
CONG TV TNHH MOT THANH VIN 
VIMEDIMEX BINH DIfOING 

CQNG HOA X -A HOI CHU NGHIA VIET NAM 
Di)c 10p — Ty do — Hanh phoc 

s6: 	/2023/VMBD-TD 
(V/v: gip nlult thay doi ;Min nhfin va to hiding 

dan sir dyng 	phtim Duratocin) 

Tp. Hd Chi Minh, ngag68yhrig  WO#62f)ffAp 

s6. 
DEN Noy:...0.W..3..L..23 

Kinh 	So.  Y to Biing Thar,  ChtlYen. 	 

y 

Gong ty TNHH MOt Thimh Vien Vimedimex Binh Dirung 5t3  II • . I  • .! • ' et:al 

tong den Quy So Y te/ cac co sa y to troc thu6c Quy Soy Y to va mong nhan dugc so hap 
tac cua Quy So Y te/ cac ca se/ y to tivc thu(ic Q4 Si Y to trong theri gian 

Theo guy& dinh trUng thau so 920/QD-SYT ngay 31/07/2021 dm Q4 Soy Y to 1/6' 
viec phe duyet ket qua lira ch9n nha thau goi than: "Mua thutic Generic cho nganh Y to 

tinh Diing Thar) Wain 2021-2023", cong ty c6 trimg thau va cung tirng den Qu)', Sir Y tel 

cac ca se( y to troc thuOc Q4 So Y to san pham Duratocin cua nha san xuat Ferring 

GmbH Dac vOi thong tin chi tiet nhu sau: 

STT 

L 	 

Ten 
thtrong mai 

Ten hoat chtat, 
nimg di), ham 

Itrong 

Quy cach 
gong goi 

Don 
vi 

tinh 
So long ky 

Nha san xuat _ 
Nu& san xuat 

1 Duratocin 
Carbetocin, 
1 00mcg/ I ml 

HOp 5 19 x 
Iml 

L9  

VN-I9945-16 (Co 
QD gia Ilan so 

265/QD-QLD ngay 
11/05/2022) 

Ferring GmbH - 
DCrc 

Hien tai, chling toi xin dugc thong bao den Q4 So Y te/ cac ca so y to troc thuOc 

Quy Sei Y to ye viec c6 so 	doithaytrong thiet ke nhan h6p va to huOng dan six dung cho 
san pham ten da dugc B6 Y to - Cue Quart 1y Dugc phe duyet theo cOng van so 

7418/QLD-DK ngay 01/08/2022 cu the: DURATOC1N dugc chi Binh phong ngica bang 

hu.Ot sau sinh do mat 
sang 

lac ta cung vai ccich dung cho sinh 	duOi gay tongoa i 

mang tang hoc cot sang va sinh nga am dao. 

ChUng toi xin n6p kern theo tai lieu de Q4 Se( Y 	cac ca soy y t6 troc thu6c_Q4 

So Y to tham khao va cam ket ngoai viec thay doi thOng tin mail nhan va to htreeng dan sO 
dung ciia san pham, thong tin ve gia cung irng cua san pham khong thay doi (theo guy dinh 

tai Muc a Khoan 6 Di'eu 37 ThOng 15/2019/TT-BYT ngay 11/07/2019). Chung toi cam 

ket chat lugng san pham dugc cung Ung lam dat theo dung yeu cau nhix da dugc clang k)"/ 

va phe duyet tir cac ca quan chirc nang. 

Nham tao dieu kien cho viec thanh toan cling nhu dam bao quyen lqi cho nguai benh 
tham gia Bao hiem Y to dugc thanh toan khi sir dung san pham Duratocin, chUng toi xin 
dugc thong bao den Q4 So Y te/ cac ca soy y to troc thu6c Quy So Y to ye so thay dOi 

tren. 
Kinh mong nhan dugc so xem xet va chap thuan cua Quy Sir Y te/ cac ca sOf y t6 troc 

thu6c Quy Sa Y t6. 



Xin tran tr9ng cam an va kinh chao./. 

Nai nh(in: 
- A1/2 tr tren; 
- Lint 1'7'. 
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BO Y TE 
CUC  QUAN LI? Duvc 

se) z4, ,2 / QLD-DK 
V/v tha) doi mau nhtin va tir hiring 

dan sir dung 

ONG HOA XA 	CHU NGHiA VIVI' NAM 

DOc li.ip - Ty. do - I-4nh pink 

Ha 1\10i, ngay 
	thang 	nein? 2022 

Kinh 	Ferring Private Ltd. 
Dia chi: 168 Robinson Road, #13-01 Capital tower, Singapore 

068912, Singapore. 
Van phang c ai dien: Tdng 20, Flemington Tower, sa 128, &tong 
Le Doi Minh, phuerng 15, qudn 11, Thanh pha Ho Chi Minh, Viet 

Nam. 

Tie') theo cong van so 5965/QLD-DK ngay 25/05/2021 cua Cuc Quail ly 
Dugc, xet don de nghi Va cac tai lieu bo sung cep lien quan cua Cong ty (so tiep 
nhan 540/BSTDNN,ngay 01/06/2021) ye viec thay 	nhan va huong dan 

sir dyng doi 	thuoc da dugc cap giay dang ky luu hanh; 
Can dr Thong tu so 32/2018/TT-BYT ngay 12/11/2018 cua Bo Y to Quy 

dinh viec dang ky thuOc; ThOng tu so 01/2018/TT-BYT ngay 18/01/2018 cua Bo 
Y to quy dinh ghi nhan thuoc, nguyen lieu lam thuoc va to huong dan sir dung; 

Can eV Bien ban tham dinh ho so thay dOi/ bo sung cua ding ty; 
Can cir ket loan dm I-10i dong Tu van cap giay dang 14 tau hanh thuOc, 

nguyen lieu lam thuOc dqt 108 thuoc hOa dugc nu& ngoai phien 2, hop ngay 
14/04/2022, Cuc Quan lY Dugc coy kien nhu sau: 

Bong ve viec thay doi mau nhan va to huOng dan stir dung dOi vOi thuOc 
Duratocin, so dang ky: VN-19945-16. 

N4u nhan mai va bang so sanh thay doi not dung to twang dan stir dung cua 
thuOc dugc &rig dau xac nhan cua Cuc Quan ly Dugc N/a dinh kern theo cong van 

nay. 
Ngoai not dung dugc thay doi tren, tat ca cac not dung khac 	nguyen 

nhu ho so dang ky thuoc ltru tai Cuc Quan ly Dugc. 
Co sa clang ky, co sa san xuat phai chiu trach nhiem ye chat lugng dOi vai 

thuoc luu hanh tren thi twang va có trach nhiem thOng bao str thay doi nay den 
cac co quan lien quan va k.hach hang. 

