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Thudc tiém promethazin hydroclorid 50 mg/2 m|

Boc ki hedng ddn stk dyng rude khi ddng.
Néu cén thém thaing tin, xin hi ¥ kifn bdc =i
Thufc niy chi ding theo don cda béc s,

THAKH PHAN
Hogt chét: Mfi fing thudc 2 mi chira 50 my promethazin hydroclond.
Té duge; Hydrogquinen, kali metabisulfn, navi sulphir, namn clorid, nuge ¢t pha tém.

DANG BAD CHE CUA THUC
Dung dich lidm.
M td: Dung dich trong sufl, khing méu.

CAC BAC TINH LAM SANG

Chi dinh didu 1rj;

« Difu ti b trg ¢4 phin ing phin vk [sau khi cde 1rigu ching cdp tinh 45 duge $iéu i bling céc thude khic ehdng han
epinephnin].

» Thudc o thE ding 04 an thdn tric va sau khi md, k€ cd vong sén khoa,

« Gy mé va can thibp ngogi khoa: phing nqira va kiém soat chifng bubin nin vé ndn g kem vii gby mé vi/hodc xudt hisn sau

ki mé.
»  Hbuy gidm dau sau khi md (1am tang tée dyng cla cde thub giém dau). ’{:?-/

Liéu lugng v cdch ding:

Budng ding: Tiém bip hodc uém tinh mach [sau khi pha lodng).

Tiém tinh mach cién duyre 1in hanh mét céch rd1 thin wgng tranh thodt mach hodc vo y uém vio dng mach jem myc Cénh bio
va thign wgng).

Tiém bép ciing phai duge thy hign m cach dn thin trénh vé § tiém v dudi da oo thé gdy hogi ulf tgi chd iém {xem muye Canh
130 va than tiongl.

Liy legng:

Lifu thibng thing 14 25 - 50 mag tiém bip séu, hodc tong Ining hgp khin cép tiém tiah mach chim (i6: da 25 mg promethazin/
phit] szu khi pha lodng dung dich 25 my/mi dén 10 1n the tich cda nd béng nudc ot pha tigm ngay trAde ki st dyng.

Liéu tiém 15i da 100 mp,

Ngu gid: Khang cf liéu khuyén cdo oy the,

Trk em: B.25-12,5 mg cho teé em 1 5- 10 wdi, ém bip séu.

Khﬁng dung thufic ntyfhn tré em uuﬁl 2 wdi {xem myc Chéng chi dinh).

Bhldungkhmin Pién Iu:damdinhmmr@n%n nhin,
Norgd fdn 12,5 25 mg mii 4 dén B gif, uém b3p ndy cén.
miemuzs Mmgmgmémnmaéuaga

e —
i em: 125 25 mg.
Khi promethazin duge ding hd 1y gidm daw cho opian, thiring gidm lify cia cic thullc gidm dau.

Chding chi djnk:

«  Btnh nhdn qua mdn vii hogt chat hay bt ky thanh phdn nao cla thudc,

+  Bénh nhda b ic ché manh hg thén kinh trung vong hodc trong finh trang hin mé,
= Trongving 14 ngéy sau khi dimg thudic de ché MAD.

o Trbem duti 2
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Canh béc v& thin trong;

-

¥hiing ding promethazin tho 1é em duth 2 tudi vi cb kha ndng suy hd hip géy i vong [rem myc Chdng chi dinh).

C3n thin ong khi ding promethazin cho wé em 2 1w 1 M. Nén ding lifu promethazcn 1hdp nhit cd hidu qué cho wé em tir
2 tudi 1 Ién v trdnih diing dding thi vt edc thude kiée co tac dyng e chE hd hip.

Tiém tich mgch ¢An duge uén hinh mfr cdch rit than wgng wanh tho mach hide vb 7 tiém vao Bhag mach cb thé dén 4én
hoai 1 va hagi 10 ngoal i, Néu mt binh nhan kiu dau khi tibm finh mach, ngdng 1ibm ngay Bp e, vi dvbu nay cd thé & mi1
U hidu clia 317 thodt mach hode vd 1 vio dgag mach. Tilm bEp clng phéi duge thire hin mt cdch e thin dnh vl §
fiém vao duti de cf the gy hagl 1 13i vj 1rf viém {eem myc Lsbu kg va céch ding).

