lai chong
chi dinh theo
Tom tat dic
tinh san pham
mo1 dugc
duyét.




CANH BAO VA THAN TRONG DAC BIET KHI SU-BUNG
Doelg-hwong din sic-duns trwdethi-dimg Néu-edn thém théng tin,
sin-héisIidnbae si-Thubeniy-ehi- ding theo-don-eta-biesk:

CANH-BAO

Mét-sb-bénhnhined-thé-lhénz-ebeonecotir i:HW’—ﬁ-]iH—ﬂG‘p—SﬁH—kﬁi—H&ﬁ%
motlidu-den DURATOCIN O nhitngbé 2 =
Haplai DURATOERN  va- ca+ﬂeéw%mehf+¢heﬁbaﬂmeaehd&qm&m
ehelibu-eta-che-thube khéclamting truenstuetecung nhu-exytocin
holie-ergometrine- Trona tredmahop-chiy-mau-kéo-dii-ednloat trir bi-sét
&?@th&ﬂ—b&fﬂi%h%b&ﬂ%%?@ﬂﬁtkﬁ&?—@h%ﬁ—&lmmé&k

Miedi-chua-ghi-nhintr vé-s6t-mbt-phin-binh-rhashode
%MWW+%W%H%WF&WWM
ﬂaﬁgﬂetﬁhaee—ﬂa-yé&@c_dﬁng#&a&ld%sew&

Thintrongchung

Chéng chidinh dimg DURATOCIN® trong khied thaitrudethi-sink-disa

Nerm-phin CAMHBAQ & khiping e the cin ding thém-Hiéu-phip

S&ukﬁ—ﬁémbé&m@&ét%&gﬂ&%ﬁg—ﬁh%%ﬁ%&@&b@t
- tir-huybt tongvao-sia-eta-cde-phi-niF-dang cho-con-bi-gitta—Ttudn
khoana S0-1insovéi trone huyéttuong-va-t5-s6 elia-dida-teh-dudi dudng
cong-rdne-do—thot-gian-eia-siia-me 50 voi-huybt-trongs- MR uc)-ehi-da
2-3% Métluonenhé-carbetochr-divao stia-me-hode-sta-ponsau-ihni-tiém

é-dene-brme-thurhin-khéng e -kha-nang

Mmdi-Heu-dorwi-san-do-dues

CANH BAO VA THAN TRONG DAC BIET KIil DUNG
THUOC

Carbetocin chi duge sir dung tai cae don vi san khoa chuyén khoa
duoc trang bi tét ludn sin c6 doi ngii nhan vién 6 kinh nghiém
va trinh dé.

Viée st dung carbetocin & bat ky giai doan nao trude khi sinh 1a
khéng phit hop vi tie dung trén tir cung ctia thude van tén tai trong
vai gitv. Piéu nay trai nguge véi viée giam tic dung nhanh chéng
dugc quan sat thiy sau khi ngirng truyén oxytocin.

Trong trudng hop chay mau 4m dgo hode tir cung kéo dai sau khi
dung carbetocin, nguyén nhéan phai duge xac dinh.
cdc nguvén nhan nhu sét nhau, rach day chiu, dm dao va cb tir

an xem xét

cung, co hdi tir cung khéng ddy du hoic réi loan dong mau.
Carbetocin chi ding mét lidu duy nhét, tiém bép ho#c tiém tinh
mach. Trong trrdng hgp tiém tinh mach, thude phai duge tiém tit
tir trong hon 1 phit. Trong trudng hop giam hodc mit truong luc
tir cung kéo dai va hiu qua la chiy mau qua nhiéu, nén cin nhic
diéu tri bd sung v&i mét thude ting truong luc tir cung khdc.
Khéng ¢6 dit ligu vé bd sung liéu carbetocin hodc vé viée sit dung
carbetocin sau khi mét trirong lure tir cung kéo dai sau khi stt dung
oxytocin.

Cac nghién citu trén dong vit cho théy carbetocin c6 tac dung
chéng bai niéu (hoat tinh vasopressin: <0,025 IU / lo) va do d6
khéng thé loai trir kha ning ha natri mau, déc biét & nhirng bénh
nhén ciing dugc truyén tinh mach mét lugng I6n dich truyén.
Nhitng dAu hiéu ban d4u 1 budn ngu, bo pht va dau dAu nén duoc
chil ¥ dé ngdn ngira co gidt va hén mé.

