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HEMASITE

Hép 10 6ng x 4ml

Lan dau:......../.

| Thuéc tiém ]
| - Gay té phong be
| - Gay té ngodi mang cirng

HEMASITE

| San xudt tah Han Quc béi/ Manufactured in Korea by:

EAMYUNGMOON PHARM. CO., LTD.

| 901-1, Sangsin-Hi, Hyangram-Eup, Hwasung-5i, Gyeonggi-Deo, Kerea

San phim duge san wudt Uiee GMPAMIO +4 dUye chimg nhin bl Chinh phit Han Mude T

| [THANH PHAN] [BAD QUAN]
M&i bng 4ml chira: Bao quan & nhiét @b dudi 300C, ‘
Bupivacaine. HCI 21.12mg lrong duong tranh anh sang.
| Bupivacaine 20mg [TIEU CHUAN]
I Th dugo viea 40 ISP 3n |
. DE XA TAMTAY TRE EM |

[LIEU LUQ'NG VA CACH DUNG, CHI BINH,
THAN TRONG VA CAC THONG TIN KHAC]
Xem huéng dén sir dung bén trang hop

BOC KY HUGNG DAN sl DUNG
TRUGC KHI DUNG

Rx Prescription Drug [Gmp]

HEMASITE fnx nf 10 Ampoules x 4mi

Solution for Injection
- Conduction anesthesia
- Epidural anesthesia

ALISYW3IH

DNNK:
SDI/ Visa No.: VA \,/ 3

S610 5/ Balch No.: FeE ) Lee M’ﬁﬂ“i‘/
Ngay SX/ Mfg. Date: o :
HODY Exp. Date:

This cwedicing io manufagtured in acroedance with Gand Manufacturing Praclices
{CMP) ao rocommended by WHO and il is cerified by Korean Government.

l See the insert paper inside CAREFULLY BEFORE USE

[COMPOBITION] [STORAGE CONDITION] T
Euch ampouls 4mi contoins Stora al tamperature helow 309C,

Bupivacaine. HC| 21.12mg eq. lo protact from light |
Bupivacaine 20mg |
Excipients ge [SPECIFICATION] |
[DOSAGE AND ADMINISTRATION, use 30

INDICATION, PRECAUTION, KEEFP OUT OF REACH OF CHILDREN

AND OTHER INFORMATION] READ THE PACKING INSERT |
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The content will be printed on ampoules

HEMASITE

Bupivacaine. HCI 21.12mg/4ml
Thuéc tiém 1 i~
- Gay té phong bé p.
- Gay té ngoai mang cieng *

BDATCIH NO.:

EXP. DATE :

Myungmoon I*harm. Co., LTS
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Rx Thude ké don
Boc ky hiedng dén siv dung trieéc fehi ditng
Neéw cin thém théng tin xin hoi y kién thijy thuée
Thudc chi dit dung theo s ké don cita bic 5.

HEMASITE

THANH PHAN , CONG THUC

M5bi éng (4 ml) chira:

Bupivacaine hydrochloride ( U.S.P) 21.12mg
Glucose 290.92mg

Sodium Hydroxide, Water for injection

DANG BAO CHI.
Dung dich tiém

DUQC bONG HOQC, DUQC LUC HQC

DUQC LUC HQC

Bupivacain 14 thudc gdy té tai cho thudce nhom am1d co then gian tac dung kéo dai. Thube
¢6 tac dung phong bé ¢6 hdi phuc_ su déin Iluyen xung than kinh do lam giam tinh thim
ctia mang té bao thén kinh ddi v&i ion Na*. Pac diém ndi bat nhit ciia bupivacain du co
phoi hop hay khong véi epinephrin 14 théi gian tac dyng dai. Co thé lva chon cac dung
dich tiém khac nhau; 2,5 mg/ml hay 5 mg/ml hay 7,5 mg/ml tay theo mire d¢ can phong
bé hé than kinh van dong nhiéu hay it. Bupivacain cé dgc tinh cao hon so vai mepivacaln,
lidocain hay prilocain. Vé théi gian tac dyng khdng c6 swr khac nhau nhieu giva ché phim
hupivacain chim vt khidng: chiva epinephrin. Thude oA thé gy & thin kinh lién suom,
gidim dau kéo dai 7 - 14 gid sau phiu thuit va cé thé gy 1€ tbt ngoai miny iy ning
binh trong 3 - 4 gid. Bupivacain con la thudc thich hop dé gay té ngoai mang cung lién
tuc. Rupivacain khong cé epinephrin con duoc dung dé gy 1é tlly song trong cdc phéu
thudt ti¢t nidu, chi duai, bung duéi, san khoa

DUQC PONG 11QC ‘ . ) )

Téc dé hép thu cta bupivacain phu thude vio téng lidu va nang dd thuae sir dung. vao
cach ghy té, su phan bd mach & vi tri tiém va su ¢6 mit clia epinephrin trong dich tiém.
Epineplrin vdl‘n(‘jng do thﬁp (1/200.000 = 5 microgam/inl) liun giam t6c 46 hap thu, cho
phép sir dung (ong lidu twong dbi 16n hon va kéo dai thdi gian gdy (€ Lai chd.

Bupivacain la thudc té ¢6 thoi gian tic dung dai voi nira doi 1a 1,5 - 5,5 gio & ngudi 16n
va khoang 8 gicr & tré so sinh. Ding nhiéu licu lap lai s& ¢6 nuén tuong tich liy chim.

Sau Khi tiéw bupivacain gay (I suong cang, ngodi mang vimg hode day thiin linh ngoai
vi, ndng @6 dinh bupivacain trong mau dat sau khoang 30 - 45 phut. Tuy thube dudng
tiém, thudc duge phan bd vao moi md cuia co thé & mitc d6 nao dé, ndng dd cao nhit thay
0 cdc co quan duge tudl mau nhiéu nhu ndo, co tim, phéi, thin va gan. Bupivacain c6 kha
ning gin vio protein hnyét nromg cao (95%). Bupivacain duge chuyén héa chil yéu &
gan, tao thanh 2, 6 - pipeco-loxylidin duéi dang lién hop véi acid glucuronic; chi co 3%
bupiva - cain duoc dao thai ra nuéc tidu duéi dang khéng déi. ﬁ
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CHi PINH
Gdy té phong be, Gay té ngoai mang cing

LIEU DUNG, CACH DUNG, PUONG DUNG

Ngudi 16n: Liéu t6i da 2mg/kg cho mdi lan sir dung. Liéu sir dung phu thuée véo vi tri
gay té, do tudi, va thé trang cua bénh nhan.

1. Gay té phong bé

-Phong bé dam rdi than kinh ving nach: 10-20ml thubc tiém Hemasite (50-100mg
Bupivacaine hydrochloride)

- Phong bé thin kinh lién swon: < 5ml thudc tiém Hemasite (< 25mg bupivacaine
hydrochioride)

2. Gay té ngoal mang cing:

- Gy té ngoai mang cing: 15-20ml thude tiém Hemasite ( 75- 100mg)

- Duy tri gdy t€ ngoai mang cung:

Lan tiém déu 10 ml, sau dé tiém 3,5,8 ml sau mAi 4-6 pier dé duy tri. Liéu sir dung tiy
theo mirc dg tac dong phdi hop giam dau an thin mong mubn va tudi tac clia bénh nhan,
3. Gay té dét song ciing:

Khi thoi gian gy té kéo dai, két hop epinephrine 0.005mg vao mdi 1ml dung dich
tiém.( epinephrine 1:20)

Liéu ding c6 thé tdng hay giam mét cach thich hop tuy theo tudi téc, bd phan géy té, vi
tri mo, triéu chiing, thé trang bénh nhan,

CHONG CHI DINII

Thube chéing chi dinh cho nhimg bénh nhan duai ddy:

1 Rénh nhan man cam véi thuéc. hodc véi cac thude gdy té tai chd dang amid, hay dj (mg
vOi Lt ky thanh phin ndo ctin thude.

