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Buprenorphine Transdermal Patch
Each patch delivers 52.5 ug/h

Dé xa tim tay tré em.
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Hép 4 gal x 1 migng dan. Mbi m) n oo chita buprenarphin
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Rx — Thuéc bin theo don

TRANSTEC®52.5 ug/h
Buprenorphin
Miéng dén qua da
(Poc ki hiwdng ddn sir dung trude khi diing
Néu can thém théng tin xin hoi y kién bdc sp)

THANH PHAN

Mleng dan qua da TRANSTEC® 52.5 pg/h:

M&i miéng dén chira 30 mg buprenorphin.

Dién tich miéng dén chira hoat chét: 37,5 cm’ )

Toc dd giai phéng hoat chat: 52,5 microgram buprenorphin moi gid (trong thoi gian 96 gid).

Ta dwoe:

Nén dinh (cé chika buprenorphin):  [(Z)-octadec-9-en-1-yl] oleat, povidone K90, 4-oxopentanic acid,
poly[acrylic  acid-co-butylacrylat-co-(2-ethylhexyl) acrylat-co-vinylacetat] (5:15:75:5), lién ket chéo.

Nén dinh  (khéng chita buprenorphin): polylacrylic — acid-co-butylacrylat-co-(2-ethylhexyl) acrylate-co-
vinylacetate] (5:15:75:5), khong lién két chéo.

Lép phén cdch giita cdc nén dinh cé hodc khong cé buprenorphin: poly(ethyleneterephthalat) — 16p mong
Lép béi: poly(ethyleneterephthalat) — min.

Lép 16t tdch ra (¢ mdt trude I6p nén dinh c6 chica buprenorphin): poly(ethyleneterephthalate) - 16p mong,
silicon hda, dugc trang nhém trén mot mat.

MO TA
M1eng dén qua da.

Miéng dan c¢6 gbc tron, mau da, cé danh dAu:
TRANSTEC® 52.5 pg/h, buprenorphine 30 mg.

CHI PINH

Diéu tri dau trong ung thu mirc d6 vira dén ning, va cac loai dau khac mirc d6 ning khong dép ting véi cac thude
giam dau khéng opioid.

TRANSTEC® khong phu hop dé diéu tri cic con dau cép tinh.

LIEU LUQNG VA CACH DUNG
Liéu lirong
Bénh nhdn trén 18 tubi

Liéu cta thubc TRANSTEC® tay thuoc tinh trang timg bénh nhan (mc d¢ dau, loai dau dap umg cua bénh
nhén). Nén ding mirc lidu thdp nhit cé hiéu qua giam dau. C6 3 loai ham lugng clia miéng dan dé c6 diéu tri
phtt hop: TRANSTEC® 35 pg/h. TRANSTEC® 52,5 pg/h va TRANSTEC® 70 pg/h.

Lua chon liéu ban déu: Nhimg bénh nhan chua timg dung thubc giam dau nén bat ddu bing miéng dan ham
lugng thap nhat (TRANSTEC® 35 pg/h). Nhimmg bénh nhan trude dé da duoc gidm dau theo thang cda WHO &
buée I (thudc giam dau khéng opioid) hodc bude II (gidm dau opioid yéu) cling nén bét ddu bang miéng dan
TRANSTEC® 35 pg/h. Theo khuyén cdo cia WHO, khi chuyén sang diing miéng dén TRANSTEC® c6 thé
tiép tuc sir dung thude giam dau khong opioid, tity thudc vao tinh trang stc khde ciia bénh nhén.

Khi chuyén tir giam dau bude III (opioid manh) sang TRANSTEC® va chon ham lwong miéng déan ban dau,
can xem xét cac thude da ding trude do, cach dung va lidu trung bmh hang ngay dé tranh con dau xuét hién lai.
Nhin chung nén hidu chinh liéu theo ca thé bénh nhan, bat d4u bing miéng dan hém lugng thip nhat
TRANSTEC® 35 pg/h. Kinh nghiém 1am sang cho thdy nhitng bénh nhén da tu'ng duo’c diéu tri bang opioid
manh lidu cao hang ngay (mirc lidu twong dwong 120 mg morphin udng) cé thé bit ddu véi miéng dén ham
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lrong cao hon (xem muc Péc tinh drge e hoc).

