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fIA Jhuoc pay cni dung theo don thuoc

Neotercod

Boc ki udng dan sii dung trude khi ding”
THANH PHAN CONG THUC THUGC

Thanh phén hoat chat:
- Terpin hydrat.............
-Codein.........o...covevnn.
Thanh phdn ta duge:
Avicel 101, Tinh b§t mi, PVP K30, Crospovidon, Aercsil 200, Magnesium stearate, Buling
Suwcrose, Talc, Gelatin, Gdm arabic, Mau xanh patent, Sdp ong tring, Sdp carnauba,
Paralits: ... Lo iees it cotaecsssasins vifa di 1 vién.
DANG BAD CHE: Vien bao duting tron, mau xanh déng nhdt, hai mat tron.

CHI BINH:

NEOTERCOD dugc chidjnh cho bénh nhan trén 12 udi a8 diéu trj trigu ching ho khan hodc ho do kich

img.
CACH DUNG VA LIEUDUNG:

*Céch ding: NEOTERCOD diing duding udng.

*Liéu ding:

- Ngudi In va tré em trén 12 tudi: 1 -2 vignAdn, 13p lai sau 6 gity (néu cdn), khong uiing qua 8
vién mi ngay.

- Thanh thigu nién tir 12-18 tudi: NEOTERCOD khang khuyén cdo sif dyng codein cho thanh thigu nign
tir 12 dén 18 tufi o6 suy gidm chitc ndng hd h&p, béo phi hodc ¢b cic tinh trang bénh nhu ngung thé
khi ngli do tic ngh#n hoiic banh phi nghiém trong, ddy Ia nhiing ydu t6 lam ting nguy coclia nhiing
vin d& hd hip nghiém trong. (xem phdn Cnh bdo vi thin trong khi ding thudc)

- Tré em dui 12 tudi: Chdng chi dinh NEOTERCOD dé didu trj ching ho (xem phdn
Chéng chi dinh).

- Ngubi cao tufi hodc banh nhan suy gan: Lifu ban ddu nén gidm mOt niia so voi lidu khuyén
40 ciia ngudi 16n va co thé ting lifu tuy theo khd nang dung nap thudc hodc khicdn .

- Knodng cach ding liéu 1Zp lai it nhdt 6 gio, udng trong thoi gian ngdn (vai ngay) a€ aiéu
trigu chitng ho khan.

- Liéu hang ngdy ciia codein khdng vugt qué 120 mg & ngudi Ion

CHONG CHI DINH

- Man cém vai terpin, codein hodc voi bat ky thanh phdn nao clia thudc.

- Suy hd hdp

- Ho do hen suyén

- Ding chung vii Natri oxybate

- Tré em dui 30 thang tudi, tré em cd tién sir dong kinh hojc co gigt do st cao.

- Phy nil cho con ba (xem phédn Sif dyng thu6c cho phy nid cd thai vi phy nif cho con bil)

- Nhiing b&nh nhin mang gen chuy&n hoa thudc qua CYP2D6 sidu nhanh.

- Tré em dubi 12 tudi d§ difu trj ho cé nguy cd cao xdy ra cdc phin (ng cé hai nghidm trong
va de doa tinh mang.

- Khéng udng cling vdi ruju hodic mot s8 thubc khac o chita cbn.

CANH BAO VA THAN TRONG KHI DUNG THUGC

- Dung lidu cao kéo dai co thé dn dén tinh trang 1€ thudc thudc.

- Khong k&t hgp véi céc thudc long dom, tiéu nhdy.

- Suy gan nang

- Trudc khi k& don, ¢dn tim hiu ro nguyén nhdn d& co hudng didu trj cu thé. N&u con ho xudt
hién cang nhiéu & lifu dung thong thubing, khdng nén diing lidu cao hon, kiém tra lai tinh trang
1am sang trén b&nh nhan.

- Mot vai din xudt cha terpen dugc biét khi dung liu cao c6 thé gay tai bién thdn kinh nhu [
¢o git, giéng vii kifuco giat d tré em.

