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RANCANGAN UNIT BOX REGIVELL INJEKSI EKSPOR VIETNAM

Bahan : Art carton coated 310 gsm, finishing varnish waterbase

Spesifikasi :
Ukuran :
Panjang
Lebar 1 25 mm
Tinggi : 105 mm
Warna :

: 175 mm

Nama obat, kekuatan obat, bahan aktif : Hitam

Blok warna

: Hijau tua (TC 4018) Gradasi (0-100%)
Logo Novell : Hitam

Penggolongan obat : Merah (TC 1605)

Teks lain
Colorcode
Huruf :

: Hitam
: Hijau (TC 4018), Merah (TC 1605), Hitam, Hijau (TC 4018), Merah (TC 1605)

Nama obat, kekuatan obat, bahan aktif : ZapfHumnst Dm BT
Logo Novell : CarmdITC Bk BT

Teks lain

: ZapfHumnst BT
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Bupivacain hydroch!
Dung dich tiém, uu

Chi diing tiém tay song
Khéng dugc diing tiém truyén tinh mach

THUGBC POC

Thanh phin: Méi mL chda:
Bupivacain hydrochlorid 5 mg

: mm/yyyy
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RANCANGAN LABEL STIKER REGIVELL INJEKSI EKSPOR VIETNAM

Spemhkam
Bahan : Semicoated Paper 70 gsm, Label Stiker
Ukuran:
Panjang :43 mm
Lebar : 35 mm
Diameter kelosan : 77 mm
Warna :
Nama obat, kekuatan obat, bahan aktif : Hitam

Kelas terapi  : Hijau tua (TC 4018) gradasi 0- 100%
Penggolongan obat : Merah (TC 1605)

Logo Novell  : Hitam
lain : Hitam
Huruf :
Nama obat, kekuatan obat, bahan aktif : ZapfHumnst Dm BT
Logo Novell GardeTC Bk BT

lain : ZapfHumnst BT
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Bx REGIVELL

Cdc dau hi¢u leu y va khuyén cdo khi diing thuéc:
THUOC POC
Thudc nay chi dung theo don thudc.

Doc ky huéng dan sir dung trude khi dung.

Dé xa tam tay tré em.

Thong bao ngay cho bac sy hodc duge sy nhing tic dung khong mong mudn gip phai
khi sir dung thuoc.
1. Thanh phan cong thirc thude
Thanh phan hoat chit: 0)7
Moi ml dung dich tiém c¢6 chira:
Bupivacain hydrochlorid............cccccovevinnininnnnenes 5 mg
Thanh phan td dwgc: Glucose monohydrat, kali chlorid, acid hydrochlorid, nuéc cat pha tiém.
2. Dang bao ché
Dung dich tiém
Mo ta: Dung dich trong sudt, khong mau. P pH: 4.00 - 6.00. Nong do osmol: 400-600
mOsm/kg.
3. Chidinh
Gay té tuy séng dé phau thuat (phau thuat tiét niéu va chi dudi, phau thuat bung).
4. Cach dung, liéu ding
Puong dung: Chi dung tiém tiy séng
Tiém tuy sdng chi nén duge tién hanh sau khi khoang duéi mang nhén da duoc thdy rd bang cach
choc do ving that lung. Khéong duge tiém thudce cho dén khi dich ndo tiy dudng nhu thoat ra tur
kim choc do tiy séng.
Céc khuyén cao vé lidu ding sau diy dugc xem nhu hudng dan sir dung vé lidu ding trung binh
cho ngudi 16n. Chua c6 béo cdo vé tac dung khi tiém tiry séng vugt qua 20 mg bupivacain.
Viéc sir dung phuong phép gy té tiy sdng & tré em doi hoi su hiéu biét k§ vé sy khéc nhau gitra
ngudi 16n va tré em dé c6 thé dung thude mot cach du lidu. Thé tich dich ndo tay thi turong dbi
cao O tré nho va tré so sinh. Vi vy & nhimg tré nay yéu cau dung lidu twong dbi cao hon tinh
theo kg can ning dé gy ra cung mot mic do phong bé. O tré nho, cac day than kinh it dugc
myelin héa, cho phép su khuéch tan dé dang va khoi phat gdy té nhanh hon. Triéu chimg ha
huyét ap thuong gap & ngudi lén sau khi phong bé tuy séng nhung it gap & tré em dudi 8 tudi.
Dung dich tiém Regivell c6 thé dung & tré em. Liéu lugng sir dung duge khuyén cdo nhu sau:
0.40 - 0,50 mg/kg dbi voi tré em cén ning dén S kg,
0,30 - 0,40 mg/kg d6i vi tré can nang 5 dén 15 kg,
0,25 - 0,30 mg/kg dbi v6i tré em can ning trén 15 kg.
Khai phat tac dung gdy té cham hon so véi lidocain va thoi gian kéo dai 1a 60 - 120 phut.
PhAu thuat tiét niéu va chi dudi kéo dai 2 - 3 gid, phau thut bung kéo dai 45 - 60 phut.
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Khuyén cdo liéu diang
Liéu dung trong bang la li?fu dugc cho la can thiét dé tao ra su phong bé thanh cong va duge xem