Sau 06 thang lee to ngay ky cong van nay, thuOc tren khOng dugc nhap khau 
vOi cac not dung cla de nghi thay 

Cuc Quart lY Dugc thong bao de Cong ty biet va thuc hien dVng cac quy 
dinh cua Viet Nam ye luu hanh. thuOc./. 

Nal nItifti: 
- NhLr tree; 
- CT. Vu TuAn Cublig ((.1& b/c); 
- Ltru: VT, DKT (M). 

,,,Krt-Tclatc TRU'ONG 
7',PHOO: TR U.ONG 

Gt,iC 

10)011 QUA,  
OtiO 

-44(Thanh Lam 
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Thank pliant 
Carbetocin 
L-Methionin 
Acid succinic 
Monaca 
Nate hydroxid 2M 
Nude pha hem vira 

100 mcg 
1,00 mg 
1,19 mg 

'47,0 mg 
vd 
1,0 ml 

Duratociri 100 mcg/ml 
Carbetocin 

Rx Prescription drug I Rx Thu& ke dom 

Duratociti 100 mcg/m1 
Carbetocin 

Solution for Injection / Dung dick lidra 
For intravenous or Intramuscular administration. / Ofing Item tfnh mew hobo dem bap. 
Bea of 5 vials with 1 ml solution / Hdp 519 x 1 mt dung (itch 
Indications. administration, contra-indiwtions and other information. please read the package Insert. 
Chi (Lnh, cacti ding, thing chi.dinh vh sac thdng hn hobo: an deo trong Whit:Mg din sir dung. 
Quality specification: Manufacturer /Tied diubn chid luring: neu chuan nha son xuat 
Read the Instructions carefully before use. Keep out of reach of children. 
Dec k9 holing din air dung Man khl clung. DO xe tAm toy tre em. 
Keep vials in the cuter carton in order to protect from light. Store below 30'C. Do not freeze. 
84o quan le thuao tong boo bi goo de trenh ern sang. She quan dual 30T. Khdrig lam ding birth. 

Manufacturer I San Ault bat 	 Packager I Dring 961 bed: 
FerrIng GmbH 	 Forcing International Canter S.A. 
hrMtlland II, 24109 Kiel. Germany / E7irc 	Chemin de la Vergognause2 50, 

1182 St. Prex. Wtzertand TIWY S9 
Reg. No. I SOK k/N-19945-16 	 importer / Nna n hap knou: akkax 

OuRaTUCIN, FORCING and the FOBBING Logo are trademarks of haring &VC 2012 Fening 51/. 
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. 
 100 mcg/m1 A 

Carbetocin 
For IV or IM Use 	 1 m! 	1 

Ferring Gmbh, Germany / DLIc 

e, 
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DURATOCIN (RTS) Label PABA-L-VN-03.01; Size W: 49m 
Created by TTHT (18-Feb-2020) iz  TAi 
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BANG SO SANH NOI DUNG THAY DOI TO HUONG DAN SU' DUNG THUOC DURATOCIN 

Ni)i thing dã duve duy't NOi dung thay dill LS,  do thay 

dili 

Ry,---T-114-e-ban-thee-40-11 
DURATOCIN® thong 

Carbetoc in 01/2018/TT- 

Rx Thu6c nay chi dung theo doli thaw. 

DURATOCIN®  
Dung dich tiem Carbetocin 100 1.1g/mL 

sir dung Doe ky hir&ng dan stir dung trtrov khi dung. Ntu can them 

tilting tin, xiu hoi Y kin bac si. 

D'e' thu'Oe xa tam tay cfia tre em. 
Khong dfing thuiic qua Ilan sir' citing da ghi tan bao hi. 

Cap nhat theo 
tu.  

6og 	100 	Dung dich tiem 7., 1 mL 	µb mL 
mach Chi thing tiOm tinh 

THANH PHAN 
misi isng  (1 mL) chira 100 1.1g (0,1 mg) carbetocin. 

tiem. 

THANH PHAN CONG THTIC THUOC 
M8i 19 (1 mL) chira: 
Thanh phAn hoat chAt: 100 tg (0,1 mg) carbetocin. 
Thanh phAn to dtrgc: L-methionin, acid succinic, manitol, natri 
hydroxid, va nix& pha tiem. 

Cap nhat trinh 
bay theo thong 
tit 01/2018/TT-
BYT. 
Cong ty to cap 
nhat thanh 
phAn to c.r9c tir 
ngay 
05/06/2018 
theo cong van 
d6ng Y 
10129/QLD-
DK. 

Ta dirge: 114-atr-i-ehlerideifl-aeefi-e-bAfig-va-ntrik--pha 

DANG BAO CHt DANG BAO CITE 
i Dung dich tiem. . 

Dung dich trong suOt khong man. 	 1_„,,---  
1.," 

B6 d.r6ng tiem 
trong claw,-  bao • 
che va be) sung 
mei to clang bao 
cI4 theo thong 

did-) Dung 	tiem tinh mach 

Page 1 of 15 



• 

ttr 01/2018/TT-
BYT 

1.0A-1-14F7U-T-Rf PHAN 
Thong tin duqc 
chuyen xueng 

mue 1);ftC 
TiNEDLIOC 
HOC 

; 	. -- 	• - 	lire tit' cung . : 	. 	. 	g 

LY LAM-SANG T-AC-D-IiN4341--A-DtrOC 

Thong tin throe 

ket hqp vao 
mix DC 
TfNH DtiOC 
LS( 

•31, i 	----"-- 
C../.' 

tong hop dm oxyteeiR-tite DUR,'‘TOC-N'ld mOtd'41,-n-g-4ing-ne9apeptide 
van. No co the dtrqc dung dome ltee-dal vai cdc-45c tinh cfba-ehat ehit 

- 	' 	: - 	t 	• tiein tin h iiVe-h-Eitie'i43fig-a* 	: 	;. 	— . 

hoc 	te nay sen-g-Ete ttgan ngra t-.1-ta-i-Eldei-s-kr gay to 	gei-rnàrrg cCrng 	gay 

dugc ly hoc eida e-afbetocin 	 d5c C&Lel5e-t-4n41--kim-sime-va 	 giefig-vei-cac 

la mot hormone cila thdysau tuyen tie4t-.441a--ewil-eein-e-e trong tkr nhien, 
the oxytoc in tren co tran -Cr yefh-Gi-441g-oxytocin, capbeteeiti-g&n-vEle-tht: 

afFeteti-eite-eco 	• 	- 	• 	: 	-. 	•,-,,,, 	: -- 	: - • 	: - 	. 	-: eung. 	 nhip 	 . 