- Khuy&n céo khong nén két hop thudc voi cdc chat chil vin d6i khdng morphin, chdt déi khang
morphin titng phdn, d3 uing c6 cén holic c4c loai thudc khdc cd chita cén.

- Khong khuy&n co sif dung codein cho thanh thiu nién tit 12 dén 18 tudi cb suy gidm chiic
ning hé hip, héo phi hodc co cic tinh trang bénh nhu ngung thé khi ngli do tde nghén hodc
bénh phéi nghiém trgng, day 13 nhilng y&u t& Am ting nguy co clia nhiing vin di hd hip nghiém
trong.

- Chuyén héa qua CYP2D6

+ Codein dugc chuy&n héa thinh morphin (chét chuy&n héa c6 hoat tinh) qua enzym gan CYP2DS tai
gan. Néu thifu hyt mdt phdn hofic todn b§ enzym nay, ‘benh nhin s& khong dat
duge higu qud didu i phi hgp. Udc tinh co d&n 7% dan s6 da trdng oo thé thi€u hyt enzym
nay. Tuy nhign, néu bgnh nhan mang gen chuyén héa chuyén hoa manh hodc sieu nhanh, s&
tang nguy co xdy ra cdc phan (ng c6 hai do ngd dfc opicid ngay cd @ liéu ke don thuong ding.
Nhilng bénh nhan nay co khd nang chuyén hoa codein thanh marphin nhanh hon, ddn dén ndng
a9 morphin trong huyét thanh cao han so voi dif Kign.

+ Cdc frigu ching thudng gdp clia ngd dpc opioid bao gdm rGi loan y thic, bubn ngi,
thé néng, co ding tlt, bubn nén, nbn, tio bon va chan &n. Trong cic truing hgp nghiém trong,
co thé xudt hién céc triu ching cla suy gidm tudn hoan va hd hdp, cd thé de doa tinh mang va
r4t hiém khi gdy tif vong.

+ Ty I8 udc tinh nguisi mang gen chuyén héa thuSc qua CYP2D6 siéu nhanh trong céc chiing thc khdc
nhau dugc tém t4t trong béng dudi day:

Ching tje Ty 18 %

Nguii Chau Phi/Ethiopia 20 %

Ngudi My gbc Phi 3,4 % dén 6,5%
Noudi Chau A 1,2 % dén 2 %
Ngudi da tring 3,6 % dén 65 %
Ngudi Hy Lap 6 %

Nguii Hungary 1,9 %

Nguti Bdc Au 1% dén 2 %

- Bénh nhan suy gizm chifc ndng hd hdp: Codein khong dugc khuyén cdo sl dung & nhiing tré em c6
suy giam chifc ndng hd hdp, bao gém rdi loan thdn kinh co, bénh Iy ndng vé tim hodc ho hap, nhigm
trung dubng ho hdp trén va phdi, da chdn thuong hay vira trdi qua phiu thudt 16n. Cac y&u t6 nay c6
thé 1am trdm trgng hon cdc trigu chang clia ngg doc morphin.

- Than trong trong trudng hgp tang ap Iuc ndi s co thé tang them khi ding codein.

* Canh bdo ta duge: NEOTERCOD cb chifa tinh bt mi (co thé chifa mt lugng nho gluten), trong
truting hgp dj dng hotc khdng dung nap gluten thi khéng nén ding. Va c6 sif dung 14 dugc dubing
sucrose, bénh nhdn ¢ cdc van dé di truyn higm gdp nhu khdng dung nap fructese, kém hdp thu
glucose - galactose, thiéu enzym sucrase-isomaltase thi khdng nén ding.
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SU DYNG THUGC CHO PHY NT €O THAI VA CHO CON BU

* Thii ky mang thai:

Codein:

- Nghién cifu tr8n ddng vit cho théy tic dung gdy quéi thai cla codein. Trén IAm sang, chua ¢6
du ligu nghién cifudich t& hoc.