Néi chung, carbetocin nén dwoe st dung thin trong khi ¢ chirng

dau niva dau, hen suyén va bénh tim mach hodc bét k¥ trang thai |
1
ndo ma viée bd sung nhanh vao dich ngoai bao cé thé gy nguy ;‘

Sira lai cach
trinh bay theo
huéng din cia
théng tu nhin
01/2018/TT-

BYT.

Cap nhat thong
tin theo Tém tit
dac tinh
phém maéi duge

san

duyét.
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Oxytecin-da duge-bidtlagiy co-té bio-co—bibumbxung quanhrang
tuyén-vi-nhi-d6 dieh-thich-sgxubng siaChira-ed-i-bingchime 48
she-dinl-c6-phibcarbetocin-ciing-ed-thé kich-thichsy—xubne otra-hay
khbneFuy-nhisn-da-ghi-nhinsy-xuong siady-ra-binh-thudng -5 phy
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ho-ve-dtat-todn.-béi-vi-earbeteein-bi-ohdn | hiem cho hé thong da qua tai. Bic sTed thé dua ra quyét dinh sir

dung carbetocin sau khi cin nhdc can than loi ich tiém ndng ma
carbetocin c¢6 thé mang lai trong nhirng trudng hop cu thé nay.
Khéng o dir ligu sin co vé viéc st dung carbetocin ¢ bénh nhan
san giat. Bénh nhdn bi san gidt va tién sin gidt cin duge theo dai
can thin.

Cac nghién ctiiu cu thé da khéng dugce thye hién trong dai thao
duong thai ky.

KHA NANG SINH SAN, PHU NU' CO THAI VA CHO CON
BU

Phu nit cé thai

Carbetocin bi chdng chi dinh trong thai ky va khéng duge sir dung

dé khoi phat chuyén da (xem muc CHONG CHI PINH)

Phu nit cho con bt

Khéng cé tac dung dang k& nio déi vai su tiét sira duge bao cao
trong cac thir nghiém [dm siang. Mét lvong nho carbetocin da
dwrge chirng minh 13 truyén tir huyét trong vao sita me ctia phu ni
cho con bi (xem phin PAC TINH DUGC PONG HOQC). Mét
lrgng nho duge bai tiét vao sira non hodc sira me sau mét lidu

Tach muc vé
“Phu nir ¢6 thai
va cho con bd”
tr muc Canh
bdo wva thin
trong bén trén.
Cédp nhdt nhu
thong tin dugc
duyét
Tém

trong
tat  dic
tinh san phim

Mrgesli

Trong cdc thir nghiém ldm sing, carbetocin dd duge str dung cling
v mét s6 thude giam dau, thude co that va thuoe gy t€ ngoal

tiém carbetocin va sau d6 duge tré so sinh nap vao duge cho 14 bi mai.
phén huy bdi cée enzyme trong dudng rudt cua tré.
Khéng can phai han ché cho con bi sau khi sir dung carbetocin.
TAC PONGKIH LAI XE VA SUDUMNG MAY MOC ANH HUONG CUA THUOC LEN KHA NANG LAIXE VA
Khéng VAN HANH MAY MOC
Khong lién quan.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG | TUONG TAC VOI CAC THUOC KHAC VA CAC DANG
TAC KHAC TUONG TAC KHAC by -

-
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lhéne-meng mudn-rho-ha-huyét-ip-Da-ghi-shin hip-thr-chdm xoang-&
peudi-me-véiede nhip-rhithit bitthudng khi-satesin-duge-dimg-déng
| Hhenvdithube iy téevelopropans:

£
(5henn =g

mang ctmg hodc cot song va khdng c6 tuong tic thude ndo duge
xac dinh.

Khong co nghién clu twong tac cu thé nao duoc thue hién.

Vi carbetocin co lién quan chat ché vé chu trie vai oxytocin, nén
khéng thé loai trir sur xudt hidn cla céc tuong tic co lién quan dén
oxytocin:

Tang huyét 4p nghiém trong da duge bao cdo khi oxytocin dige
diing 3-4 gitr sau khi diéu tri du phong mot thude co mach ciing
v&i mot thude gay té phong bé dng cling.