- con. co hien-ee-v6-4a-m tang trt . : 	, 
khang 	thai vd tang len ex-54-ac-in-eita-tir--eutig-r-k-044rong tinh4rsng 	co 

den difili-vCo 16e sinh. /l Nty carbeteeki-k-hefig-e-e: tfk,e---;.:tkhi co t-hai7dat 
khang 	thai, 	tae dung tang twang hrc td ttle-elting4, eon td cung 	co 	va co 

	

thai 	: 	• 	• eung manh tren tir cung có 	‘ 	... 	. 	_ 	,. 	.. 	.- 

ho5c tiem bap,-carbetocin cho k-hei Sa-u-k-Ki4ien-1-14n-g-4g-etng tinh mach 
• -.--, di 	: 	- -: 	rong-v•enta dAu tic dung co td cung 	 :. 	: 	.•: 	.; 

dung len td 	eita-f*--lieu-dell-e-a:47et-eei-14 *it Teng44i4i gian tile 	cung 

 - • 	 : 	— 	. 	- • 	- - 	... 	- 	: 	. 	gia, cho4Way-eachet-e 

115u 	 ; 	- 	- 	. 	.- 	• • iiii-4êing4ii-neira xua.t huyet 	safttrong g . 	.. 	,. 	. 

oxytocin, carbctee-i-n-tao-Fa-dap-(Fng Khi dirge (Ring sat; kh-i-sinh, so vai 
suit cdc can c&ti'r cung. tii-ettne-1. itio-de-i-cd r •et-F6n-g-Ettadi 

khi-s-inh-dtr&i dang met Lieu &m GeFbetee-i-HT-liki-dirve-ditnerngay sau 
-; - 	- 	 ley-thei -140-11-041-E-'eal-i±s-tii 	. 	-* 	pliu-ner•-sinh-baftg-ra 

Page 2 of 15 



..11 I 	 • 	•—•••• 'dr, I •P II 

ding ho5c 	v.."' tiky 	da ducye 	Ethan difai sir gay temilgodi man; 	gay 	sing, 	ghi 
hi4 	: 	:•.: -,; 	= 	'i.' 	 ' =,c ngan ngira mat la-co 	: . 	. 	. 	:.':- 	.., 

lire 	larn 	thieu 	litty6t tir cung: truong 	tir cung va 	giam 	xuat 
I 	-- 	. 	- 	- ,"dung carbet-ecin-dtring-nlitr-e 	. 	. 	. 

DPII-1 VA Str DUNC LAM SANG CHI CHI DINH 
DURATOCIN®  duoc chi dinh d phong ngira bang huyet sau 
sinh do mat truang lirc tir cung. 

Viet 	lai 	Wei 
dung chi dinh 
theo 	Tom 	tat 
dac 	tinh 	san 
pham mai duov 
duyet 

DURATOCIN®  &roc chi dinh a ntii-n-n-gira-mat twang luc tir cung-va 
- 	:;. 	- 	• • x-tfa- 	. 

hoac 	te thy cang 	gay 	song. 
dupe 	trong nhang truing hop m0 lay DURATOC111®  chua 	nghien cult 

. 	; 	. 	4 
- - 	' - 	 - 	kic-se-'chi 	to ngoai 4 	4 	: • • 	 gay 

mint 	g-110c czay te-City-s4ng-, 	nhang 	nh"; 0 	benh 	'bi-benli-tim-elang,  

bi 	huyet ap, da biet 	benh 	dong man hoac co Wu Itru ,,,4.rt-iz..'-:n sir 	cao 	 co 	ve 
hoac 	tiet 	trilg dai thao duOng trong thai hien ve bent) gun, than 	not 	(ngoai 

- 	' 	die 	dru thich hop va lieu luong chua : 	:- 	a có 	nghien 
0 	 bang dung am dao. xac dinh -diroc 	nhilng phu na sinh 

LIEU LANG VA CACH DUNG 
INfelig-d-ii-Hg.!--T-iem-firth-Enaeli,, 

DURATOCIN -ic. 

LIEU DUNG VA CACH DUNG 

Lieu dung 

Viet lai lieu 
dUng theo Tom 

dac tinh sari 
pham mai &rot 
duyet va theo 
huang dan cua 
thong tir 
01/2018-TT-
BYT 

..1 

&sac dung bang cach tiem tinh tat 
Sinh ma &col gay to ngoai mang cling hoc cot song: 

• , 	.. 
Lay lml DURATOCIN. chua 100 microgram carbetocin va tiem 
tinh mach dual giarn sat y khoa day du tai benh vien. 

Sinh nga am clgo: 
La'y lml DURATOCIN chira 100 microgram carbetocin va chi 
tiem tTnh mach hoac tiem bap dual giam sat y khoa stay chi tai 
benh vien. 

Cach dung 

1-Feu don 100 cg (1 mL) 
1 	 khi da hoan tat vice sinh dim tfe trod} chain trona, vong 	phut3--ehi sau 

,, 	.: 	 . 	. 	. 
0:4e-g1/4V414454-sell==":' . 	b 	 z; 

&roc dung 	khi 	cang seni-eang-tet-,-tet-Ilen 1D4R,A-T-QGIN' nen 	sau 	sinh 
het la truck so nhau. 

Du*ng dung: Dung tiem tinh mach ho4c tient Wap. 

Carbetocin chi &roc dung sau khi sinh xong, va cang soul cang 
tot sau khi sinh, tot nhat la trtrerc khi so nhau. 

Page 3 of 15 



CHONG CHI DINH 
De4hai gian titc du 

lzhi5ng dtroc dung carbetocin trtrac khi sinh vi bAt 16' ly do gi, ke ca 

gay chuyeti--€14--eng—heae--gay-chuyert 	 

e-art04ee-i-n-kheng-dimg tpeng-k-hi-ee-thai-tren ly thuyet-ree-the-eo-eae-trieu 
thich qua--;3344e4it cung vai 

cirng), (Atty.& da dit 

FRAU 	tir-etmg-ntta-ticharn nhip 	 Ox514ity-e-thai, tang CO2 

Ilu4t-heae-tireng: 

khong dug 
voi oxytocin hoac carbetocin. 