nhu huéng dan st dung vé liu ding trung binh cho ngudi 16n. Vé sy phan bd va thoi gian kéo

dai, c6 sy dao dong 16n cia thude trén timg bénh nhan va khong thé xac dinh chinh xéc.

Tuw thé
bénh
nhin

Mirce gay té| Vi tri

-A ]
Liéu dung  |Kngi phat| Thei gian
phin trén | tiém i¢

ml mg pht gioy Chi dinh

Phau thuat chi dudi, tiét

‘ ni¢u va vung day chau. Luu

L1 L3/4/5| Ngoi [1,5-3|7,5-15| 5-8 2-3 y: Bénh nhan nén nim 2-3

phut sau khi tiém hodc khi
bénh nhéan than mét.

Phau thuat bung dudi (ké

T5 12/3/4| Nam [3-4(15-20| 5-8 15-2 e
ca mo lay thai).

5. Chong chi dinh

*  Da biét qua miin v6i thube gy t tai chd thuge nhomamid. Dy

e Nhiém khuan huyét. -

. 'Bénh Iy hé than kinh trung wong cép tinh hoat dong, nhu viém mang ndo, viém tuy xam va
xuat huyét ndo.

e Nhiém khuan da gay sdt tai hodc 1an can chd choc do.

o Sdc do tim hodc soc do giam thé tich mau.

R&i loan dong méu hodc dang diéu tri bang thude chéng dong.

e Nén dung bupivacain cin than ¢ nhitng bénh nhan dang dung cac thudc c6 lién quan vé cdu
tric véi thude gay té tai chd, vi cac doc tinh cong luc.
6. Canh bao va than trong khi dung thude
Gay té tuy séng chi nén duoc thuc hién boi hodc dudi sy giam sat cua cac bac si lam sang ¢o kién
thirc va kinh nghiém cén thiét.
Gdy té tiy song chi nén tién hanh trong mot phong méd dugce trang bi ddy du trong do tit ca dung
cu hdi sirc va thude can thiét c6 sin ngay. Bac si gdy mé phai ludn c6 mat cho dén khi cudc phiu
thuat hoan tat va phai theo dai su phuc hdi cua bénh nhan cho dén khi cam gidc té qua di.
Nén thiét lap duong truyén tinh mach, chang han truyén tinh mach trude khi bat dau gay té tiy
song. Bit ké 1a dung dudng géy € tai chd, van co thé xay ra ha huyét ap va nhip tim cham. Nén
phong ngira diéu nay bing cach cung cdp dich truée cho tuan hoan bang dung dich chét 4 tinh
hodc dung dich keo, hodc bing cach tiém mot chét gdy co mach nhu ephedrin 20 - 40 mg tiém
bép, hodc diéu tri tirc thi vi du dung ephedrin 5 - 10 mg dudng tinh mach va lap lai néu can.
Ha huyét 4p thudng gap & nhing bénh nhan bi giam thé tich mau do xuét huyét hoac mét nuée va
& nhitg ngudi bi tac dong mach chu bung va tinh mach chu dudi do khdi u & 6 bung hoic do tir
cung khi mang thai vao giai doan cudi cua thai ky. Ha huyét 4p kém dugc dung nap & nhitng bénh
nhan bi bénh mach vanh hoac bénh mach mau néo.
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Gay té tuy song c6 thé khong du doan duoc va nhitng sy nghén rat nang doi khi xay ra véi liét co
gifm suon, dic biét trong khi mang thai. Trong trudng hop hiém gip c6 thé cin phai hd tro hodc
kiém soat sy thong khi.

Réi loan than kinh man tinh, nhu bénh xo clng rai rac, liét nira ngudi trude diy do dot quy v.v...,
khong duoc cho la bi anh hudng c6 hai boi gy té tuy séng, nhung can phai than trong.