Trong thoi gian tir khi bt ddu didu tri, didu chinh 1idu dén khi dat duge hiéu qua gidm dau, nén phdi hop thude
gtdm dau gidi phéng nhanh khi cén thiét.

Lya chon ham luong ciia thube TRANSTEC® phy thude theo nhu ciu gidm dau cia timg bénh nhén vi cin
duge kiém tra thudng xuyén.

Sau klii diing miéng dan TRANSTEC® diu tién, ndng dé buprenorphin trong mau tang chim & ¢ bénh nhan da
tng duge dung thude giam dau va ca bénh nhan chira diing thude gidm dau. Vi v@y hiéu qua ban diu cia thude
khdng xuét hién nhanh chéng. Do viy, dé danh gié hiéu qua gidm dau ban dau, can danh gia sau khi dung thude
24 gio.

Nén tiép tue ding cac thgéc gigm dau da dung trude do (ngoai trir opioid déan qua da) voi cung mie liéu trong
12 gi&r déu sau khi chuyén sang ding mieng dan TRANSTEC® va ding thudc gidi ciru phit hop trong 12 gid
tiép theo, khi can thiét.

Diéu chinh liéu va diéu i duy

Nén thay miéng dan 7RANSTEC® muén nhit 12 96 gid (4 ngay) sau khi dan. Dé thudn tién, ¢6 thé thay 2 lan
trong 1 tudn theo lich, vi du, vao cac budi sing thir hai v téi thu nim. Lidu lugng nén duge hiéu chinb theo ca
thé bénh nhan dén khi dat duoc hiéu qua giam dau. Néu hiéu qua giam dau khéng do & cubi thoi gian dung
thudc ban diu, thi nén ting lidu, bang cach dung hon mét miéng dén cling him lugng hodc chuyén sang mleng
dan ham lugng cao hon. Khéng ding nhiéu hon hai miéng dén, bét ky ham lugng nao, tai cing mdt thoi diém.

Trudce khi sit dung miéng dan TRANSTEC® ham lugng cao hon, cAn xem xét tong lrong opioid ¢in thém vao
khi bénh nhén ding miéng dan trude d6, vi du téng lrgng opioid cdn ding, va liéu cén hidu chinh theo. Nhimg
bénh nhén cin thude giam dau bd sung (trudng hop ¢6 con dau cép) thi trong phac dd duy trl cé thé diing thém
1 dun 2 vién djt dudi ludi buprenorphin 0,2 mg mdoi 24 gid cing voi st dung Imeng dén. Néu thudémg xuyén
cin phai dong 0,4-0,6 mg buprenorphin dit duéi ludi, thi nén chuyen sang ding miéng dan cd ham lugng cao
hon.

Bénh nhdn dudi 18 tudi

Do thube TRANSTEC® chua dugce nghién ciru trén bénh nhan dudi 18 tudi, khong khuyén cao sir dung thube &
nhitng bénh nhan dudi mirc tudi ndy.

Newdi cao tudi ez
Khéng cin hiéu chinh lidu thubc TRANSTEC® trén bénh nhén cao tudi. -

Bénh nhdn suy thdn

Vi dugc dong hoc cdia buprenorphin khéng bi thay ddi khi chirc ning thin suy giam, nén cé thé sit dung thudc
trén bénh nhin suy thén, bao gdm c¢a bénh nhin lge mau.

Bénh nhdn suy ean

Buprenorphin duge chuyén héa qua gan. Cudng d6 va théi gian tac dung cla thube cé thé bi anh hudng &
nhitng bénh nhan ¢6 chirc néng gan gidm. Do d6 bénh nhin suy gan can duge theo doi c4n thin trong khi ding
thuoe.