2.8 voi giy (2 . oy r||m|5 ving

Bénh nhédn b1 xuat lmyez nghlém rong hoéac sOu,

Bénh nhéan bi viém hodc nhiém tring & ving du dinh tiém.

THAN TRONG KHI DUNG THUOC

1. Thudc cin duogc st dung than trong d6i véi nhiing bénh nhan sau:

Bénh nhén bi ching £bi lugn Uidn kinls trung wong.( D61 véi gdy 18 ngoai mang cimg)

Phu ntt ¢6 lhdl{Dun vOi gay té ngoai mang cimg)

Nguoi cao tudi (D6i voi gdy 1€ nguai mang cimg)

Bénh nhan sir dung thude chong dong méu holic bi cée bénl vé mau

Bénh nhén bi bénh cao huyét ap.

Bénh nhén bi di tit nghiém trong.

2. 'I'hén trong chung

D6i khi sdc hode nhitng triéu chirng nghiém trong c6 the xuit hién, nén cén chuan by
nhiing bién phap xir Iy ¢ip ciru kip thoi khi st dung thube gay 1€ tai chd.

Chua ¢6 cach nao dé ngan chin hoan toan phan tng phu, tuy nhién cin chii ¥ nhiing diéu
sau dé tranh trudng hep soc va nhimg triéu chimg nghiém trong.

- Theo dai thé trang ctia bénh nhan.
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-Ding nong do pha lodng néu c6 thé

- Cén sit dung liéu I]'lap nhat dé dat hiéu qua nhu mong muén

- Khi cén thiét, c6 thé can nhic viéc sir dung phdi hop véi thude ha huyét ap.

-( Gay té ngoai mang cimg) Trong truomg hop soc hodc nhiém doc nghiém trong, can
duy tri mach dé xir |y nhanh chéng.

-( Gay té ngoai mang cimg) Khéng duogc tiém vao mach mau va khoang dudi mang nhén.
-( Gay té ngoai mang cirng) Sir dung liéu thir nghiém truée khi ding liéu diy da dé kiém
tra tinh an toan
-( Gay té phong bé) Trong truong hop tiém vao noei ¢ nhiéu mach mau nhu dau, mat, a-
mi-dan, can sir dung liéu thip nhat cé thé

-(Gay té phong bé) khéng tiém vao mach méu.
-Tiém toc d6 cham nhét cé thé.

SU DUNG O PHU NU CO THAI VA CHO CON BU

Phu nit ¢6 thai : Khong sir dung thude cho phu nit ¢6 thai va phu nir cé kha ning mang
thai trir phi lgi ich cua viéc diing thude 16m hon kha ning gy hai cho thai nhi

Phiu ni nudi con bi: Bupivacain vao dugc sita me, nhung vaéi lirong it khéng gdy anh
huéng dén con, khi me ding & mirc d§ diéu tri.

TAC PONG CUA THUOC LEN KHA NANG LAl XE VA VAN HANH MAY
MOC _
Khéng lai xe va véin hanh may moc khi sir dung thuoe.

TUONG TAC THUOC

Bupivacaine va cac thubc gdy co mach (vi du epinephrine hoic norepinephrine) khang
duae sir dung ddng thivi & cic bénh nhin sau:

-Bénh nhin mAn eam vdi cac thube gay co mach

-Benl nhiin cuo huyél ap, xo cliing ddng mach, cuy tim, cutmg gidp.