- Diing liéu cao codein, ngay ca trong thdi gian ngdn & 3 thang cudi thai ki co thé ddn dén suy
hd hip vé gdy ra hoi chitng cai nghién & tré sdsinh.

Terpin:

- Trén I1&m sang, khdng xdy ra hién tugng gdy qudi thai va dbc cho bao thai. Tuy nhién, viéc
theo ddi chua dii d& loai tril cho bt ky nguy cd nio. Do do, khdng sif dyng thuc nay trong thoi
gian mang thai la bién phap phdng ngia thich hgp.

* Thii ki cho con bi: NEOTERCOD khdng duge khuyén cdo diing cho phu nif dang cho con bi (xem
phén Chéng chi dink).

Codein di vdo siia me, mdt sO trudng hgp ding liu duy trl codein lam gidm triong Iyc va céc
con ngiing this dd dupc bédo cdo & tré b me.

@ lidu diu 1rj théng thudng, codein va chdt chuyfn hda co hoat tinh c6 rit it trong sla me va
dudng nhu khong gdy anh hudng bt lgi dén tré bG me. Tuy nhién, n€u binh nhin 12 ngubi
mang gen chuyén hoa thufc qua CYP2D6 siéu nhanh, morphin (chat chuyén hoa co hoat tinh
clia codein) c6 thé c6 trong siia me vdi ndng dd cao hon va trong nhiing truding hop rédt higm
g3p, c6 thd din d8n cdc trigu chitng ngd dbc apioid § tré so sinh, c6 thé gay tif vong.

ANH HUGNG CDA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MdC.

NEQTERCOD cb thé dnh hung dén khd nang Ii xe va van hinh mdy méc vi nd cb thé [am cho ngubi
bénh cim thdy budn ngl hoic chéng mat, khing tip trung.

Khong I4i xe hodic sir dyng mdy trong khi dang ding thudc nady cho d&n khi chic chédn ring
ngudi sif dyng thudc khong bj anh huiing.

TUGNG TAC, TUONG KY COA THUBC

* Codein:

- Thufic khuy&n c4o khong ding phdi hgp:

+ Natri oxybate: Tang nguy co suy hd hip, c6 thé gdy til vong trong trubing hap qué lidu.

+ Cén (Rugu hodc t4 dugc): Lam ting tic dyng an thin cla thulc, 1am gidm sy tap trung gdy
nguy higm cho ngudi dang I4i tau xe hodc van hinh méy moc.

+ Chédt chii vdn- d6i khing morphin (Buprenorphin, nalbuphin): 12m gidm tic dung gidm dau
thdng qua co ch& canh tranh [Am phong b¥ receptor va nguy cd xut hign hdi ching cai thufc.

+ Chét a6 khang morphin tiing phédn (Nalmefen, Naltrexan)

- Céc thubc cdn Iuu y khi sit dung déng thisi:

+ Thudc gidm dau khic thudc nhém morphin (alfentanil, dihydrocodein, fentanyl, hydromorphon,
morphin, oxycodon, pethidin, remifentanil, sufentanil, tapentadol, tramadol), c4c thuc giam ho giding
morphin (Dextromethorphan, noscapin, phoicodin), thudc gidm ho c¢6 ban chit morphin
(Ethylmorphin), Barbiturat (Phenobarbital, Primidon, thiopental), Benzodiazepin, Methadon: Tang
nguy cd sy ho hip, co thi gy tir vong trong tbing hgp qué lidu.

+ C4c thudc an thdn khdc: Tang c ché thdn kinh trung vong cb thé gy nguy hiém cho ngubi
didukhién 14i xe vi dang van hanh méy méc.

* Terpin:

- Dung chung véi cac thudc co khuynh hudng gdy co giat hodc thufc lam gidm nguing dong
kinh nén dugc can nhdc cdn thdn vi rii ro d mifc dd nghidm trong (tAng nguy cd co giat).

