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Pipolphen
Thufc tiém promethazin hydroclorid 50 mg/2 ml

Boc kj hudng dén st dyng trwde khi ding.
Néu cén thém théng tin, xin hdi y kién bdc si.
Thudc ndy chi ding theo den cia bac 7.

THANH PHAN
Hogt chat; Mdi 6ng thudc 2 ml chita 50 mg promethazin hydroclorid.
T4 duge: Hydroguinon, kali metabisulfit, natri sulphit, natri clorid, nudc ¢4t pha tiém.

DANG BAO CHE CUA THUGC
Dung dich tiém.
M3 ta: Dung dich trong sudt, khdng méu.

CAC BAC TINH LAM SANG

Chi dinh diéu tri:

« Biéu tri hd g cac phan tng phan v§ (sau khi cac triéu ching cdp tinh d& dutge diéu ti bing céc thudc khac ching han
epinephrin).

«  Thudc cd thé ding dé an thén tuic va sau khi md, k8 ¢ trong san khoa.

« Gay mé va can thiép ngoai khoa: phing ngira va kiém soat chitng budn ndn va ndn di kém véi gy mé va/hodc xudt hién sau
khi md.

« H y gidm dau sau khi md {1am tang tac dung cla céc thudc gidm dau).

Lidu lugng va céch ding:

Budng ding: Tiém bap hodc tiém tinh mach (sau khi pha loang).

Tiém tinh mach cdn duge tin hanh mdt céch rét thén trong trénh thoat mach hoéc vo ¥ tiém vao ddng mach (xem myc Canh béo
va than trgng).

Tiém bap cong phai duge thyc hign mt céch can than trénh vé y tiém vao dudi da c6 thé gay hoai 1 1ai ch 1iém {xem myc Canh
bédo va than trgng).

Libu lvgng:

LiBu thong thuing 4 25 - 50 mg tiém bp sau, hodc trong nting hgp khén cAp tiém tinh mach cham (tdi da 25 mg promethazin/
phit) sau khi pha lodng dung dich 25 mg/ml dén 10 14n thé tich cla né bang nudc cat pha tiém ngay trudc khi sit dyng.

Liéu tiém 16i da 100 mg.

Ngutri gia: Khiing c6 liéu khuy&n céo cy the.

Tré em: 6.25-12.5 mg cho tré em tir 5- 10 twdi, tiém bap séu.

Khéing ding thudic nay cho tré em dudi 2 twdi (xem myc Chéing chi dinh).

Kiém sodt chuing ndn vé budn non;

Chi dung khi ndn lién e da xéc dinh duge nguyén nhan,

Ngwdi lén: 12,5 - 25 mg mbi 4 dén B gio', tidm bap néu can.

Tré em: 0,25 - 0,5 mg/kg thé trong méi 4 dén 6 gi.

An thén trudc vé sau kly md ke cé phéy thuét san khoa hodc hd trg giam dav sau kb mi:

Nauar fén: 25 - 50 mg.

Tré em:12,5-25 mg.

Khi promethazin due ding hd trg giam dau cho opiat, thuting giém liéu cua céc thudc gidm dau.

Chéng chi djnh:

«  Bénh nhén qua méan véi hoat chét hay bat ky thanh phdn nao cla thufc.

= Bénh nhan bj tc ché manh h thén kinh trung vong hodc trong tinh trang hon mé.
« Trong vong 14 ngéy sau khi ding thudc e ché MAD.

o Tré em duti 2 woi.
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Cdnh bdo va thdn trgng:

Khding dung promethazin cho tré em duti 2 i vi co khé néng suy h hap gay 1 vong fxem myc Chdng chi dinh).

C4n than wrong khi dung promethazin cho tré em 2 wdi tré I8n. Nén dung lidu promethazin thép nhét ¢d hidu qué cho 1é em
2 tdi tré 1&n va wénh diing ddng théi vii cc thude khac cd téc dyng e ché hd hép.

Tiém tinh mach can dugc tién hanh médt cach rét thén trong trdnh thodt mach hodc vé § 1iém vao dong mach c6 thé dén dén
hoai 1 va hoai tlt ngoai vi, N8u mgt bénh nhan keu dau khi tiém tinh mach, ngiing tiém ngay 13p tifc, vi diéu nay cd thé 13 mét
ddu higu cla syt thodt mach hoéc v § tiém vao dong mach. Tigm bép cing phéi dugc thyc hign mdt cach cdn than trénh vé y
1iém vao dudi da cd thé gay hoai 1 tai vi trf tiém {xem muyc Liu lugng vé céch ding).