K13-6.ng dtroc-eltar-betocin nhdrig benit-n-han-bi-Rnh 	mach matt, dac 

biet- 
c arbetke-in 	che-tre 
Kli-eng-tttree-clisne 6- 

sitn giatThenh 	nha-n-eng kinh. 

o tien sir qua-mancam 

- - z 

sa-p giat va ticn 

Doi vai carbetocin tiem tinh mach phai duge tiem tir tir, trip I 

phitt. 

DURATOCIN chi &roc tiem 1 lieu duy nhat. Khong nen ding 

them lieu carbetocin. 

Benh nhein nhi 

Khong co thong tin lien quan .d6n sir dung carbetocin o tre em 

duai 12 tuei. 

DO an town va hieu qua cila carbetocin 0 thanh thieu nien van 

chtra &roc thi'et lap. 

Hi'en tai co dir lieu duoc mo to trong phan DAC TiNH DtfOC 

1,Ife HOC nhtrng khong co lieu khuyen cao nao co the duce 

that hien. 

CHONG CHI DINH 
Trong khi mang thai va chuyen da truck khi sinh em be. 
Carbetocin khong &roc sir dung de khoi phat chtly&ri da. 
Qua man vai carbetocin, oxytocin hoac vai bat kS/ to dirge nao 

cita thutic. 
B'enh gan hoac than. 

Re,'i loan tim mach nghiem trong. 

DOng kinh. 

Viet lai thong 
chi dinh theo 
Tom tat dac 
tinh san pham 

mai &roc 
duyet. 
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CANH BAO VA THAN TRQNG DAC BWT KHI St'•  DUNG  
Eitte-1441von-dii-u-siAt l-trffe-liki-dintg:4411-ektn-tithn-theng-tin3 

G411,4443:k0 
44-'0t-stf)-4411-nhiii  co the -khong co can co  tir cung,  phis hap sau  lchi  tiarn 

miOt  lieu don DURATOCIN'. ntulng  berth  nhan  nay, Being nen  dung 

lap DURATOCIN* va co-t-he dieu tri  tich ckrc han  bang-each cliing-them 

cac lieu dia cac thu8c  khtic Id 	- 

-heae-er-ge, inetfine,-Trong trtrang,  hpp chay mau  keo dai can  loci trir-bi-set  

fa-6t-p-hat3-benh-nhat*-be 
Mac din chua chi n 

ng truck  khi so nhatt,  

THAN 'WING 
Than trong chung 

- 	. 	■ 	eG1N trong  khi co thai, truce  khi sinh  dira 

tra (xcin  phan CHONG CHI DfNH). 

Xe*-phAn CA1\144-B-,40-v-e--k-he-nang  co the can diing-them-l-iett  phap  

oxytocin. 
K-heng-4,4ittyen-eking DURATOCIN nhan cae-t-tt8i: 

Sau khi tiern bap rn6t lieu  70  

la di tir  huyet tuang 	 rig-cho con  136 &Era 7 tuan  

khoang  50 lan so vai trong  huyet twang, vast-se  cita  dien tich duai dean 

tong  n8ng d6 thai gian cite.-srfa-lie-so-v,tri-h-uyet tuong  (M/Pm40 chi la 

2 3%. M6t  itmng-fthe-c-arbetecirt-di-vhe slat me 	 hoac sila non sau  khi t--t-effr 

m(it  lieu don,  va >au dO duct tre clang  bir  tau nhan,  !thong  eo kha-nang  

o. 

'"t 

CANH BAO VA THAN TRQNG DAC BIET Kill DUNG 
THUOC 

Carbetocin chi dtrac sir dung tai cac don vi san khoa chuyen khoa 
duct trang bi tot Won san co d6i ngii nhan vien co kinh nghiem 
va trinh d6. 

Viec sir dung carbetocin a bat ky giai doan nao truarc khi sinh la 
khong phi hop vi tac dung tren tn• cung citathu8c van ton tai trong 
vai gia. Dieu nay trai ngtrac vai viec giam tac dung nhanh thong 
dirac quan sat thay sau khi ngirng truyen oxytocin. 

Trong trutmg hap chay mau am dao ho4c tir cung keo dai sau khi 
dung carbetocin, nguyen nhan phai duce xac dinh. Can xem xet 
cac nguyen nhan nhu sot nhau, rich day chau, am dao va co tir 
cung, co h8i tir cung khong clay du hoac rot loan dong mau. 

Carbetocin chi &mg mot lieu duy nhat, tiem bap hoac tiem tinh 
mach. Trong trutrng hap tiem firth mach, thu8c phai duct tiem to 
tir trong han 1 phut. Trong truang hap giam hoac mat truang ltrc 
tir cung keo dai va hau qua la chay mau qua nhieu, nen can nhac 
dieu tri b8 sung vat mot thu6c tang truang ltrc tir cung 
Killing co dit lieu veb8 sung lieu carbetocin hoac ve viec sir dung 
carbetocin sau khi mat truang 	cung keo dai sau khi sir dung 
oxytocin. 

Cac nghien ciru ten Ong vat cho thay carbetocin co tac dung 
ch6ng bai nieu (hoat tinh vasopressin: <0,025 IU / 10 va do do 
khong the 14 trig kha nang ha natri mau, dac biet o nhilng benh 
nhan ding &rot truyen tinh mach mot luang lan dich truyen. 
Nhang dau hi 'au ban (tau la buOn ngti, ba pha va dau dau nen dtrac 
chit )% de ngan ngira co giat va lion me. 

Noi chung, carbetocin nen duce sir dung than trong khi co chiinc.,,  
dau nira (tau, hen suyk va benh tim mach hoac bat Icy trang thai 
nao ma viec bit sung nhanh vao dich ngoai bat) co the gay nguy 

Sira lai each 
trinh bay theo 
huang clan caa 
thong ttr nhan 
01/2018/TT-
BYT. 

Cap nhat thong 
tin theo Tom tat 
dac tinh san 
pham mot throe 
du yet. 
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ke 	mat an toan, bai vi carbetecin bi hiam cho N thong da qua tai. Bac si CO the dim ra quyet dinh sir 
clang carbetocin sau khi can nhac can th4n loi ich tiem nang ma 
carbetocin CO the mang lai trong nhctng trtromg hop ca the nay. 

Khong co dir lieu san c6 va viec sir dung carbetocin 0 benh nhan 
san giat. Benh nhan bi sin giat va tien san giat can duvc then doi 
can than. 
Cac ngthien dm ca the da khong dtr9c thuc hien trong dai thao 
&Ong thai k-y. 