Cdch diung

Cén dén TRANSTEC® trén viing da nhin, sach, khéng kich tmg, khdng ¢é 16ng, khéng dan trén nhimg viing da
c6 seo lém. Uu tién d4n & ving da phia trén co thé, nhir viing lung trén hodc dudi xuweng don. Néu ving da con
16ng thi nén cét sach bing kéo (khong nén cao). Néu cin lam sach ving da dén thude, chi nén rira bang nude
sach. Khéng nén dung xa phong hoac bét ky chit tAy rira nao. Nén tranh sir dung cic sin phéim ding cho da ma
¢6 thé anh hwdng dén do bam dinh ciia miéng dan dén viing da dén thubc TRANSTEC®.

Da phii duge dé khé hoan toan trude khi dan. Miéng dan TRANSTEC® phai duge sir dung ngay sau khi ldy ra
tir bao bi. Sau khi bée cée Iop bido vé ra, dit miéng dén vao da réi ép chit miéng d4n bing long ban tay trong
khoang 30 gidy. Miéng dén s& khong bi anh hudng khi tdm bon, tim dudi voi nude hodc boi, nhing nén tranh
tiép xtc qua mirc véi nhiét (thm hoi, tri liéu bang tia hdng ngoai).

Nén giit miéng dén TRANSTEC® lién tuc trong 4 ngdy. Sau khi go miéng dan cfl ra, nén dan miéng
TRANSTEC® méi vao mdt viing da khac. Nén dé it nhit mot tuin trude khi dé4n miéng mdi vao ving da eii.
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Liéu trinh diéu tri

Trong moi trudng hop, khong nén dung thubc TRANSTEC® kéo dai hon mire can thiét. Néu cin thJel phai diéu
tri kéo dai bing TRANSTEC® do tinh chit va mirc d§ ndng cua bénh, can thue hién gidm sat cén than va
thudng xuyén (véi cac giai doan ngirng diéu tri, néu cn) dé xéc dinh viéc tiép tuc diéu trj ¢é can thiét khong va
o mirc d0 nao.

Netrmg diéu tri

Sau khi bo miéng dan TRANSTEC®, ndng d6 buprenorphin trong huyét thanh giam dan nén téc dung gidm dau
dugc duy tri trong mot khoang thoi gian nhit dinh. Pidu nay can dugc xem xét khi diéu tri bang TRANSTEC®
duge ndi tiép béi cac thude nhém opioid khac. Theo nguyén tic chung, khong ding mot opioid khic trong vong
24 gidr sau khi loai bo miéng dén TRANSTEC®. Hién nay, chi cé rat it théng tin vé liéu khoi ddu cia cac opioid
khéc sau khi ngimg ding miéng dan.

CHONG CHI PINH
Chéng chi dinh TRANSTEC® trong cac trudng hop:
- Bénh nhén qué man voi hoat chit buprenorphin hoic voi bt cir ta duge nao (xern muc THANH
PHAN).
- Bénh nhan phu thudc opioid va diéu tri cai nghién ma tuy.
- Céc tinh trang ma trung tAm va chirc ning ho hép bi suy giam nghiém trong hodc cé thé bj nhu vay.
- Bénh nhan dang dung thudc (rc ché MAO hodc dd dung céc thudc ndy trong vong 2 tudn trudce
(xem muc TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC
KHAC).
- Bénh nhén bi nhugc co nang.
- Bénh nhéan bi sdng do rugu.
- Bénh nhén c6 thai (xem muc PHU NU CG THAI VA CHO CON BU).

CANH BAO VA THAN TRONG

Phai §l'1‘ dung 1’]61’14}\"S’ZT'.\‘E?Cgl ddc bi¢t than trong trong trudng hep ngd ddc rurou cép, rbi loan co gidt, bénh nhan
bi chan thuong dau, sdc, giam y thire khong ré nguyén nhén, ting ap luc ndi so khéng cé kha ning thong khi.

Buprenorphin c6 thé gy suy hé hap. Vi vdy, cin than trong khi ding thuéc nay trén nhifng bénh nhén c6 giam
chire néng hé hép hoic bénh nhin dang ding céc thude c6 thé gay tic ché hd hap.