St diyng promethazin cho ngui gia, d3c biét 13 & liéu cao hodc khi ding dwing tigm doi hoi phai dac bigt than trong do tn
sufit xdy ra tac dyng khong mong mudn cao hen. Nguti gia déc biét nhay cam vdi tac dung khang cholinergic va tac dung phy
géy I8n 6n cia promethazin,

Tuong ty nhu véy, cdn than trong khi ding promethazin cho 1é em néu chira ¢ chan doén bénh chinh xéc. Cac triéu ching cla
bénh vé ndo va hdi chiing Reye cd thé bj 13m 13 cac 1éc dyng phy cia promethazin,

Trong truiing hgp céc ddu hidu va tridu ching ggi ¥ hoi ching Reye, cén trdnh st dung promethazin,

Promethazin c6 thé che ddu nhing bidu hign canh béo doc tinh vdi tai gy ra béi cac thudt gy doc dbi véi tai vi dy cac
salicylat. N6 ciing c6 th tri hoan vigc chdn dodn sém tic rudt hodc tang ap lyc ndi so do cd téc dyng e ché nén.

Than trgng khi ding promethazin cho bénh nhén ca bénh tim mach, gan va than.

Promethazin c6 thé géy vang da do (& mét, dac biét 14 sau khi ding duting tiém.

Promethazin gidm ngung gay co giat. Phai lru v d8n viée ndy khi didu i cha nhitng bénh nhan cb nguy co xy ra co gidt, hay
nhing bénh nhén ¢ dung cac thuc khac ma cd tac dyng tuong 1y nhy promethazin,

Do tac dyng chiing tiét cholin cla promethazin, céc triéu chitng cla mit s& bénh ca thé wrdm wong hon (ting nhan ap géc hep,
loét da day cd hep, nghet cd bang quang va/hodc phi dai tuyén tién liét). Do d6 phéi rdt than trong khi ding cho bénh nhan
mat cac bénh trén.

Phai thn trong khi dung thudc cho cac bénh nhan bi hen suyén hodc c6 cac bénh nang vé duting hd hap. Promethazin cd the
lam d3c hogc lam khd dich tiét phdi géy giam khac dom, hon niva nd cd thé dan dén suy hd hap cd khé nang gay ti vong.

Bép tng nghich thutng: Sy kich thich qué do va cac ot dong bét thuiing d3 duge bio cdo xdy ra & nhing bénh nhan sau khi
dung mot lidu duy nhét promethazin. Can xem xét ngung sit dyng promethazin va céc logi thudc khéc ndu phan ting nay xay ra.
Sy xudt hién coa hgi ching thén kinh &c tinh cd thé dén dén 1 vong da duge bAo céo trong khi st dyng promethazin. Céc triu
ching cda hgi chitng an thén kinh 4c tinh (NMS) cd thé Ia: sét, cing cg, 1di logn i gidc, rdi loan thén kinh giao cam (mach va
nuy&t &p, nhip tim nhanh, logn nhip}. N&u c nghi ngd xdy ra hdi ching an than kinh ac tinh, ngung sit dyng promethazin ngay
I4p tire. Do co cdc bao cdo vé 1ai phat hi chitng an than kinh dc tinh vd1 cac phenothiazin, viée st dung lai promethazin cin
duge xem xét mot cach rat than trong.

Khang ding dd udng c6 con trong thisi gian diéu tri bng promethazin.

Thude tiém Pipolphen cd chua kali disulphit v natri sunfit khan, c6 thé gy ra phdn g qud mén nghiém trong va co that phé
quén nhung hiém khi xay ra,

Thudc tiém promethazin ¢ thé 13m ting dung nap glucose.

Tuong téc vdi céc thudc khdc, tdc dang tueng téc khéc:

Pipolphen 12m téng téc dyng tc ché hé thén kinh trung vong cia cac thude an than giam dau, géy nghién, gdy ngt, ching
tram cam 3 vang do dd cén phai giam l'éu céc thudc nay trong khi didu tri bang promethazin.

Pipalphen 13m tang téc dyng cla céc thudc cd tic dyng ching tiét cholin,

St dyng ddng thii vdi epinephrin cd thé dan dén hién wwong ha huyét 4p ngugce va nhip tim nhanh do promethazin cd thé e
ché céc thy the anpha va do do tc ché tac dyng 1ang huyét 4p cla epinephrin.

Promethazin cd thé lam tang téc dung cla cac thudc diéu tri tang huydt &p.

St dung dong ther vdi cac thudic gay bidu hién ngoai thép ¢6 thé lm tng nguy ca xay ra céc téc dung khdng mang mudn tén
hé than kinh trung vang.