Trong khi két hop vdi ergot-alkaloids, nhu methylergometrine,
oxytocin va carbetocin cd thé lam ting tic dung ting huyét 4p cia
cae thube ndy. Néu oxytocin hodc methylergometrine duge diing
sau khi dung carbetocin co thé c6 nguy co phoi nhiém tich lity.
Vi céc prostaglandin da duoc biét lam ting cuong tac dung cla
oxytocin, nén didu nay ciing ¢6 thé xay ra vdi carbetocin. Do do,
khéng nén st dung cac prostaglandin dong thoi véi carbetocin.
Néu chiing duge ding ddng th¥i, bénh nhin can dugce theo di
cén than.

Mbt sé thube giy mé dang hit, ching han nhu halothane va
cyclopropane ¢ thé Jam ting tic dung ha nuyét dp va lam giam
tdc dung cha carbetocin trén tir cung. Chirng loan nhip tim da
durge bao cao cho oxytocin trong khi sir dung dbng thri.

TUONG KY
Trong tinh trang khong cé nghién ciru tuong Ky, thudc nay khong
duoe tron 1n véi cc thude khac.

Bé sung muc
Tuong ky theo
yéu cAu cia
Théng tu
01/2018/TT-

BYT !

"TAC DUNG KHONG MONG MUON

TAC DUNG KHONG MONG MUON
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phan-trns-phy-véioxytesin:

Carbetocin-tidm-tinh-mach-thudng cd-Hidn-quan-H0-40% bénh-nhin) véi
nhire-dau-virun

b = CFEHE D,—t—.i}'fé'%mé%.—-}:srm@)—héf—éaa—ﬂ', sprertdtha-dn-banis

Hhadya-Ba Wbﬁ&ﬁ?ﬂhﬁﬂg&e&mgkh@z@uﬂ@ﬁgﬁm@ﬂg—éﬁﬁ&ﬁ%ﬂ—s&
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Nhiing bién ¢6 bét loi ctia carbetoin quan sat dugce trong cac thi

nghiém lam sang ¢6 cling loai va tdn sudt voi bien ¢6 bat lgi quan

sat duoc vai oxytocin.

Tiém tinh mach® — Tom 1at iéng hop cde phan iimg bat loi

Phén loai hé

co quan

Rat pho bién

= 1/10

Phé bién
> 17100 va <
/10

Khong biét
(khéng thé du
doan tlr
nhitng dir lidu
hién c6)

Réi lcan hé
mau va bach
huyét

Thiéu mau

Réi Ican hié
than kinh

Nhire dau,

run

Chéng mat

R&i Ican tim
mach

Nhip tim
nhanh, nhip
tim chim®*#
loan nhip
tim**#*, thiéu
mau cg
tim*** va kéo
dai khoang
QTH**

R&Gi lean
mach mau

Ha huyét ap,
do blng

Roi foan ho
hap, long
nguc va

trung thét

Pau ngue,
kho the

Trinh bay ubu |
huéng din
trong thong tu
nhin

01/2018/TT-
BYT.

Cép nhdt thong
tin nhu Tom tit
dic tinh
phim méi duge
duyét

san
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T T34 Y
| ROt loan héu
¥

hioa

Buon noi.
dau bung

R&i loan da
va md dudi
da

Yikim loai,
nén mura

than va vi tri

tiém

R&i loan co i DPau lung

xuong va mo

lién két |
R6i loan toan | Cam thay am | On lanh, dau

* Dyra trén cac nghién cii trong sinh mé

*++ Pyge bao cdo che oxytocin (¢6 lién quan chit ché vé ciu tric

v&i carbetocin)

"

Trong céc thir nghiém 1dm sing @6 md hoi va nhip tim nhanh duge

béo cdo nhw nhirng trudong hop don lé.

Tiém béip** - Tém tit téng hop cde phan img bat lpi

than kinh

chong mat

Hé co quan | Khéng phd | Hiém gip | Khéng bict
bien > 1/1.000 (khong thé du
> > :
va <1/100 ;éli[ J:00g doén tir nhirng
1/1.000 dit liéu hién cd) |
R6i loan Thiéu mau
mdu va ‘
baci huyét
Roi loan hé | Nhirc déu, Run