Buprenorphin ¢é nguy co gdy phu thudc it hon dédng ké so v6i cac chét chti van opioid toan phan. Trong sb
nhiing ngudi tinh nguyén va bénh nhén nghién clru sir dung TRANS TEC®, khong ghi nhan cic phan ng cai
thu6e. Tuy nhién, khi sit dung TRANSTEC trong thoi gian dai, khong thé loai trir céc tri¢u chirng cai xuat hién
(xem muc TAC DUNG KHONG MONG MUON). Céc triéu chimg nay bao gom: kich dong, lo &u, céng
thang, mat ngu, tdng dong, run va roi loan tiéu hoa.

O bénh nhan lam dung oplold viéc chuyén sang buprenorphin cé the phong duge cic triéu chimg cai. Piéu nay
lai c6 thé din dén mét s6 tinh trang lam dung buprenorphin nén cin thén trong khi ké don thudc ndy cho bénh
nhén nghi ngo lam dung opioid.

Buprenorphin dugc chuyén héa qua gan. Mirc d6 va thai gian tac dung cua thudc c6 thé thay ddi & bénh nhan rbi
loan chirc ning gan. Do d6 cn gidm sét cin than trong thoi gian ding thudc TRANSTEC®.

Vi TRANSTEC® chwra duoc nghién ciru trén bénh nhan duéi 18 tudi, nén khong khuyén céo ding thude trén
nhém bénh nhén nay.

Bénh nhdn bi hodc ¢6 tiép xtic véi nguon nhiét bén ngoai

Khi sét, hoac c6 tiép xitic voi nhiét, cé thé 1am tang tinh thAm thubc qua da. Theo 1y thuyét, trong nhitng trudng
hop nay, ndng d6 buprenorphin ¢6 thé tang trong khi ding thuéc TRANSTEC®. Vi vay trong qué trinh didu tri

bing TRANSTEC®, nén luu y dén kha nang ting phan (g clia opioid trén bénh nhén c¢6 sdt hodc c6 ting nhiét
do da do cac nguyén nhén khéc.
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TUONG TAC VOI CAC THHUOC KHAC VA CAC DANG TUONG TAC KITAC

Khi ding cac thudc e chd MAQ 14 ngay trude khi ding mét opioid 14 pethidin, d3 ghi nhin nhiing tuong téc
de doa tinh mang anh hwdng 1én cl}frc 11é1lg h¢ than kinh {rung uong, hé hdp va tim macl} Do \*ay’ khéng thé
loai trir tuong tic tuong tu giita thude e ché MAO va thude TRANSTEC® (xem myc CHONG CHI BINH).

Khi sir dung TRANSTEC® ciing véi céc thude opioid khae, thube gay mé, thude ngd, thude an thin, thude
chong tram cam, an than kinh, va c&c thudc (¢ ché hd hap va hé than kinh trung vong ndi chung, ¢é thé ting
anh hudng cta cac thudc 1én hé than kinh trung wong. Béu nay cling tuong tv khi bénh nhin udng rugu.

Piéu tri cling lic v6i cée thude tre ché hay cam tmg CYP 3A4, hidu qua cia TRANSTEC® ¢6 thé tang lén (néu
dung ciung thude gay (e ché) hodc giam di (néu dung cting thude gy cdm (ng).

PHU NU MANG THAI VA CHO CON BU

Phu nit mang thai

Chura di1 dit lidu vé viée str dung thuéc TRANSTEC® trén phu nir ¢6 thai. Cac nghién ctru trén dong vét cho thiy
thube c6 dde tinh trén sinh sin, Chua 18 cée nguy co tiém in dbi voi ngudi.

Pén cubi thai ky, buprenorphin liéu cao c6 thé gay irc ché hd hip & tré so sinh, thim chi sau khi ding thude trong
thdi gian ngén. Sir dung buprenorphin kéo dai trong 3 thang cudi thai ky ¢é thé gly ra hoi ching cai thube & tré
so sinh.

Vi vy chdng chi dinh thubc TRANSTEC® trong thai k3.

Phu nir cho con bu

Buprenorphin dugc bai giét vao sita me. Trén chudt, buprenorphin giy (rc ché bai tiét sira. “—
Khéng nén st dung thudc TRANSTEC® trong thoi gian cho con b,

ANH HUONG LEN KIIA NANG LAI XE VA VAN HANH MAY MOC

TRANST, EC® 4nh huong déng ké dén khi ning 141 xe va van hanh miy moéc. Ngay ca khi sit dung theo ding
hudng dan, TRANSTE C® vin ¢6 thé anh hudng deén phan irng cia bénh nhin véi mdt mie dd ma cd thé gdy suy
g14m an toan giao thong va kha ning vin hanh may mdc.