Promethazin cd thé lam gidm nguiing co gidt, do A6 c6 thé cén phai didu chinh libu céc thufic ching co giat.

Céc thudc e ché monoamin oxydase {MAOI): St dyng ddng thai véi cac thudc khang histamin oo thé kéo dai va téng cuing
téc dung tc ché thén kinh rung eng vé khang cholinergic cba thudc khang histamin. St dyng ddng thii vdi céc thudc khang
histamin I3 dan chat phenothiazin cé thé 13m tang nquy co ha huyét 4p va céc phan ting ngoai thap.
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« Cac chét chen beta-adrenergic, 63c hiét 14 propranolol: St dyng déng thoi vfi cac dan chét phenothiazine co thé lam tang ning
d6 trong huy#t wwong cia méi thudc do e ché chuyén hoa; do dé co th tang téc dyng hg huyét 4p. bénh Iy ving mac khang
phyc hdi, logn nhip tim va loan van dong mudn.

«  Thit nghiém dung nap glucose: tang glucose méau cd thé xdy ra & ngudi bénh dng promethazin,

« Céc két qua x6t nghiém chén dodn dj ting va/hoic chan dodn cd thai cd thé bi 4m tinh gid hay duong tinh gid khi dang ding
promethazin.

« Cén ngitng st dyng promethazin it nhat 72 gid trugc khi tién hanh tht phdn tng trén da do thudc cd thé e ché dép ing
histamin trén da va cd thé gay két qua am tinh gia.

St dyng cho phy ni2 c6 thai va cho con bi:

Khding diing Pipolphen cha phy ni¥ cd thai trr khi cd chi dinh cla béc sy. Khong dung Pipolphen trong vong 2 tuén trude khi sinh
to nguy co gay ngita ngdy va kich thich @ 1ré so sinh,

Cac di liéu hién c6 cho thay thudc duge tiét vao sita me vii lgng khding déng ké. Tuy nhign, ven c6 nguy co gay ngura ngay va kich
thich & tré so sinh.

Téc dgng cua thudc khi 18i xe va vn hanh mdy mdc;
Promethazin 1am giam kha néng tri dc va the lyc cda bénh nhan, do dd khong duge I4i xe va/hodc van hanh may méc khi mdi bat
déu diéu 1ri. Sau mgt thir gian, viéc gidi han wén s& dugc quyt dinh tly ting bénh nhan.

Téc dyng khéng mong mudn cia thudc: /

Tén sudt xdy ra cac tac dyng khdng mong mudn dudi day khang wdc tinh dugc t cac di ligu hign co:

o Rdi loan méu vé hé bach huyét: giam bach cu va gidm tiéu cAu, thidu méu tan huyét, m&t bach céu hat.

«  Rdi loan hé mign dyeh: 13t hidm khi xdy ra cac phan g di Gng bao gdm may day, ban da, ngira, phi mach thén kinh va phan

(g phan vé.

o Rdi Ioan hé chuyén hoa vi dinh dirdng: chén an.

o Rdi loan tam thn: 1an on, mat phuong higng, ban chin, kich thich (1é con cd thé ¢ phén ing tang kich thich nghich thuting),

ac mdng, mét moi, phan khich, lo Iang, 4o gidc.

o Rt loan hé than kinh trung vong: wigu ching ngoai thap nhy con van nhan, veo cf, W@ nhd ra [chd yéu khi ding liéu caol,

run, an than, ngu ga, nhin ma, chdng mat, dau dau, mat kha nang phdi hgp. mat ngl, co gidt. Hoi ching an thén kinh &c tinh

(c6 thé gay 1 vang) cng d3 durgc bao céo.

Rdi loan mat: nhin md, nhin doi.

Réi loan tai va mé dao: 11ai.

A7 logn um: dénh trdng ngye, loan nhip tim, nhip tim nhanh, nhip tim cham.

Rdi loan mach: tang hoac gidm huyét ap, ngat.

Rdi loan hd hap, ngue vé trung that: hen, nghgt mii, (e ché hd hap (co khd nang gay 1 vong) vé ngling thé (e thé gdy 1
vong).

Rdi foan tiéu hda: non, 1do bon, budn ndn, khd miéng, kich thich da day.

Rl loan gan mat: vang da (i mét).

Riit loan da vé md dudi da: ban da va nhay cam vdi dnh sang, viém da, may day.

Réi loan thén va tiét nigy: bi tiéu,

Théing béo cho bée si nhing téc dyng khéng mong mudn gép phdi khi sd dung thudt.