Sir dyng promeshazin cho nguin gid, dac bidt b d BBy cao hodc khi ding dufmg ribm dii ki phéi dic bift thén rong da 14n
suflt xdy ra thc dyng khing mong mufin cao hon. Ngutr gi4 déc bist ahay cAm vii téc dyng khéng cholinergic va téc dyng phy
ghy lfn IGn cba pométharin,

Tuung ty nhu vy, cin thén trong kh ding promethazncho té em ndu chira cd chin dodn bitnh chinh xde. Cac nibu ching cda
bénh v ndo v hji chitng Reye oo the b 1dm 12 cac véc dyng phy oba promeshazn,

Trong trmg by cdc d3u hidu va tniu ching om ¢ b ching Reye, cin trénh s dung promethazin,
Promethazin ¢ thé che ddu nhimg bigy hign canh bao dbc sinh v8i i gdy ra bl céc thudc oly dic o6 vii 1ai vi dy céc
salicylar. N6 cing cd thé ni hodn vige chin dodn sdm 13z rudt hode tng dp lye ndi 5o do cd téc dyng de chi ndn,

Thign trgnig khi ding premethazin cha bénh nhdn cd bénh tim mach, gan v thin.

Promethazin cd thé gdy vang da do mé1, A5c Bigt 13 sau kii diing duimg fiém.

Promethann giam nguiing ay co gijt. Phi heu v d&n vide nby khi di2u i} cho nhing biénh nhin cb nguy of xay ra co gift, hay
nhidng bénh nhin ch ding cac thuc khic ma cb t8c dyng nrang w nhr promethain,

Do téc dyng ching 1id cholin cda promethazin, cc idu chimg cla mdr 58 bénh co té rém twgng ben (12ng nhén &p gbc hep,
lnét da déy cf hep, nohet of bing quang va/hedic phi dai wydn Tén 1), Do d6 phdi 31 thin 1tgng khi ding cha bénh nhin
mit g bdnh trén,

Phéi than tgng khi diing thudc cho céic bitah ahdn bj hen suyBn hoje cd cac bénh ndag v drimg hi hap. Promethadin of thé
I&m etic hodc 1m khd dich 16t phi gly gigm khac dam, han nira nd cb thé dén d&n suy ha hip cd kh nang gay 1 vang.

Biap (g nghich thwiing: Sy kich thich qud @0 va cic af dng bE1 thidng d3 duye Bds cao xdy ra & nhing biah nhin sau khi
dling mit liéu duy nhdi promethain. Can xem xét nqung si dyny prometharin v cic Ingi thubc khéc nfu phén ing nay ky ra,
Sif mudit hign elia hii chimg thén kinh & 1iah of thé ddn d8n 1 vong 83 duys bda cho rong khi sif dyng promeihazin, Cac néu
chimg < b chng an thdn kinh &c tink (NMS) o6 the 1a: 581, cing eg, ¢ logn i géc, i logn thén kinh giao cdm mgch va
niyt dp. nhip im nhanh, laan nhipl. Néu co nghi ng xéy ra hii ching an thdn kinh ac tinh, ngung st dyng promathazin ngay
[4p ttfe. Do cé che béo cdo vé thi phin Wi ehimg an thin kinh d¢ tnh v ¢ phenothiapn, vile si dyng kg promethazin cdn
e xem xi mit edch 18t thin iong.

Khiing disng 08 uiing ¢6 cdn trong thif gian fidu ti bing promeihatin,

Thufic tiém Pignlphen cb chia kali disulphit v natri sunfit khan, cb 1hé gly ra phan img qud mén nghikm wpng va co thit phi
quan nhung hm khi xdy 1a,

Thudic tiém promethazin o 1hé [3m 13ng dung rap glucose.

Tuong téc vii cde thude khic, cée dang wong téc khic:

Pipelphen Iém thng téc dyng do ché b thén kinh wung wong cda cac thulc an than grm dau, gy nghign, gdy ngl, chiing
trém cam 3 ving to 46 cin phai gidm [éu cac thudic ndy wong khi didu 1 bing promethagn,

Pipalphen i3m t3ng 1ac dyng tda cic thube o tée dyng chdng 1id chelin,

Sir dyng g thiri vl epineshein o 1hé diin 4En hikn mg ha huydt &p ngugs vk nhip im nhanh do promethazia ca the i
£hif cic thy theé anpha v do dd dc ché tac dyng tng huy8 4p coa epinephnn.

Promethazin ¢ thE [m ting 1ée dyng cda cac thubic 6w 1 1ang huydt dp,

St dyn ding 1hér vl cdc thudc géy bidy hin ngogi thép ct 108 Hm téng nguy e xéy 13 céc e dyng khdag mong mush tén
hé thin kinh ynmg rang.

Promethazin cd th lim giém nguing co gift, do db cd 1hé cin phai difu chinh iy cic thufic ching oo gidt.