Biéu niy cén ddc biét luu ¥ khi bénh nhan bit dau diéu tri, khi thay d6i liu thubc va khi sir dung TRANSTEC®
phoi hop véi cac chat tic dung 1én thin kinh trung wong khic nhy ruou, thude an than, thude binh than va thuée
ngu.

G nhitng bénh nhén bi anh hudng (co cam gidc chéng mat, hodc budn ngi, hodc nhin md, nhin nhoe) thi khong
nén 14i xe hoc vin hianh méy mée trong khi diing thudec TRANSTEC® vi it nhat 24 gid sau khi béc miéng dan.

Nhiing bénh nhén d3 ding liéu 6n dinh, néu khéng xuit hién cac triéu chitng ndi trén thi khéng phai han ché
nhifng hoat déng nay.

TAC DUNG KHONG MONG MUON
Cic phan (ng cé hai dudi day duge ghi nhin sau khi ding thube TRANSTEC® trong céc thir nghiém lam sang
vi gidm sat hdu mai.
Tén sudt xuét hién duoc phén loai nhur sau:
Rét thudmg gip (> 1/10)
Thuong gép (>1/100, <1/10)
ft gap (1/1.000, <1/100)
Hiém gip (>1/10.000, <1/1.000)
RAt hiém gip (<1/10.000)
Khong 13 tin sudt (khdng thé uée tinh tir dif 1iéu hién c6)
a) Phan {mg ¢6 hai toan than thuong gip nhét dugc ghi nhén 13 budn ndn va nén.

Phan img c6 hai tai chd thudng gip nhét duoc ghi nhan 13 ban d6 va ngia.
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Cic rbi loan hé théng mién dich

RAt hiém gip: phén (mg di (mg nghiém trong*
Cic rdi loan chuyén héa va dinh dudmg

Hiém gip: mAt cdm giac ngon miéng

Céc rbi loan tim than

it gap: 1t 14n, rdi loan gidc nga, bon chdn

Hiém gap: céc anh hudng 1én hanh vi (do gidc, lo du, 4c mdng),
giam ham muon tinh duc

Rét hiém gap: phu thudc thudc, thay ddi tAm trang

Cic roi loan hé than kinh trung wong

Thuong gép: chéng mit, dau diu

it gap: an thin, budn ngu

Hiém gap: giam tdp trung, rbi loan 101 néi, cam giac t&, mét can bang, di
cam (cam gidc nhoi, bong rat ngoai da)

Rét hiém gap: gidt co, loan vi gi4c

Céc rbi loan mit

Hiém gip: rbi loan thi gi4c, nhin md, phit mi mét

R4t hiém gap: co ddng tir e

Cic rdi loan tai va mé dao

Hiém gip: dau tai

Cic rdi loan & tim/mach

It gap: rbi loan tufn hoan (nhu ha huyét 4p, hodc hiém 13 truy mach)

Hiém gap: néng bimg

Céc rbi loan hé hép, nguc va trung thit

Thuong gip: kho tho

Hiém gip: suy hé hap

Rét hiém gap: tang thong khi, nic
Céc roi loan tiéu héa

Rt thuomg gap: budn non

Thudng gép: ndn, tdo bén

Hiém gap: o néng

Rét hiém gap: n6n khan

Cic roi loan da va mé duwé6i da

Rét thuong gap: do da, ngira
Thuong gap: phét ban, d6 md hoi
It gap: mén do

Hiém gip: may day

Rét hiém gap: mun mu, mun nudc

- Ae ~ . e A A
Cic roi loan than va tiét niéu

ft gap: bi tiéu, ri loan tidu
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- A A s - ~ A -
Cédc roi loan hé sinh sian va tuyén vi
Hiém gép: roi loan chirc néang cuwrong duong

Céc roi loan toan thin va tinh trang tai vi tri ding thudc

Thuong gép: pht, mét moi

It gap: kiét stre

Hiém gap: triéu chimg cai thubc*, phan tmg tai chd ding thube
RAt hiém: dau nguc

(*) xem muc c)

¢)  Trong mdt s6 truong hop, phin ung di ing mudn xdy ra voi déu hiéu 3 rét cha tinh trang viém.
Trong trudng hop nay nén dimg thudc TRANSTEC®.