z T‘} > .
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mach

RAi ioan tim ! Nhip tim
| nhanh

I 5 :
! Nhip tim
‘ cham™**, loan

nhip tim™***,
thidu mau cor
tim*** va kéo
dai khoang
QT**$

Réi loan
mach mau

Ha huyét ap

Bo birng

R&i loan ho
hip, lbng
nguc va
trung thét

Dau nguc

Kho the

R6i loan
tiéu hoa

Budn nén, dau
bung, nén

R6i loan da
va mo dudi
da

Ngta

RO loan co
xuong va
m6 lién két

Pau lung, yéu
co

Roi loan
than va tiet
niéu

Bi tiéu

R&i loan
toan thin va
vi tri tiém

On lanh, sot,
dau

## Dyra trén c4c nghién ciru trong trudng hop sinh nga 4m dao

##% Piroc bao cdo cho oxytocin (cé lién quan chit ché ve cau triie

v carbetocin)

Thong bio cho bac si nhirng tic dung khong mong muon

gap phai khi sir dung thudc.

Page 10 of 15



F

QUA LTEU VA XU TRI

Qua liéu carbetocin ¢6 thé lam tang hoat dong tir cung cho di ¢6
hay khéng su qua min voi thanh phin nay.

Qua kich voi edc con co manh (ting truong luc) holic kéo dai (co
clrng) do qua lidu oxytocin c6 thé din dén v& tir cung hodc bang
huyét sau sinh.

Qua litu oxytocin c6 thé din dén ha natri mau va nhiem ddc nude
trong cac trrdng hop nghiém trong, ddc bigt 1a khi lién quan dén
viéc nap qua nhidu dich. Vi carbetocin 1a mét ddng ding cia
oxytocin, nén khéng loai trir kha ndng xay ra bién c tuong tu.
Didu tri qué lidu carbetocin bao gdm didu tri tridu chimg va hd
tro. Khi ¢6 diu hiéu hoic triéu ching qué lidu xay ra, nén cho
ngudi me the oxy. Trong trudng hop nhiém déc nude, diéu can
thiét 1a phai han ché nap dich, thic ddy loi tiéu, bd sung dién giai
chinh x4c va kiém sodt co giat ¢ thé xay ra.

Cép nhat thong
tin theo Tém
tat dic tinh sdn
phim m&i dugc
duyét

DUOCLUCHOEC PAC TINHDUGC LY
%&eﬂ»hz%&wmweh&e%eﬁ%h&may—h-eﬁée&bmwmﬂw
larrthne truons e i PAC TINH DUQC LUC HQC

Hi:ap—ha#?ﬁ&y#thm—%ﬁ{-hf—éa&—h%
Mt rshibn-elu-thim dd-&-nhitng phunisau-kiisinh-dubng dm-dae
by %&M&%&&M}é&%@ﬂiﬁ%&&%&bﬁ&aﬁ—ﬂeﬁﬂﬂ}h
mach-efn-détao-ra-ee F-duge
& e}p%MlHﬁk%—Wé&ﬂ-@&fbeéeem—&+9WMv%ﬂha%—éea
A *wa%ms&&%hkwmﬁ&ee%-—éha—ﬂ%éﬂ%—ém—m CHRAE-EH
chﬂH%f)ﬁﬂ-wkH—l@:reﬂE—%—ﬁh?ﬁ-é&?«fﬁgﬂa -sae-edi-Hém10

NS A0

« X -~
H S8
u..- =

ey flaye nerhey
v bHE-REH

Nhém diéu tri: Oxytocin va dong ding
Mia ATC: HO1BB03

Céc dic tinh duoe 1y va [am sang cua carbetocin la cac dic tinh
ciia chat déng van oxytocin tac dung kéo dai.

Trinh bay
thong tin DAC
TINH DUQC
LY theo Tém
tat dac tinh san
ph?im mai duge
duyét
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l..}ltn.:..' gy jLo g

Gidng nhu oxytocin. carbetocin lién ket ¢6 chon loc véi cac thy

thé oxytocin trong co tron cia tir eung, kich thich cde con co thit
nhip nhang cua tir cung, ting tin sb cdc con co thit hién c6 va lam
tAng truong luc cua co tr cung.

Trén tir cung sau sinh, carbetocin ¢4 kba ndng lam ting te d6 va
lrrc co bép tir cung tu phat. Sy khéi phat cua con co tir cung dién
ra nhanh chéng san khi tiém tinh mach hodc tiém bip carbetocin.
véi mét con co cling xudt hidn trong vong 2 phat.