Cée thudic Uz ehE monaamin crydase (MACI: St dyng d6ng thai vii car thulc khing histamin oo thé kéo dAi vi 1dng cuiing
t4c dyng te chE thin kinh wung vong vi khéng cholinergie cba thufic khang histamin, Si dyng d8ng thi vii cit thudc khing
histamin £ dén chdt phenothiazin ¢d thi 1am ting nguy oo by huydi dp vé cic phin g naogl (hép,

-
i

-
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o [3t chél chgn beta-adrenergic. 3c bidt 15 propranclol: S dyng déing thai vai cat dfin chdt phenothiazing cd thé tm t3ng ning
84 trong huy8t wng cba mé: thudc do dc ché chuyén hda; do 08 cd the 1ang v dyng hg huyét 4p, bénh I ving mac khing
phyc i, logn nhip im va logn vin ding mudn,

« Thirnghiém dung ngp glucose: 1ang ghucose méu cd 1hé xdy ra & ngudi bénh diing prametharin.

«  Céc két qua aét nghiém chdn dodn df dng vi/hodc chin dodn co thai od the bj dm tinh gid hay duang tinh gid khi dang ding
promerhazin,

«  Cén ngimg s dyng promethazin it st 72 i rudc khi tién hanh th phn dng tén da do thudc of the o ché dap ing
histamin wén da v cd thi gdy k1 qué Am tinh gid,

St dyng cho phy nit cd thai va cho con bi;

Khdng ding Pipalphen cho phy ni ¢ thai ik khi cd chi dinh cda béc s§. Khing ding Pipolphen 1rong vbng 2 twin b khi sinh
do nguy o gly nglta ngdy va kich thich & 2 sa sinh,

Céc dit lifu hign of cho thy thuilc duye 181 véo sita me wii lugng khiing dang k&, Tuy nhién, vAn cb nguy oo gy ngdia ngdy vé kich
thich & 1 so sinh,

Téc dgng cla thufic khi 14 xe vd vin hinh mdy mdc:
Promethazin 1am giam khd nang 1 6c va 1hé hye cia bnh nhin, do 4 khdng duyc 141 xe vi/hode vin hanh may mdc khi mdi bar
d4u digu tri. Sau mit thi gian, vige gidi han wén s duge quy@ dinh ty 1img binh nhin,

Téc dyng khéng mong mufin cla thudc: _,,/

T4n sud1 1y ra cdc tie dyng khng mong mudn dydi B3y kndng e tinh duge 1 céc dir ligu hign oo

o A foan mi vd A bach huyét: giam bach cdu vh gidm vy chu, thigu méu 1an huyEt, mét bach chu hat,

o fidi Jogn hE min dich: 18 im khi xdy 13 cac phdn img d g bao gfim méy day, ban da, ngira, phi mach thin kinh v phén

(mg phan vé,

« R foan hé chuyén hoa vé dink drdng: chin dn,

» A dnan t3m thdn: Vin 1gn, mt phuang hiing, bin chiin, kich thich (18 con o6 thé cé phin ing ting kich thich nghich thimg),

#cmfng, mét mdi, phan khich, lo ling, 40 gidc.

« Rt foan hé thiin kunh trung wang: iy ching ngog: thap nhu con vin nhin, veo cd, il nhd 13 [chil yéu khi diing lidu cao),

run, &n thin, ngd ga, nhin mé, chdng mt, deu &y, mit khé ndng phdi hep, mdt ngl, co gidt. Hoi chimg an thén kinh éc tinh

{ct thé gay ik vong) cing A3 duge bido cdo,

R foan mat nhin mi, nhin dai.

H6t dpan tai vd mé dao: i aL,

Rk dpan tim: ddnh tring ngye. logn nhip tim, nhip tim nhanh, rhip tim chim,

A6 loan macfi: ving hoe gidm huyét &, ngd.

.’i‘rfmr:- M hdp, ngye vé trumg that hen, nghit mii, gt ché hd hap {cd kha nang gdy 10 vong) va ngdng thd (e thé gdy ur
vongl.

Rl logn v hoa: ndn, 1o bin, budn nan, khi migng, kich thich da day.

R lpan gan mde- ving da [ mét).

R loan da vé mi dvdr da; ban da va nhay cdm vdi &nh sdng. vibm da, méy day.

R foan thin va 1167 mifer bi iy,

Théng bdo cha béc s7abing téc dyng khing meng mudn gip phdi kii sd dung thudt.