Buprenorphin it ¢6 nguy co géy phu thude thudc. Sau khi ngimg thubc TRANSTEC®, céc triéu chimg cai dudng
nhur khong xay ra. Piéu nay 1a do buprenorphin phéan tach rat cham ra tir cac thu thé opioid va do giam dén nong
do buprenorphin trong huyét thanh (thudong mit hon 30 glor sau khi béc miéng dén cubi cing). Tuy nhién, néu
ding thubc TRANSTEC® kéo dai, khong thé loai trir c6 cac triéu chimg cai thuoc, twong tu (riéu chimg khi cai
nghién opioid. Cac triéu chimg nay bao gbm: kich ddng, lo 4u, cing thing, mét ngu, ting dong, run va rbi loan
tiéu hoa.

Théng bdo che bdc sy cdc tic dung khéng mong muén giip phdi khi siv dung thuéc. /
r y-
QUA LIEU

Buprenorphin c6 khoang an toan rong. Do tbe dd thube gidi phéng vao méu dugce kiém soat nén khong gay
nong d6 cao hodc giy doc ciia buprenorphin trong mau. Nong d6 buprenorphin cao nhét trong huyét thanh sau
khi dung rméng dan TRANSTEC®70 ug/h it hon 6 14n ndng dd buprenorphin sau khi tiém tinh mach liéu
0,3mg.

Triéu chimg
Vé nguyén tac, khi qua lidu buprenorphin, céc triéu chl.mg xuét hién tu'o‘n% tw khi qué liéu cac thude gidm dau

trung wong (opioid) khéc. Céc triéu chimg nay bao g gdm: suy ho hép, an than, lo mo, budn nén, nén, truy mach
va co dong tir.

Xir tri

Ap dung céc bién phap cép ciru chung. Thiét lap va duy tri mdt dudng thd, kiém soat ho hip va tudn hoan Chat
~doi khang opioid, naloxon cé hiéu qua han ché lén tac dung géy irc ché hé hip clia buprenorphin. Cén dua liéu
cao khi tlem bolus 1@p lai hodc truyén (vi dy, bét dau bﬁng tiem bolus tinh mach 1-2 mg, sau khi d& c6 hiéu lyc
déi khang ddy di, khuyén c4o truyén tinh mach dé duy tri ndng d6 naloxon hing dinh trong mau). Can ap dung
déy da céc bién phap thong khi.

CACPAC TINH DUQC LY

Pic tinh duge lre hoc

Nhoém téc dung dugc Iy: opioid, dan xuat oripavin. Ma ATC: NO2AEO1.

Buprenorphin 14 mét opioid manh véi hoat tinh chi van trén thu thé opioid mu va hoat tinh déi khang trén thu thé
opioid kappa. Buprenorphin ¢6 nhiing thudc tinh chung clia morphin, nhung ciing ¢é nhiing thuge tinh dugc ly va
lam sang riéng.

Ngoai ra, rit nhidu yéu t6, nhu chi dinh va tinh trang lam sang, dudng ding va su khac biét gita cic ca thé, anh
hudng 1én tac dung giam dau, va do d6, cn cin nhic khi so sanh hiu qua giam dau.

Trong thyc hanh 18m sang hang ngay, cac opioid khac nhau dugc phén loai theo hiu luc twrong dbi, didu nay
dugc coi l1a dé don gian hoa.

Hiéu luc tuong dbi cua buprenorphin ¢ cac dang bao ché khac nhau va tinh trang 1dm sang khéac nhau dugc mé
ta trong y vin nhu sau:

©2015



https://trungtamthuoc.com/

«  Morphin udng: BUP tiém bap 1a 1 : 67- 150 (don liéu; trong dau cép).