,Aa-y--Fa-stf--lo ngai clang 	nao va 	 phali 
tfeng-tiffeng da day ruOt caa tro cm. hay nhanh-bei--men-peptidaso 

.., 	. 	 .., 	, 	 • - 	 . 	. - 	. 	. 
- - 	 - - 44 ttlyen-ya, nit:-  .: 	 ; 	 . 

' 	-, 	• '', 	' 	- 	- 	_ 
Ycac dinh co phai carbeto 	. 	; 

da 	 - 	- k-1-1-6-'ng,-TutHihian, 	ghi nhan sty xuong sita . 	. 

bit 	khi 	1 lieu carbetocin 70 	tiem hap, fat Bang cho con 	sau 	1111411 	 1.1g 

KHA NANG SEM SAN, PHI) NU CO THAI VA CHO CON 
BI.1 

Phu nit co thai 

Tach 	muc 	ve 
"Phu nit co thai 
va cho con bit" 
tir 	muc 	Canh 
bao 	va 	than 
trong ben tren. 
Cap nhat nhu 
thong tin duet 
duyet 	trong 
Toni 	tat 	d4c 
tinh san philm 

mai. 

, 
cikin' Carbetocin bi chong chi dinh trong thai ky va khong dircyc sir0 

de khOi phat chuyen da (xem muc CHONG CHI DINH) 

Phu nit cho con bil   

Khong co tic clang (tang ka nao do' i vai sis tier sita dtrgc bat) cao 
trong cac thin nghiem lam sang. MOt luting nhO carbetocin da 
dtrov cluing minh la truyan tir huyet Wang vao sita me cita phi nu 
cho con bil (xem phAn DnsE TiN1-1 DUKSC DONG HOC). MOt 
kro-ng nho &A/c bai tiet vao sita non hoc situ me sau rnOt lieu 
tiern carbetocin va sau do dirge tre so sinh nap vao dirge cho la bi 
phan hay bai cac enzyme trong dating runt am tre. 

KhOng can phai ham the cho con ba sau khi sir dung carbetocin. 

LAI XE VA SP-IPIG MAY MOC ANtI I-WONG CUA THUOC LEN ILIA NANG LAI XE VA 
VAN HANH MAY MOC 
Khong lien quan. 

TAC D4>NG4G41 
Khong 

TAXING TAC vol CAC THUOC KHAC VA CAC DANG TUONG 

TAC KHAC 
d:ac 	- 	-. 	- 	- 	- i-,---Nsi 

TVONG TAC VOT CAC THUOC KITAC VA CAC DANG 
TU'ONG TAC KHAC 

Trong the; thin nghiem lam sang, carbetocin da dirge sir dung ding 
,. 	-,, 	.4 	• 	'.. voi mot so thuOc gtam dau, thuec co thAt va thuOc gay to ngoai 

Ghtra ghi }tom} - ttfong-t-rie-tht6e 	. 	; 	- 	. 	. 
triic 	 CO kha Rang la carbetocin ce-tieri titian ehf,it ehe ve-e6u 	roi oxytocin, 

-x-ay 	Da 	nh4n tang huy6t-ap mOt--s;e4brffng-tatitu-&t+r-efFrP--tt., 	_F-e6-thera. 	ghi 
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co the lam thay doi to 

n 	-me-44,64 	cac -nhip- 
t-hb: vai thu6c gay to cycloproparie, 

i,ang khi-eltIng-o?Eytoc in 3  1 gib  

ding 	thu6c  gam  phong, be Ong diat,Gay te- bang cycloproparne 
,tocin, tao ra nhtrng ket-qua 

nhip ti-rn chain xoang o. 

mans drng hoac cot song va khong co tuang.tac thuilic" nao &roc 

sac dirh. 

Kitting c6 nghieri dm tuartg tac cu the nao dtroc thus hien. 

Vi carbetocin co lien quan chat the ve eau vac voi oxytocin, nen 

khong the loai tra su xuat hien cua cac tuang tac co lien quart den 

oxytocin: 

Tang huyet 4p nghiem trong da dirge bao cao khi oxytocin dirge 

dung 3-4 gib sau khi dieu tri du phong mOt thu6c co mach ding 

viii mot thu6c gay to phong be Ong ding. 

Trong khi ket hop vai ergot-alkaloids, nhu methylergometrine, 
oxytocin va carbetocin co the lam tang tac dung tang buy& ap caa 
cac thu6c nay. Neu oxytocin hoac methylergornetrine &roc dung 

sau khi dung carbetocin CO the c6 nguy co pho-i nhie'm tich Itiy. 

Vi cac prostaglandin da &roc biet lam tang cubng tae dung caa 
oxytocin, nen dieu nay ding c6 the xay ravai carbetocin. Do do, 
khong nen sir dung cac prostaglandin Tang thbi voi carbetocin. 
Neu chang &roc dung d'Ong thbi, benh titian can &roc theo doi 

can then. 

1\445t s6 thu6c gay me clang hit, chring han nhis halothane va 

cyclopropane c6 the lam tang tac dung ha huyet ap va lam giam 
toe dung caa carbetocin tren tir sung. Chang loan nhip tim da 

dtroc bao cao.ChO oxytocin trong khi sa dung ding thai. 

TYCING KY 
Trong tinh trang khong co nghien cirri tuning ky, think nay khong 

duds tren lan yeti cac thugs klthc. 

B6 sung nitic 
Turing ky, then 
yeu cat! dm 

Thong 	to 

01/2018/TT-
BYT 

TAC DVNG KHONG MONG MON TAC DUNG KHONG MONG MUON 
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inO lay thai chfoi--s 
- . 	. 	• tocin 	troag 

Nhibig bien co bat loi ctiia carbctoin quan sat dtrgc trong cac thir 
nghiem lam sang_ co ctimg loci va tan suit vol bien co bit 16i quan 

sat &rot vii oxytocin. cac  thir nschiem  Mm sang c6 Curt-loaf va tan suit  xtity ra  giOng nhtr cac  

phan tang phis ‘ai oxytocin.  Tiem ttnh mgch* -- Tom tat tong hop cite piton zing bcit loi 
-4-1-ien-quan (10 40% benh nhan) voi  

> 1/10 

Phan loci he 
co quan 

*Iliac  din va run. 
Cac phan (mg phki  it gap (1  5% benh  

ra  mo lie' 
nhip tim nhanh  va to 

Khong biet 
(khong the du 
doan tix 
nhang dit lieu 
hien co) 

> 1/100 va 
1/10 

inig-toc  dung khong mong muOf1 gap phaiM-1-ii sir 
Thieu mau 

Eituig--thuOc. 