Luu y: Vi gy té tiy song c6 thé duge chon lya hon gdy mé toan than & mdt s& bénh nhan c6
nguy co cao, nén thir cach nay dé toi wu hoa tinh trang toan than cia nhimg bénh nhan nay trudce
khi md khi thoi gian cho phép.

7. Sir dung thude cho phu nir ¢6 thai va cho con bu @1

Phu nit ¢ thai _

Hop ly dé cho rang mot dan s6 16n phu nit ¢6 thai va phu nit trong do tudi sinh san da ting dung
bupivacain. Cho dén nay chua cé bao céo vé cac rdi loan dic hiéu ddi véi tién trinh sinh san,
nhu ting tin suét di dang.

Pi quan sat thiy giam s6 chudt con sdng s6t & chudt cong va tac dung lam chét phoi & tho khi
bupivacain hydroclorid dwgc dang cho nhitng loai nay & cac lidu gép 9 14n liéu hang ngay t6i da
duoc khuyén cdo & nguoi (400 mg) dbi véi chudt cong va gip 5 1an liéu hang ngay téi da duoc
khuyén cédo & ngudi (400 mg) dbi véi thé. Chua co cac nghién ciru day du va dugce kiém soat tot
& phu nir ¢6 thai vé tac dung cua bupivacain trén thai dang phat trién. Bupivacain hydroclorid chi
nén dung trong thai ky néu lgi ich du tinh cao hon nguy co ¢6 thé c6 déi véi thai.

Phu nir cho con bii

Bupivacain di vao sitra me¢ nhung véi nhitng lugng nho. noéi chung diéu nay khong cé nguy co
anh huong dén tré so sinh.

8. Anh hwong ciia thudc 1én khi ning l4i xe va vin hanh may méc

Ngoai tac dung gay té truc tiép, cac thudc gay té tai chd co thé tac dung rat it trén chirc nang than
kinh va phéi hop van dong, ngay ca khi khéng c6 ddc tinh rd rét dbi voi hé than kinh trung wong,
va ¢6 thé lam suy giam tam thoi kha nang vén dong va trang thdi tinh téo.

9. Twong tic, twong ky cia thude.

Twong tc clia thude

Nén sir dung than trong bupivacain ¢ nhing bénh nhin dang dung céc thude khac gay té tai chd
hodc cdc thube c6 lidn quan vé cdu tric voi thube gdy té tai chd nhom amid, nhu mot sb thube
chéng loan nhip lidocain va mexiletin, do tac dung doc toan thin cong lyc.

Céc nghién ctru vé tuong téac ddc hidu cua bupivacain va cac thuéc chong loan nhip nhém III
(nhu amiodaron) chua dugc thyuc hién, nhung nén than trong.

Twong ky cta thude , ,
Do khong c6 cac nghién ctru vé tinh twong ky cua thudc, khong tron 1an thude nay vai cac thude
khac.
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10. T4c dung khéng mong muén

Tong qudt

Danh muc céc tac dung khong mong mudn

Nhung tac dung khong mong mudn cua Regivell cling tuong tu véi nhung tac dung khong mong
mudn ciia cac thude gay té tai cho tac dung kéo dai dung gay té tuy sdng.

Céc tac dung khong mong mubn duge trinh bay theo cuong d§ nhu sau: rat thuong gip (>1/10),
thucrng gép (>1/100 dén <1/10), it gip (>1/1000 dén <1/100), hiém gap (<1/10000 dén <1/1000),
rat hiém gap (<1/10000) hoac khong 13 (khong ude tinh dugc tir dit lidu 6 san).

Bang tac dung khong mong muédn

H¢ co quan Tan suit T#c dung khéng mong muon
R6i loan hé mién dich Hiém gap Céc phan mg di ung, soc phan
5
R&i loan hé than kinh Thuong gap Pau dau sau choc do mang
cuing
It gap Di cam, loan cam, yéu co
Hiém gap Phong bé tiy song hoan toan
O)T do vo y ligt chi dudi, liét,
bénh than kinh, viém mang
- nhén tuy.
R6i loan tim Rét thudng gap Ha huyét ap, chdm nhip tim
Hiém gap Ngtrng tim
Rbi loan ho hap, nguc va | Hiém gap Suy ho hép
trung thét
Roi loan hé tiéu hoa Rét thuong gap Buon non
Thudmg gap Noén
R&i loan co xwong va md lién | It gap Yéu co, dau lung
két
R&i loan than va tiét niéu Thuong gip Bi tiéu, tiéu khong kiém soét

Kho phéan biét nhitng tac dung khong mong muon cta thude gy ra so véi nhimg tac dong phong
bé than kinh (giam huyét ap, nhip tim cham, bi tiéu tam thoi), cac bién ching truc tiép (tu mau
tuy. ap xe ngoai mang cing) hodc gian tiép (viém mang ndo) xay ra do cham ctru bfmg kim hoac
nhitng bién chimg do ro ri dich néo tuy (dau dau sau choc do mang cimg).