Guy te phong be: g.’hf 2 tai, ngen ey, ngin chian hege 1dng gai,

Khi st dung véi cac thude gay co mach, can hét sire thin trong vOi nlidug Linh nhin sau:
-Bénh nhan dang sir dung thude gay mé dudng hé hap co chira nhom halogen ( nhur
[lalothanc)

-Bénh nhén dang diéu tri véi MAOI

-Nguoi 16m tudi

b co bao cao ve cdc tAc dung ¢ hai (Ang 18 Klii siv dung dong thoi véi Digoxin
Bupivacain twong tac véi cac thude chdng loan nhip nhém I nhur tocainid, lam ting thém
doc tinh.

Nén than trong khi diing bupivacain ¢ nguéi dang diing thude chdng lvan nhip c6 tac
dung gy té 1ai chd (nhu lidocain) vi ¢é thé gay ting doc tinh.

TAC DING KHONG MONG MUON

I; Soc Benh nhan can duogce theo di can than vi séc ¢6 thé xay ra. Ngimg sir dung thude
v tién hanh cac bién phap thich hop nhu ho hép nlidn tao, liéu phap oxy, sir dung dich
truyén natri carbonat va cac thudc ting huyét dp...trong truong hop xay ra cac phan iing
khong mong mudn nlir tut huyét ap, da xanh tdi. mach bét thuomg va truy hé hip

2 Céac phan img trén hé than kinh trung wrong:
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Bénh nhén cin dugce theo doi chit ché vi cdc tridu chirng nhiém déc nhr run, co giat .

cd lhe xdy ra. Ngung diéu tri va sir dung diazepam hodc cac barbiturate tac dung cuc
ngan (Thiopental Sodium) khi Xay ra cac triéu chung nay.

Cac tac dung khong mong muon trén hé than kinh trung wong cé thé la kich thich c6 thé
1a Ure ché va o thé c6 cac biéu 16 nhu bén chén, ngu ga, kich thich, chéng mat, lo dang,
budn nén, nbén. Bénh nhan cin duoc theo doi cdn thin dé tranh séc va tién hanh cac bién
phép thich hop khi xay ra cdc tac dung khéng mong mudn

3. Gan: Bénh nhén phai dugc theo doi than trong vi co thé xay ra tang céac chi s6 AST,
ALT, ALP khi sir dung thudc thoi gian dai trong duy tri gdy té ngoai mang cimg. Khi cac
tac dung khong mong mudn nay xay ra cin ngimg diing thudc va tién hanh cac bién phap
diéu tri thich hop.

4. Qua min: Céc bénh trén da nhu may day, phii ¢6 thé xay ra

Théng bdo cho bdc sy nhitng tdc dung khéng mong mudn gdp phai khi sir dung thudc.

QUA LIEU VA CACH XU TRI

Co giat toan than duoc xur tri bﬁng oxy va hd hip hd trg. Tang cuong thong khi co thé
lam giam manh déc tinh. C6 thé tiém tinh mach va tiém nhac lai nhimg lién nho
barbiturat ¢¢ thdi gian tdc dung ngan (thiopenthal 50 - 150 mg) hodc diazepam (5 - 10
mg). Co thé diing suxamethonium nhung chi ¢6 céc thay thuée gy mé mdi duoc quyén

chi dinh.

Suy tién hoan diroc xir tri bang cho thd oxy, dat dau thip, cho thudc cuong giao cam,
truyén dich. Truong hop vo tim thu hoac rung that, cén phai dugc hai sirc tich cuc, kéo
dai. Phai cho epinephrine va natribicarbonat cang som cang tot.

PIEU KIEN BAO QUAN
Bao quan & nhiét dd phang khéng qua 30°C, \ranh anh sang.

IIAN DUNG
36 thang 1d (i ugdy san xude ,

QUY CACH PONG GOI
116p 10 ong x 4ml

MYUNG MOON PHARMACEUTICAL., CO., LTD.
Address:901-1, Sangshin- Ri, Hyangnam- Eup. Hwasung City, Gyeonggi-Do, Korea
Tel: 822 553 5805 /Fax: 822 572 5192
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