Roi /can he 
than kinh 
RCii loan tim 
mach 

Roi loan 
mach matt 
ROi loan ho 
hap, 16ng 
ngtrc va 
trung that 

NhCrc dam, 
run 

coo
Ha huyet 

btimg 

Chong met 

Dau ngruc, 
kh6 tho 

Nhip tim 
nhanh, nhip 
tim cham***, 
loan nhip 
tim***, thieu 
matt ca 
tim*** va keo 
del khoang 
QT*** 

Trinh bay ular 
htrong 	din 
trong than to 
phan 
01/2018/TT-
BYT. 

Cap nhat thong 
tin nhu TOm tat 
dac tinh san 
pham moi duce 
duyet 

Roi loan be 
mau va bach 
huyet 

Rat pho bien Pho bien 
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R6i loan tieu 
hoa 

Buon non, 
dau bung 

Vi kim loai. 

non mica 

Red loan da 
ra mo dtrai 

da 

R6i loan ca 

xtrang và ma 

lien ket 

116i loan town 
than va vj tri 

tiem 

Naira 

Cam thy am 

Dau lung 

On lanh, dau 

* Dua tren cat nghien 	trortg sinh mO 
'A 

*** Duce bao cao cho oxytocin (co.  lien quan chat elle ye cau trOc 

vai carbetocin) 

Trong cac thfr nghiem lam sang d6.  m6 hal và nhip tim nhanh throe 

bac) cao nlur ntang truang hop clan 16. 

Tien: bk** - Tom teit tong kip cac phan frnghtlit (pi 

He ca quan 

R6i loan 
mau va 
bach buy& 
Rai loan he 
thAn kinh 

!Chong 	ph6 
bien > 1/1.000 
va <1/100 

Wein gap 

> 1/10.000 
va < 
1/1.000 

Thieu mau 

Nhay dAu, 
chang mat 

Run 

Khong biet 
(khong the dir 
loan ti.r nhirme 
dir lieu hien co) 
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Nhip tlm 
nhanh 

Bi tieu 

DO birng 

Kho tho' 

Ngita 

ROi loan tim 
mach 

Nhip tim 
chain***, loan 
nhip tim***, 
thieu matt ccr 
tim*** va keo 
dai khoang 
QT*** 

R6i loan 
mach matt 

R.6i loan ho 
hap, long 
ngoc va ,  
trung, that  
ROi loan 
tieu hoa 

R6i loan da 
va ma dual 
da 	 
Rol loan co 
xurang va 
ma lien ket 

Ha huy6t ap 

Dau uguc 

T. Bunn non, dau 
bung, non 

Dau lung, ye'u 
co 

Rol loan 
than va tiet 
nieu 
R6i loan 
town than va 
vi tritiem 

On lanh, sot, 
dau 

** Dira tren cac ngh.ien ciru trong trtrang hap sinh nga. am dao 

*** Dirac bao ca.o cho oxytoc in (c6 lien quan chat the ve cL trUc 

v6icarbetocin) 

Thong bap cho bac si nhfrng tac dung khOng mong muon 

g4p phai khi sir dung thutic. 
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QUA LIEU VA Xi.YTRi 

Qua lieu carbetocin co the lam tang hoat Ow tit cung cho du ca 

hay khong skr qua man vai thanh !ban nay. 	y 

Qua kith voi the can co manh (tang truong ltrc) hoac keo dai (co 

drng) do qua lieu oxytocin CO the dan den vo.  til cung hoac bang ' 
huyet sau sink. 

Qua lieu oxytocin co the dan den ha natri mau va nhiem d'Oc nuac 

trong cac twang hop nghiem trong, dac biet IA khi lien quan den 
viec nap qua nhieu dick. Vi carbetocin la mot cfOng d'ang dm 
oxytocin, nen kh6ng loai trir Idla nang xasy ra bien ce twang qr. 

Dieu tri qua lieu carbetocin bao gem dieu tri trieu chirng va k6 

tra. Khi ca du hieu hoac trieu chirng qua lieu xay ra, nen cho 

ngtthi me this  oxy. Trong trtrang hop nhiem d& nuck, dieu can 
thiet la phai han cite nap dich, thfic day lai tieu, b6 sung dien giai 

chinh xac va kiem soat co giat co the Ica),  ra. 

Cap nhat thong 

tin theo Tom 
tat dOC tinh san 

pham moi duct 
duyet 

Dtr-44€4,-VC HQC DAC TENH DU VC LY 

DiN.0 TINH DUVC LVC HQC 

Nhom dieu tri: Oxytocin va clang, (Tang 

Ma ATC: HO1BB03 

Cac dac tinh duqc IY va lam sang dia. carbetocin la. cac dac tinh 

dia. chit d6ng van oxytocin tac dung keo dai. 

Trinh bay 
thong tin D 'AC 
TiN1-1 DUOC 

1Y/ theo Tom 
tat dac tinh san 
pham mai ducfc 

duyet 

j‘ 	Z.  
),.,z 

in 	•• • 	' 	!wet 	- 	:- 	- 	z 	: 	• - C-aanlzhien dru 	 c6n2 a 	. 	. 	. 	. 
. 	 : - 	: : 	z 	: . : - 	- 	 .t. • r... 

ap 	Thai 	da-i-han, thi-*- 	el,,nhung, 	gian-441 

dm 	d6 0 	Mt sau khi sinh d•lefig-am-dae MOt nghien 	tham 	nhtIng phu 

• hien de' 	dinh lieu 	tient tinh . 	.: • • •; : . - 	. 	xac 	carbetecin 
. . 	- " . 	... 	. 	. 	. 