Mot lidu duy nhét 100 microgam tiém tinh mach hogc tiém bap
sau khi sinh [a do dé duy tri co bop tir cung, ngéin ngtra mit truong
lirc tir cung va chay mau qua nhiéu so véi truyén oxytocin kéo dai
trong vai gio.

Hiéu qua lam siang va an todn

Hiéu qua cha carbetocin trong phéng ngira bang huyét sau sinh do
mét truong lue tir cung sau md léy thai duge thiét lap trong mét
thir nghiém ngAu nhién, sit dung thude ddi chimg, mi d6i, gia doi,
nhom song song dugc thiét ké dé thiét 1ap hiéu qua va dg an toan
cila carbetocin so véi oxytocin 251U. Sau trim nam muoi chin
(65%) phu nit mang thai khoe manh trai qua mé 14y thai trr chon
dudi giy té ngoii mang clng da dugc tiém carbetocin 100 pg/ml
dudi dang 1idu bolus tiém tinh mach hodc exyctocin 25 11 khi
tiém truyén tinh mach 8 gio.

Két qua phin tich tiéu chi chinh, nhu ciu can thiép bang bé sung
oxytoein, che thiy r?mg 13 (5%) déi frong duge tiém tinh mach
carbetocin 100 pg can phai can thiép bang bd sung oxytocin so
véi 32 (10%) ddi turong trong nhém oxytocin 25 IU (p = 0,031).

Hiéu qué cia carbetocin trong phong ngilra bing huyet sau sinh |
nga dm dao dugc thiét 1ap trong mdt thir nghiém ngau nhién, si |

dung thudc d6i chimg, mu déi. Trong tong s0 29645 doi twong
duoe chon ngdu nhién duge tiém bap duy nhat liéu carbetocin 100
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kha}weeéhaﬁa—%r%wg—ﬁ%ﬁaw—kea—ﬂem-ﬁﬂ#m&eiﬁg&w—ehe
ﬁaﬂchaﬂa—ee—sw%ﬁ#wecm}reﬂéeweﬁh%eﬂﬁ—}r%ﬂa%

atd eeteem%a—eeéhe{ewmmrmnmeﬁrph&wmmﬁhﬂ
Heh—phmﬂ—be—é&aﬁﬂ—rm-kb eﬂ“—pl%f{h%\%t%ﬂ—mma
ea&éuec—@rmaﬂwyesm ong-fCmax) va- meﬁ%ivh—dkfeﬂ—éu{mﬂ—eeﬂMW
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t&aa—
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Témtitchethé Hgﬁé{iﬁa&—é@mgh@e

Thbnzsd 400-pe-tiém | 800-petidm
Hpbmesh tinh-maeh
(retminds) 539.5-9169 | 4481735
i Mietrungbinh | 5:54940:105 | 0:59520,089
tlemia) 0-436-0741 | -462-0;696
Clr | Mie-truns-binh | 0:004::0.002 | 0:004:0.002
(Llenind | 0:002-6:007 | 0:002-0:007

1z hofic oxytocin 10 1U. D4i véi tiéu chi chinh ciia mat mau =300
mL. hofic st dung thém thude co hdi tir cung, t¥ 1& twong tw da dat
duge & cd hat nhom diéu tri (carbetocin; 2135 déi trgng. 14.47%;
oxytocin: 2122 déi tugng, 14.38%; nguy co tong doi [RR] 1,01
95 % CL: 095 dén 1.06). chitng minh sy khong thua kém cua
carbetocin so v6i oxytocin lién quan dén tiéu chi chinh.

| Bénh nhdn nhi

Trong qua trinh phat trién ldm sang cua carbetocin dé phong
nglra bang huyét sau sinh nga Am dao 151 phuy nif tir 12 dén 18
tudi duge tiém carbetocin voi lidu khuyén cdo 100 pg va 162
phu nir duge tiém oxytocin 10 TU. Higu qua va an toan 1a twong
tw ¢6i v6i hai nhanh diu tri & nhitng bénh nhan nay.