- Céc thuc chdng trdm cdm (imipramin, chit dc ché& tai hdp thu chon lgc serotonin), thufe an
thén kinh (phenothiazin va butyrophenan), mefloquin, chloroquin, fluoroquinclon, bupropion, tramadal.
TAC DYNG KHONG MONG MUGIN CUATHUGC

@ liu diBu tri, tic dyng khdng mong mudn clia codein tudng b nhi céc opioid khdc, mdc dis hidm gip
va nhe han:

Téo bon, budn ngl, chdng mat, budn non, non.

Higm gp: Co thdt ph& quin, phan dng di ing da, suy hd hap.

& lifu duy ti : Nguy co gdy nghign, hi chiing cai thulic cho ngudi ding, k8 ca trén tré sd sinh
khi st dyng codein cho ngudl me trong giai doan mang thai.

- Sy c6 mit cla cic ddn xudt terpen trong trudng hgp khong tudn thi ligu lugng khuyén cdo ¢6
thé gay kich dgng v I 13n & ngubi gia.

Huting dn cich xif trif ADR: ADR thubing it xdy ra khi ding liéu diéu tri théng thubing bng duding uding.
Budn non, non, tao bon kni dung liéu 13p lal nhiéu I1dn. Trnh ding 18u cao, hodc kéo dai. N&u cdn co
thé sif dyng thufic nhudn trang hodic thut thio.

- Théng bée cha béc sT nhiing tdc dyng khéng mong mudn gip phai khi sir dyng thudc.

QUA LIEU VA CACH XU TRI

* Triu chitng qud lidu:

- Bidu hién & ngudi 16n: (c ch& cp c4c trung khu hd h&p (xanh tim, thd chdm), budn ngil, phat
ban,non 6i, ngua, m4t diéu hda, hon me, phi phdi.

- Bidu hign & tré em (ngwBng pdy doc 2 mo/ka, ding mdt liéu duy nhdt): Khé thé, cic con
ngimg th, co ddng tlr, co giat, phit mat, tinh trang suy yéu, bi tiéu.

* Xil tri qud li6u: Dung naloxen trong cdc ca ngd djc nang, hd trg ho hip.

PAC TINH DUGC LUC HOC

Nhém duge I: Gidm ho, long dim

M3 ATG: ROSDA20

* Terpin hydrat: L4 thuc long dom chia terpen cd thé [am gidm ngudng ddng kinh.

* Codein: L2 alkaloid cUia opi, chéng ho do tic dgng vio trung uong, cd hidu lvc e ché trung khu hd
hép.

DAC TINH DUGC DONG HOC

* Terpin hydrat: Chua c6 tai ligu nghi&n clu

* Codein:

- Hép thu: Sau khi uing, ndng df dinh cla codein trong méu dat duge khoing 1 gid.

- Phan bi: Codein g#n it vai protein huy&t tudng khodng 25%, di qua nhau thai v phin b8 vio
sila mg.

- Chuyén héa, thii tri. Chuyén hod ¢ gan chil yéu nhiy vao cdc phdn ong ciia O-demethylation,

. N-demethylation va glucuronic dang lién hop. Codein duge bai tiét qua thén, chi yéula céc chit

chuyén héa dang lién hgp glucuronic. Dang lién hdp nay c6 4i lc thip véi céc thy thé cia opioid. Th
gian bédn thii trong huyét tuong khodng 3 git (& ngudi 16n).

QUY CACH DONG GOI: Ep vi nhdm — PVC : Hop 10 vi x 10 vién, Hop 02 x 10 vién, chai 100 vién.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CDA THUGC

D8 xa tim tay tré em

Bao quan nd khd, nhigt @) khdng qua 30°C, trdnh dnh sang.

HAN DUNG COA THUGC: 36 thang ké it ngdy shn xudt

TIEU CHUAN CHAT LUGNG: TCCS

TEN, DJA CHI, BIEU TUGNG CUA GO S8 SAN XUAT

San xudt tai
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