- : 	t 0 	 den tiem fin 	• 	- - 	: 	- . - .-.. - 	. 	.-.• . 	ug vao nga:141:4--nhat 

khi 	Tong 	14-phu MI dart duce ti;f-cung ce ft gay thon hai sau 	sinh. 	so co 
dap irng 	6,--3-pliti-nft sau khi-tiem 1-0 drng trong, khi khong ;hi nhan 	nae 

40 	 irng.140e-lieu-501-1-0-0-11-g jig, 12 fig va 	ug carbetocin Wong 
- 	,.. 	 m-tren &fee eafbeteei-u-da tao ra tir- - 	. 	. 

tfin-1-1-bent4ang-Elt-r-&-i-445,4 
lieu ditng 	de tao ra co drug Phan tich eae-beffh nhan thco s'a 	can 
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g6 

tririYng 
ho•p 

So phan :Ten
lieu 

(Pt) 

eiia-niot • 
G4 tang 
them 

(11g) 

tang thini 
lieu don 44-4ucie 

dtifi 

4-00 5 4- 4-00 4-09 14 
(4-00%) 

-50 1- 4- 	150 -5-0 III  
(100%) 

FT-0 a 

a 
2--. 20 

40 
20 

cc cane 

640 
(60-%) Khong 

4 4 	i 40 30 

6 a. 20 -10 

4 4 30 4-0 

-1- 4-0 cirne Khong, -o 

9 4- 4-0 -1-0 

4-0 4 4-0 4-0 

-1-4 -1- -1-0 -1-0 

-1-5 4- -1-0 -1-0 

4-1- 5 4-0 4-0 0:44.99/0 

4'4 5 4-0 g 

44 4 8 g 

-1-6 6 4-2 co cu•nge  Kiieffg 

44 5 4-0 co-e-Urrgd  Khiong 

a- 	D0 lieu-khen-g-phan tich dirge. B#041-nhan bao cao co co cirnR 

'eat- 	.2-phat-sawk-h-i-tiein-1-4a-dati-tien,-t-i6p-  thee- W.) 	g 5  phift--s-a-u- 
ti .. 411441.4._ettei_euff„. 

Da lieu khong plia-n41e4-1-ducre-.-Benh -nhaa bao cao e6-ee-th-ng 

bat--44-uz3-thiu-satt khi tier-41Zia-4A+t4i-e• 
han tick throe. Benh nhe,n-bae-eae-k-heng-e6-e-e 

Gieng nhir oxytocin, carbetocin lien ket co chin loc vett cac thy 
the oxytocin trong co trop cita tir cung,.kich thich cac con co that 
nhip nhang caa tir cling, tang tan so cac con co that hien co va lam 

tang trisong lye caa Co tir cung. 

Teen to cung sau sinh, carbetocin có kha rang lam tang tOc dO va 

lyc co bop tir cung tir phat. Srt khoi phat caa can co tir cung dien 

ra nhanh thong sari khi tiem tinh mach hoac tiem bap carbetocin, 
veri mot can co cang xuat hien trong yore. 2 phat. 
Met lieu duy nhat 100 microgam tiem tTnh mach hoac tiem bap 

sau khi sinh fa dude duy tri co bop tir cung, ngan flush mat truang 

lire tir cung va chay mail qua nhieu so vOi truyen oxytocin keo dai 

trong vai 

Hieu qua lam sang va an town 

Hieu qua dia carbetocin trong phang ngira bang huyet sau sinh do 

mat trircmg 	tir cung sau me lay thai dirge thiet lap trong mot 
thir nghiem ngau nhien, sir dung tint& doi chUng, ma dOi, gia doi, 
nhom song song dirge thiet ke tie thiet lap hieu qua va dO an toan 

cua carbetocin so voi oxytocin 25IU. Sau tram nam mircri chin 
(659) phy ni tang thai khoe manh trai qua me lay thai tir chop 
duai gay to ngoai mang cirng da dirgc tiem carbetocin 100 ugfml 
dirai clang lieu bolus tiem tinh mach hoac oxyctocin 25 1U khi 

tiem truyen tinh mach 8 gio.. 

Ket qua phan tic h tieu chi chinh, nhu cau can thiep bang be sung 

oxytocin, cho tha.'y rang 15 (5%) doi tugnu dugc tiem tinh mach 
carbetocin 100 utg can phai can thiep bang 136 sung oxytocin so 

vai 32 (10%) doi tuong trong nhom oxytocin 25 11.1 (p = 0,031). 

Hieu qua cim carbetocin trong phong ngira bang huyet sau sinh 
nga am ciao dirge thiet lap trong mot thir nghiem ngriu nhien, sir 

dicing thuec doi chUng, mu doi. Trong tong se 29645 doi Wong 
dirge chip ngati 'linen dirge tiem bap duy nhat lieu carbetocin 100 
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Sau ldii tiorn tinh mach. carbcteein-tee-dafth len tir cung trong 
jan tac dpag cna mot lieu din 

carbetocin tiem firth-ma- 

DOC BONG HQC 

Thai gia ' 	' = 1 • 	. 	O.  pity nir khong co thai da duvc 

ghi nhan la 5,5 ± 1,6 phut-va-thei-gian-ban-t-hai can carbeteeiri-&-pho-na,  

Meng co thai la 11 -1- 11,9 phat sau 1 lieu tiem tinh  maeh 100 p.g, cho 
hong nay. Thanh thai 

embeteeM4r-eo-the (ca thanh thai toan phan va thanh tha-i-thae)vit--the 

tichphan be &rang nhu--1Eheng-phy41=mac lieu, trong khi neng de dinh 

caa 	thuec treng-hit-tu 	 cong nerig 

voi  lieu 

1E a 

oxytocin, dugc dao thQi chi yeu 

tinh mach dugc trinh 

bay trong bang dtrai day: 
Tom tat-eae-t-Mag- 4)-61qt:46:H0.9e 

Tiem tinh mach 

400 	tiem jig 800 	tiern µg Thong so 
tinh mach tinh mach 

Mac 	binh 719,2±131,0 1.370,4±211,9 AUC (0 den 1) trung 

(Pefflif111-4 1.733 -1,1-48 

Eat -11.4-k-trurvg-hirth 0,595±0,039 0,549-1-0,105 

(-,Lmiff) 0,462 0,696 0.126 0,711 

Clr 11 /24-6,e-tr-tmg-H-n-h 0,004±0,002 0004±(),002 

(L/min) 0.002 0,007 0.002 0,007 

de thari-gian (AUC0.4 

tang. 
Kilealig_07744,44+_earbete  

than, 

El- 	Dir lieu khong-pha-ti-t-le-h-dtr-ge:-Berth nhan bao-cao 	ce-eite-etaa-co p.g hoc oxytocin 10 IU. Doi .vai tier, chi chin]) dia mat mau >500 

fo rang bat dau 1 phi t 	 h : 	khi Um. 	mL. hoac sir dung them thuec co hei tir CIE-1SL tle tuong tu da <tat 

dugc cr ca hai nhom dieu tri (carbetocin: 2135 doi tugng., 14,47%; 

oxytocin: 2122 dal tugnu,, 14,38%; nguy co tuong dOi [RR] 1.01; 

95 % CI: 0.95 den 1.06). chimp-, mink sir khong thua kern caa 

carbetocin so voi oxytocin lien quan den ti'eu chi chinh. 