Dac tinh toan than cép tinh

Str dung Regivell theo ding khuyén cdo s& khong lam néng do thude trong méu cao téi mic ¢6
thé gay doc tinh toan than.

Tuy nhién, néu stir dung dong thoi véi nhitng thudc té toan than khéac c6 thé lam tang doc tinh va

gay ra doc tinh toan than.
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Ddc tinh toan than hiém khi lién quan dén qué trinh gdy té tuy séng nhung c6 thé xay ra néu vo y
tiém trong mach.

Téac dung khong mong muén toan than gdm té ludi, chong mat, choang vang, run, sau d6 la co
giat va roi loan tim mach.

Diéu tri doc tinh toan than cAp tinh B

Khong can didu tri cac triéu ching doc tinh toan thin & mac do nhe nhung néu xay ra tinh trang
co git, phai dam bao cung cap day du oxy va cit con co gidt néu con co giat kéo dai trén 15-30
gidy. Cung cap oxy qua mit na va néu can thiét co thé su dung thiét bi hd trg hodc kiém soét ho
hap. C6 thé cat con co giat bang cach tiém tinh mach thiopental 100-150 mg hodc tiém tinh mach
diazepam 5-10 mg. C6 thé thay thé bang cach tiém tinh mach succinylcholin 50-100 mg trong
truong hop béac si co kha nang dat noi khi quan trén bénh nhan liét hoan toan.

Nén diéu tri liét ho hap xay ra do phong bé tuy séng hoan toan hodc & mirc do cao bang cach duy
tri dudng thd va cung cip oxy bang thong khi hd tro hodc kiém sodt.

Diéu tri ha huyét ap béng cac thude co mach nhu tiém tinh mach ephedrin 10-15 mg va lap lai
cho dén khi dat mirc huyét ap dong mach mong mudn. Co thé bu dich, dién giai va nhiing chat
keo qua dudng tinh mach nhanh dé x tri tinh trang ha huyét 4p nghiém trong.

Tré em

Nhimng tac dung khong mong mudn & tré em twong tu nhu trén ngudi 16n. Tuy nhién, khé phat
hién nhiing triéu chimg sém cua doc tinh thudc té tai chd trong trudong hop dung thude dé an than
hodc gay té toan than.

“Thong bao ngay cho bac sy hodc dugc sy nhitng phan ting c¢6 hai gap phai khi sir dung thude™.
11. Qué liéu va cich xir tri

Néu céc thude gay té tai chd khac duge dung dong thoi, tac dung doc s& cong thém va co thé gay
ra phan mg doc toan than.

Nhitng tinh trang khan cép do thubc gay té tai chd néi chung lién quan dén ndng dd cao trong
huyét tuong gap phai trong khi sir dung thude gdy té tai chd dé diéu tri hodc vo y tiém dung dich
gdy 1é tai chd vao dudi mang nhén.

Xir tri cdp ciru dbi voi thude gay té tai chd: Piéu cAn xem xét trude tién la van dé du phong, tot
nhét 13 theo ddi cin than va thudng xuyén vé cac ddu hiéu sdng vé tim mach va hé hap va tinh
trang ¥ thirc ctia bénh nhan sau mdi I4n tiém thudc gay té tai chd. Khi c6 déu hiéu thay dbi dau
tién, nén cho thd oxy.

Budc dau tién trong viée xir tri phan tmg ddc toan than cﬁng nhu su thong khi kém hodc ngimg
tho do vo ¥ tiém dung dich thude vao duéi mang nhén, bao gdm chi ¥ 1ap tic dé thiét 1ap va duy
tri thong ducmg the' va thong khi hd tro hodc ¢ kiém sodt mdt cach hiéu qua voi oxy 100% bang
mot hé théng c6 kha ning tao ap luc duong ¢ duong tho ngay bing cach dung mat na. Piéu nay
c6 thé ngén nglra cac con co giat khi chung chua xay ra.