® = B ®

S0 dyng gud lidu:

Céc tridu chiing qué lidy ndng duge bidu hign da dang. 7 1é em bidu hign bdi sy kit hop ciia bidu hign kich thich, m3t didu héa,
nidm kha nang phii hgp, ching mua von va 4o gidc trong khi ngudi I3 ¢6 1hé budn ngd, ngd ga va hin mé, Co gidt oo 1hé xdy 12
¢ nguii Idn v 1 em, hén mé hogc kich thich od thé xdy ra e ki co gidn. it ki xdy ra dc ché hd hip, tim mach, Néu méi ding
thudc cd thé tién hanh gay niin hojic ia da day.

Didu i h 1y bang cach tip wung duy 11l duirng tha va tinh trang tudn hodn. Bide b co gigt béing diazepam hodc cac thulc ching
cogiat thich hop khic.
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CAC BAC TINH DUTC LY

Cdc ddc tinh dvge lyc hge:

Nhom thubic diu 1 thudc khdng bistamin ding 103n thn, ¢dn xufi cda phasothiazin.

M ATC: ROBA DOZ

Promatharin, hoat chdt cda thudic tiém Pipolphen, 13 mit din xufi cla phenothiazing Do cf cdu i phin 1 khéc wii cac
phenathiazin ching loan thén, promethazin téc dyng ching loan 13m thin yéu han, Thude oo ic dyng do ché thy thé Hy manh, va
el t4c dyng manh chdng ndn va an thin gidm day,

Lo ché tde dyng:

Tac dyng chéing nin cia promathazin I do v dyng chiing 1ét cholin 1ung tam, 1m gidm tinh 68 bj kich thich cua tién dinh, 0o
ché hogt dding clia mé cung va e ché ingc 1i8p inén vilng kich hogt céc thy the hda hoe cia hnh ndo.

Cic téc dyng an thin gifm dau va ofy nod cia promethazin bao ghm vige te ché cac thy thé cla histamin, sercionin va
acetylcholin vé kich thich thy thé anpha-adrenergic.

Céc dgc tinh dugc dgng hpe:

Cc tic dyng trén 14m sang cla promethazin xdy ra wong ving 20 phat sau ki 1iém bap va 3-5 phit sau khi tiém rinh mach, Thang
thuimg thii gian 1éc dyng 13 45 gidf sau khi udng thufic nhung clng b th kéo dai dén 12 gid.

Cd khodng B5 - 90% thuc duyc gfn kEi vii protein huyét omg.

Promethazin diyc chuyfn hia manh 131 gan. Céc chal chuyBn hda duye thai qua thén. This gian ban théi la 7 - 14 gid.

Céc o0 lidu an 1odn 1idn Im séng:
Cac nghién cuu vé i tinh 63 chimg minh 3 thubic khang cé gy ot bidn. gay ung thur hay gly quai thai.

CAC BAC TINH CUA THU(C / ]

Tinh tadng ky:
Khéng &p dyng.

Han diing:
80 thang k& tif ngdy s8n xudt.
Hgn diing dirge in 1rén hijp thudc. Khiing duye ding thue sau ngay ndy.

Nhing ltu § d3c bigt khi bdo quén:
Bao quan thudc & nhidt 40 dudi 30°C, wénh dnh séng.
B8 thuic ndi an todn, Iranh xa thm tay cia iré em,

Quy cdch ddng géi:
Thudc dugc ddng 1rong dng thiry tinh khing mau cb chim ¢ bé vé mét ving ma. MEi éng thuc chia 2 ml dung dich thufc. 6
fing 1hudic rang m{1 vi PVC cimg, may 1dng dye. Trong mit hip xip bng gidy cng ¢6 20 vi thufic cing 1 hudng ddn sir dyng.

Cdch bé &ng 1i&m [cho ngudi thudn tay phiil:
Gilr Ging thudc 1iEm giia ngén cdi v ngon 14 cda iay wréil. Biém dénh ddu 1én ;

Gng thubic duwe quay I6n 1rén [hinh 1)! W

Kgp chdt phén by tén cda g thudc bing ngdn i va ngdn td cia tay phai .

chn Fai. Ngon céi phai 031 vdo difm dénh dfu cla fing thufic (hinh 2). %
Ain ngn c4i cda tay phéi voi mt Ive noure chiéu v ngdn b cia tay 181 v S

bé dng thudc ma khang di chuyen hai tay 3 gdn hodc xa nhau (hinh 3),

C4 dng thufc 1iém o thE bj bé gfy ngay khi od Iye téc 0ng vi cf thé ban
khdng cdm nhdn théy fing thuiic bj bé gy [hinh 4)

N
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