St dyng qué liéu:

Céc wiéu chiing qua lidu nang durge biu hign da dang. 0 1ré em bidu hién bdi sy k&t hgp cia bidu hin kich thich, mat diéu hoa,
giam kha nang phdi hgp. chitg mua vén va &o gidc trong khi ngudi Ign c6 thé budn ngd, ngl ga va hon mé. Co gidt c6 the xdy ra &
¢4 ngudi Idn va tré em, hdn mé hodc kich thich cd thé xéy ra e khi co gidt. It khi xdy ra e ché hd hép, tim mach. Néu mdi ding
thudic c6 thé tién hanh gy ndn hodc rra da day.

Bigu tri ho trg bang céch tap trung duy 1 duting thd va tinh trang twan hoan. Biéu tj co gidt bang diazepam hodc c4c thudc ching
co gidt thich hgp khac.
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CAC BAC TINH DUGC LY

Céc dgc tinh duge lyc hgc:

Nhom thude diu tr: thudc khang histamin dung toan than, dn xut cda phenothiazin.

Ma ATC: ROBA D02

Promethazin, hogt chdt cla thufic tiém Pipolphen, 12 mgt dén xuét cda phenothiazin. Do cd cdu tric phan W khac vdi cac
phenathiazin chdng loan thin, promethazin téc dyng chiing loan tm than yéu hon. Thudc c6 téc dyng dc ché thy thé Hy manh, va
¢d téc dyng manh chdng ndn va an thén gidm dav.

Cu ché tée dung:

Tac dyng chiing ndn cda promethazin I3 do téc dyng chdng tiét cholin trung tam, am gidm tinh dé bj kich thich cua tién dinh, ic
ché hoat ding cla mé cung va fc ché tryc tiép rén viing kich hoat cac thy thé hda hoc cda hanh nao.

Cac tac dyng an thdn gidm dau va gdy ngl cla promethazin bao gdm viéc tc ché céc thy thé cla histamin, serotonin vé
acetylcholin va kich thich thy thé anpha-adrenergic.

Céc d3c tinh duge dgng hoc:

Céc 1éc dung trén 1am sang clia promethazin xy ra trong vong 20 pht sau khi tiém bap va 3-5 phit sau khi tiém tinh mach. Théng
thutg thai gian tac dyng 12 4-6 gid sau khi uding thudc nhung ciing cd thé kéo dai dén 12 git.

Cd khodng B5 - 90% thudc duge gén két vdi protein huyt twong,

Promethazin dugc chuyBn hda manh tai gan. Céc chét chuyén hoa duge thai qua than. Thii gian ban thi la 7 - 14 gid.

Cdc dit lidu an toan tién 14m séng:
Cac nghién ciu vé dgc tinh 4 chitng minh 1 thudc khang cd gay ddt bién, gdy ung thir hay gdy quéi thai.

CAC BAC TINH CUA THUGC 12 =~
Tinh twong ky:
Khdng ap dyng.

Han ding:
60 thang ké tif ngay sén xuat. =
Han ding dugc in trén hop thudc. Khong duge ding thudc sau ngay nay.

Nhng lwu y dic bigt khi bdo quén:
Bao quén thudc ¢ nhigt dp dudi 30°C, ranh énh séng.
B8 thudic nai an toan, tranh xa tm tay clia 1ré em.

Quy cdch déng gdi:
Thude duge ddng trong dng thiy tinh khong mau cé chdm dé bé va mét vong ma. Mi dng thudc chira 2 ml dung dich thufic. 5
Gng thudc trang mt vi PVC ciing, mau tréng dyc. Trong mdt hip xép béng gidy cing cb 20 vi thudc ciing t& hrgng dén sit dyng,

Céch bé 6ng tiém {cho ngudi thugn tay phdi):

Gi dng thudc tiém gilta ngon céi va ngén tr6 cla tay réi. Diem danh déu trén #

dng thudc duge quay 1én trén {hinh 1)! %ﬂ
Kep chat phén biu trén cla dng thudc bAng ngdn cai va ngdn trd cda tay phéi -

con lai. Ngdn cdi phai dat vao diém danh ddu cla ong thudc (hinh 2). %
An ngén céi cda tay phai vdi mt lyc nguge chidu véi ngdn 1rd ciia tay tréi va i 7

bé 6ng thudc ma khong di chuyén hai tay lai gdn hodc xa nhau (hinh 3).

Ca Gng thudc tiém co thé bj bé gdy ngay khi co lyc téc dgng va co thé ban :

khang cam nhén thdy dng thudc bi bé gy (hinh 4)
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