Néu céan, sir dung céc thudc kiém soat co giat. Tiém bolus tinh mach 50 mg dén 100 mg
succinylcholin s& lam bat dong bénh nhan ma khong trc ché hé than kinh trung vong hodc hé tim
mach va l1am dé cho sy thong khi. Mot liéu tiém bolus tinh mach 5 mg dén 10 mg diazepam hodc
50 mg dén 100 mg thiopental s& cho phép sy thong khi va lam mat tac dung kich thich hé than
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kinh trung wong, nhung nhitng thudc nay ciing lam tGc ché hé than kinh trung wong, hd hép va
chic nang tim. cong thém vao su suy yéu sau con co giat va c6 thé din dén khé tho. Cac
barbiturat, thuéc chéng co giat hodc thude gidn co dung dudng tinh mach chi nén dung cho
nhimg nguoi da quen dung nhing thudc nay. Ngay sau khi tién hanh cac bién phap vé thong khi
ndy, nén danh gia sy ddy du vé tudn hoan. C6 thé can dung céc dung dich duomg tinh mach dé
diéu tri hd tro suy tudn hoan, va khi thich hop thi ding mét thudc giy co mach cin ¢t vao tinh
trang l14m sang (nhu dung ephedrin hodc epinephrin dé 1am ting luc co bop cotim).

Pat 6ng ndi khi quan, dung céc thude va k¥ thuat quen thudc v6i bac si lam sang c¢6 thé duge chi
dinh sau khi diing mat na oxy khoi dau néu khé duy tri thong duong thé, hodc néu ¢ chi dinh hd
tro thong khi 1au dai (hd tro hodc kiém soat).

Céc dir liéu 1am sang méi ddy tir nhitng bénh nhan bi co giat do thudc gay té tai chd da cho thay
su phat trién nhanh thiéu oxy, tang carbon dioxid huyét va nhiém toan do bupivacain trong vong
mot phit khoi phét co giat. Nhitng quan sat nay goi y la su tiéu thu oxy va san sinh carbon dioxid
tang cao trong co gidt do thudc gy té tai chd va lam ndi bét tim quan trong ctia sy tang thong khi
tire thi va ¢6 hiéu qua vai viée ding oxy ma co thé tranh duge ngimg tim.

Néu khong duoce diéu tri ngay, cac con co gidt kém thiéu oxy, tang carbon dioxid va nhiém toan
cung v6i suy yéu co tim do tac dung truc tiép cua thudc gay té tai chd co thé din dén loan nhip
tim, nhip tim cham, suy tim thu, rung that hodc ngimg tim. Cac bat thuong vé ho hép, bao gom
ngimg thd co thé xay ra. Kém thong khi hoic ngimg thd do vo ¥ tiém dung dich thudc gy té tai
chd vao duéi mang nhén c6 thé gy ra cac ddu chimg twong tu va cling dan dén ngimg tim néu
khong c6 su hd trg thong khi. Néu xay ra ngimg tim, dé cép ciru thanh cong c6 thé phai can dén
nd luc hdi stre 14u dai.

12. Pac tinh dwge lye hoc 6)7

Phan loi tdc dung duwge 1y: thude gy té tai chd, nhém amid

Ma ATC: NO1B BO1

Bupivacain la thude gay té tai chd tac dung kéo dai thude nhom amid.

Tac dung gian co chi dudi mire do trung binh.

Phong bé van dong co bung.

Regivell co ap luc cao va su phén tdn ban déu cua thube vao ndi tuy mac bi anh huong boi trong
luec.

13. Dic tinh dwoe dong hoc

Khoi phat tac dong nhanh va tac dung kéo dai. Vi dy: cac phén doan T10-T12; kéo dai 2-3 gio.
Gian co chi dudi kéo dai 2 - 2,5 gio.

Phong bé co bung kéo dai 45 - 60 phut. Thoi gian phong bé van dong khong vugt qua thoi gian
giam dau.

Duoc dong hoc ¢ tré em ciing tuong tu ngudi lon.

Dir li¢u an toan tién lAm sang

Hoat chét bupivacain hydrochlorid da dugc lam rd.

14. Quy céch déng goi. Hop 1 vix 5 dng 4 ml.

15. Diéu kién bao quan: Bao quan ¢ nhi¢t d§ khong qua 30°C, tranh anh sang.



16. Han dung: 36 thang ké tir ngay san xudt
17. Tiéu chuén chat lwgng cia thude: Tiéu chudn co s¢ ®7
18. Tén, dia chi cua co sé san xuit thudc.

PT NOVELL PHARMACEUTICAL LABORATORIES
JI. Wanaherang No. 35 Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia.
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