Morphin udng: BUP dit dudi lui 12 1 : 60- 100 (don lidu, trong dau cip; da liéu, trong dau man
tinh, dau ung thur).

*  Morphin ubng: BUP dan ngoai da 1a 1 : 75 - 115 (da lidu, dau man tinh).

Céc phan (g ¢6 hai ciia buprenorphin tuong tu nhu cdc thude giam dau opioid manh, tuy nhién kha ning phu
thude thude cé vé it hon morphin.

Cace dic tinh dwoc dong hoc

a) Céc diic diém chung ciia hoat chét
Buprenorphin ¢6 ti 18 gén protein huyét tuvong khoang 96%.

Buprenorphin dugc chuyén héa qua gan thanh N-dealkylbuprenorphin (norbuprenorphin) va cac chét chuyén hoéa
lién hop v6i glucuronid. 2/3 hoat chat duoc thai trir & dang nguyén ven qua phan va 1/3 duoc thai trir theo hé tiét
niéu dudi dang lién hgp hodc alkyl hoa cta buprenorphin. Cé bang chimg vé chu trinh gan rudt.

Céc nghién ciru trén chudt khéng mang thai va mang thai cho thiy buprenorphin qua duge hang rang mau nio
va hang rao rau thai. Nc‘mg do thubc trong nio (chi tinh buprenorphin dang khéng dbi) sau khi tiém thube cao
hon sau khi uéng 2-3 lan. Sau khi tiém bip hoac ubng, buprenorphin dut ong nhu tich tu trong long ng tiéu héa
ciia thai nhi, c¢6 18 do bai tiét qua mét, do chu trinh gan rudt chua phat trién day da.

b) Céc dic diém cia thubc TRANSTEC® trén nguoi tinh nguyén khée manh
Sau khi dan thuéc TRANSTEC®, buplenorphlll duoc hap thu qua da. Thude lién tuc duge dua vao hé tudn hoan

do duoc giai phéng c6 kiém soat tir hé chit nén dinh polyme. \%\
A

Sau khi dén m.leng dan TRANSTEC@ dau tién, nong do buprenorphin trong mau ting din, va sau 12-24 giy, E;
ndng d6 thudc trong mau dat ndng do tac dung tdi thiéu 1a 100 pg/ml. Theo cic nghién clru vé miéng dan 7/
TRANSTEC® 35 pg/h trén ngudi tinh nguyén, ndng d6 dinh (C,,,) trung binh 13 200 dén 300 pg/ml va thoi gian /nY
dat dinh () trung binh la 60-80 git. Trong mét nghién citu trén ngudi tinh nguyén, I:MNSTEC@ 35 pg/hva >
TRANSTEC® 70 pg/h duge sir dung véi thiét ké chéo. Trong nghién ciru nay, tinh chét ty 18 theo lidu dbi véi
céc ham luong khac nhau da dugce chirng minh.
Sau khi ngimg thuéc TRANSTEC®, ndng d6 buprenorphin gidm dén, thdi gian ban thai khoang 30 gi¢ (khodng
dao dong 22-36 gid). Do thuodc lién tuc dugce hﬁp thu qua da nén qua trinh thai trir chdm hon so voi dudng tinh
mach.
BAO QUAN
Bio quén khéng qua 30°C.
Dé xa tim tay tré em ‘;

¢ ; : ¥ TUQ.CYC TRUSNG :

. L

QUY CACH PONG GOI / PTRUBNG PHONG -

G6i chira 1 miéng dan. Hop 4 hoic 8 goi. - =2
HAN DUNG
36 thang ké tir ngay san xuat.

NHA SAN XUAT
LTS Lohmann Therapie-Systeme AG.
Lohmannstrafe 2

56626 Andernach — Germany (P1rc).

CHU SO HU'U GIAY PHEP TAI VIET NAM Nguyén Phuwong
Mundipharma Pharmaceuticals Pte., Ltd. Singapore. TRUGNG DAI DIE

®: TRANSTEC la nhan hiéu da ding ky thudc s¢ hifu cua Griinenthal GmbH mundifs harrha
va dugc iy quyén sir dung cho Mundipharma. /
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