Benh nhan nhi 

Trong qua trinh phat trien lam sang cua carbetocin de phang 
ngira bang huyet sau sinh itga am dao 151 pha nu tir 12 den 18 

tuei dirge tiem carbetocin vai lieu khuyen cao 100 up,-  va 162 

phy nir dugc tiem oxytocin 10 IU. Hieu qua va an toan la tuong 

qt.  (.16i vai hai nhanh dieu tri a nhang benh nhan nay. 

DEC TINH raw DQNG HOC 

Dirac deng hoc caa carbetocin da dugc nghien ciru tren dei tuong 
nu khoe manh. Carbetocin cho thay thai trir hai pha sau khi tiem 

tinh mach vai dugc dung hoc tuyen tinh trong pham vi lieu 400 
den 800 microgam. Thai gian ban hay tan ding trung binh la 33 

phat sau khi flew: tinh mach va 55 phat sau khi tiem bap. Sau khi 
tiem bap, neng de t6i da dat dtrgc sau 30 phut va sinh khet dung 

trung binh la 77%. The tich phan phi trung binh a trang thai can 
bang gia (Vz) la 22 L. De thanh thai a clang khong del thap, vai 

<1% lieu tiem dugc bai tiet qua than & dang khong thay 

Sau khi tiem bap 70 jig carbetocin cho 5 ha me cho con ba khoe 
manh, n'ong de carbetocin da dugc phat hi'en trong cac saa me. 

Ming de dinh trung binh trong sira la duai 20 pg / rriL, thap hoe 

khoang 56 lan so vai trong huyet tuo-ng tai thai diem 120 phdt. 

Du LIP AN TOAN TIEN LAM SANG 
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GIRT binh 0,515±0,103 0^591-10-4.989  

045-8-0,6-92 
NUrc truuig 

0,433 0,735 (timin) 

Ve 

(h)  

8,38±-177-8 9,27±2,9-8 

5,2. 	13,6 6,4±11,3 

Miro 	bi-nh trun2 5,54±1,6 6,45±1,14 

03-1-41)  5,1 8,2 3,3 7,8 

Muc 	binh 41,0±11,c' /12,7±10,6 Beta 1-11 trung 
23,7 59,2 3-9,3 49:1 (mir,) 

1'4Crc tru-ng-binh Cmax 

(-Oh  
tx 

(rfti-ri) 

1i 	trung birth c 

Muc trunf,- binh 

Pre 

(-vu) 

0,68±0.30 Mire trung binh 07-7-0±-0T30  
0,12 1,20 0,36 1-T14 

ALIC - dien tich • 
Winin-thai thin, CInr - thanl 

trung tam; alpha `- 
do, 	 thai gian de dat 

% sinh khi dung-e0a 	 carbetee-in, 

QuA—Ella;  
QuAl14-eat4Rtocirree-t-116-ni-tang clic the dung ve dirge ly. Vi vay,  144 

ang-eaFbetoc in sau sin-It-vat:" • 	̂ 	" 	hot 4E 	it 

et.ing-va- 4-au- t-4-eu-ng,-ViZ.k..-  tri-lien-bae-g4n-retien-trj 	 4i40 

tri h6  

Du lieu,tien lam sang cho thay khong co nguy hiem dic biet nao 

tren rigtroi dua ten cac nghien cau thong thlrbng ve dugc cyan 

toan, d6c tinh lieu lip lai, nhiem d6c gen va dung nap tai che. 
MOt nghien cuu d6c fifth sinh san a chuOt vOi viec dung thuoc 
hang ngay tir khi de den ngay cho con ba thir 21, cho thay giam 
sir tang can dm chuOt con. Khong quan sat thAy tac dung dOc hai 

nho khac. Chi dinh nay khong dam bao cac nghien cuu ve.kha 

Jiang sinh san hoc dee tinh phoi. 

Cac nghien cum gay ung thtr da khong dtrgc thuc hien vai 
carbetocin do tinh chit lieu duy shat dia chi dinh. 

Chuyen len sau 

mac Throng tic 

voicacthuoc 
khac va cac 

dang twmg tic 
khac 

Cong ty ti,r cap 

pi& dieu kien 
bao pan va 
bao bi &mg gal 

1Wi-D-LING 

36-thin-g-kt-44-4  Figny set-n-Kutk 

O 	 OUAN 

QUY CACH DoNG Go' 
I-16p 5 lo x I mL. 

I-14.N DUNG 
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cap 1 tir ngay 
05/06/2018 nhir 

&roc du)* 
trong cong van 

10129/QLD-
DK. 

Cap nhat trinh 
hr cac muc theo 
thong to nhan 

01/2018/TT-

BYT. 

B6 sung tier' 

chudn chdt 
Itrong thutic. 

Cap nhat font 

chit.  cho cdc 
nha sari xuat 

36 thang ke tir ngay san suit. 

BAD QUAINT 

Gill.  19 thu6c trong bao bi g6c de tranh anh sang. 

Bao quan dual 30°C. 'Chong lam dOng lanh. 

Dimg thu6c ngay sau khi dd ma lo thu6c. 

TIEU CHUAN CHAT LUQNG: Tier' chudn nha san xudt 

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

NHA BONG GOI: 
Ferring International Center S.A. 
Chemin de la Vergognausaz 50, 

1162 St.Prex, Thuy Sy 

FABA-I-VN-03.01_CCDS ver 3.0 

DURA-TOQN-phai-Lawe-bae quan 	44r-trang-t-4404411-R-89-C) 

D-U-14.A-T-OGI-N-Khetc--ldm-elent*nh,  

0.14n-g-t-hu-Lie ng'y sau khi Ala ma lo thu6c. 

fAl-tlftf4-*a-tjam-' tay-e-tio4E- 	cm. 

Khoffg-dilitg-t4, vu4e-q-u441#11-sii-dting-€1, 

QUY CACH BONG GOT 

44411-5-6fkg-*-1-mL 

isivt_safFiajit÷.  

FERRING GmbH 

Wittland 11, 
24109 Kiel, Dirc 

Ntit-dinig-gek 
Ferring International Center S.A. 
Chemin de la Vergognausaz 50, 
CH  1162 St.Frex, Thu)/ Sy 

Ghi chit: abc: ThOng tin bi xoa bo 

abc: Thong tin duve them vao 
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