PAC TINH DUQC BONG HQC

Duoc déng hoc clia carbetocin dd duoce nghién clru trén d6i tuong
nit khoe manh. Carbetocin cho thay thai trir hai pha sau khi tiém
tinh mach véi duge dong hoc tuyén tinh trong pham vi lidu 400
dén 800 microgam. Thoi gian ban hiy tin clng trung binh 1a 33
phat sau khi tiém tinh mach va 55 phat sau khi tiém bip. Sau khi
tiem bap, ndng dd t5i da dat dugc sau 30 phit va sinh kha dung
trung binh [a 77%. Thé tich phan phéi trung binh & trang thai cin
bing gid (VZ) a 22 L. D thanh thii & dang khong ddi thip, véi
<1% lidu tiém duoc bai tiét qua than & dang khong thay déi.

Sau khi tiém bap 70 g carbetocin cho 5 ba me cho con bit khoe
manh, nf”mg d6 carbetocin di duge phat hién trong cac slra me.
Nong d6 dinh trung binh trong sita 12 duéi 20 pg / mL, thip hon
khoang 56 1dn so vé&i trong huyét tuong tai thoi diém 120 phut.

| DU LIEU AN TOAN TEEN LAM SANG




Dir liéu tién lam sang cho thay khz';; E:ﬂ_;xg(IVS:jihiém dac biét ndo
trén ngudi dua wén cde nghién ciu thong thudng vé duge 1y an
toan, ddc tinh lidu 13p lai, nhiém ddc gen va dung nap tai cho.
Mét nghién ctru dge tinh sinh san & chudt voi viée ding thudc

hang ngay tir khi dé dén ngay cho con ba tha 21, cho thiy giam
su ting cdn cua chuqt con. Khéng quan sat thay tac dyng dde hai
nao khac. Chi dinh nay khong dam bao cac nghién clru vé kha

ning sinh san hodc doc tinh phoi.

Céc nghién ctru géy ung thu da khong dge thie hién voi
carbetocin do tinh chét lidu duy nhét cda chi dinh.

Cler | Mibetungbinh | 054550482

Cetosiny) ‘ | 0:433-0.735
e Mire-trung-bink | 272

= 52456
Alshabik Mie trung binh | 554216

BetaHL M trunabinh | 4502159 272106
o e 393401
Cmax Mbetropsbinh | - -

]

Tmex Mibetpung-binh | - =

ey

(Eun | Méewungbink | - :
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Chuyén 1én sau
muc Tuong tac
Vvéi cae thude
khac va cac

BAD-QU.

| HAN DUNG ¢

tri-hé-tre: dang tuong lac
khac
HANDUNG | QUY CACH DONG GOI Céng ty ti ¢dp
36 thang HopSlox 1 mbL nhét didu kién |
! bao quan va [
B L ‘ bao bi dong goi

Page |4

gf 15




S trong Hrlenh-E-800 )

=
Mnethinbe ey cnu bl 38 pas thar A
A 11§ =aaty ¥ Ermi=say =3

YSEE ST t .
gyt pu Hr Ot =

5E-thube xa-tam tay-elia-tré-ems
ik ?mg-ﬁ%mg—ﬁmée—q—&é—hgﬂ%}%lgﬂgééghﬁré&bae b

Hop-5-bngtmk
Dlhd-sdn-xudts

FERRING GmbH
g Wirtland 11,
| 24109 Kiel, Durc

MNhi-dénggoi:

Ferring International Center S.A.
Chemin de la Vergognausaz 50,
CH-1162 St.Prex, Thuy S§

S S - P . ) 4
- 36 thang ke tlir ngdy san xuat.

| BAO QUAN

| Giir fo thuéc trong bao bi gbe dé tranh anh sang.
Bio quan dudi 30°C. Khong lam dong lanh.
Diing thuéc ngay sau khi dd mo lo thude.

TIRU CHUAN CHAT LUQNG: Tiéu chudn nha sin xut

NHA SAN XUAT:
FERRING GmbH
Wittland 11,
24109 Kiel, Buc

NHA PONG GOIL:

Ferring International Center S.A.
Chemin de la Vergognausaz 50,
1162 St.Prex, Thuy S

PABA-I-VN-03.01_CCDS ver 3.0

cép 1ty nga»
05/06/2018 nhu |
dugc duyét
trong cOng van
10129/QLD-
PK.

Cap nhit trinh
tur cac muc theo
théng tir nhan
01/2018/TT-
BYT.

B& sung ti¢u
chuan chat

lugng thude.

Cép nhat font
chit cho cac
nha san xuét

Ghi chii: abe-Théng tin bj x6a bd

abe: Théng tin duge thém vao
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