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ethazin hydroclorid 25mg/1ml

Y VA KHUYEN CAO KHI DUNG THUOC:

POCKY HU'O'NG DAN SU DUNG TRUOC KHI DUNG

THUOC NAY CHI DUNG THEO PON THUOC

TIEM BAP, TIEM TINH MACH

3. THANH PHAN CONG THUC:

Thanh phd‘n hoat chdt:

Promethazin hydroclorid 25 mg

Thanh phan ta duoc:

Dinatri edetat, natri metabisulfit, natri acetat, acid acetic, nude cét pha tiém vira du 1 ml.

4. DANG BAO CHE:

Dung dich tiém trong sudt, khéng mau hodc gin nhu khéng mau duge dung trong ng thuy tinh

ndau 1 ml.

5. CHI PINH:

- Dilu trf triéu chimg céc tinh trang dj tmg & dudmg ho hdp trén va da bao gdm viem miii dj
ung, may day, phan {mg phan v¢ vdi thude va protein la.

- An than va di€u tri chimg mat nga ¢ nguoi 1on.

- Hdtrg an thﬁn\tmc’rc phau thuét trong ngoai khoa va sén khoa.

- L3 thude an than cl}o tré em.

6. CACH DUNG, LIEU DUNG:

Cich ding: Tiém bép sdu. Trong truong hop khan cép, tiém tinh mach chdm sau khi pha lodng

dung dich 2,5% thanh 10 14n thé tich véi nude dé tiém ngay trude khi dung.

Liéu dung:

- Ngudi 16n: Lidu théng thuong 14 25 — 50 mg. Liéu tiém t6i da 100 mg.

- Nguoi cao tudi: Khong co khuyén cdo liéu lugng cu thé.

- Tréem: 6,25 -12,5mgchotré tr 510 tudi, tiém bap sau. Khong dung cho tré dudi 2
tudi.

7. CHONG CHI DINH:

- Qua min cam v6i promethazin hodc v6i bét ki thanh phén nao cla thude.

- Bénh nhan dang trong tinh trang hén mé hogc than kinh trung wong bi trc ché do bat ky
nguyén nhéan nao.

- Tré em dudi 2 tudi vi cé kha nang gy suy hé hdp, c6 thé dén dén tir vong.

- Nén tranh st dung promethazin ¢ nhimg bénh nhan dang ding thude trc ché monoamin
oxidase trudc d6 161 14 ngay

8. CANH BAO VA THAN TRQNG KHI DUNG THUOC:

- Viéc tiém tinh mach phai dugc thye hién hét strc can than dé trinh thoat mach hodc so y tiém
vao dong mach, cé thé din dén hoai tir va hoai tir ngoai bién. Néu bénh nhén kéu dau khi tiém
tinh mach, hay ngimg tiém ngay lap tirc vi day cd thé 1 ddu hiéu thoat mach hoc so ¥ tiém
vio dong mach. Viéc tiém bip cling phai dugc thyc hién can than dé tranh so y tiém dudi da
¢6 thé dan dén hoai tir cuc bg.
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10.

11,

Can than trong khi str dung ¢ nhiing b¢nh nhén sau:
* Hen suyén, viém phe quan hodc glan phé quan. Promethazin hydroclorid ¢6 thé lam dac
hodc 1am khé dich tiét phdi va lam giam kha ning khac dom.
* Bénh dong mach vanh ning
+ Bénh tang nhan ap goc hep
* Pong kinh
» Suy gan va than
» Téc nghén cb bang quang hoc tic mdn vi-ta trang
Pic tinh trén tai: Promethazin c6 thé che glau cac dAu hidu canh bao vé dgc tinh trén tai do
c4e thude gdy doc cho tai, vi du: salicylat. Thudc ciing ¢6 thé tri hoan viée chin doan sém tac
rudt hodc tang ap luc ni so do tac dung chdng non.
Kéo dai QT: Cac dan xuit phenothiazin c6 thé lam ting kha néng kéo dai khoang QT, lam
tang nguy co khoi phét réi loan nhip thit nghiém trong thude loai xodn dinh, c6 kha ning
gdy tir vong (dot tir). Sy kéo dai QT tré nén nang hon, déc biét khi ¢6 nhip tim chim, ha
kali méu va kéo dai QT méc phai (tire 1a do thude). Néu tinh hinh 14m sang cho phép, nén
thuc hién danh gid y t& va xét nghiém dé loai trir cac yéu td nguy co ¢6 thé xay ra trudce khi
bét dau didu tri bing din xudt phenothiazin va khi thdy can thiét trong qué trinh diéu tri.
Phin dimg nhay cdm véi 4nh sang: Do nguy co nhay cam véi dnh séng, nén tranh tiép xuic
v6i dnh séng mit trdi manh hodc tia cyc tim trong hodc ngay sau khi diéu tri.
Tré em: Nén tranh str dung promethazin & tré em va tré vi thanh nién c6 cac dau hiéu va
biéu hién ciia hdi ching Reye.
Canh bdo t4 duwge: Thube co chira natri metabisulfit va hiém khi gdy phan tmg qua man
nghiém trong va co thét phé quan.
SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:
Thoi ky mang thai:
Khong nén sir dung promethazin tiém trong thoi ky mang thai trir Khi bac st thiy cén thiét.
Khéng nén ding promethazin trong 2 tudn trude khi sinh vi nguy co gy kho chiu va gy
trang théi kich thich ¢ tré so sinh.
Thoi ky cho con bu:
Promethazin dugce bai tiét qua stta me. Thude c6 nguy co gdy kho chiu va va gdy trang thai
kich thich & tré so sinh. Do d6, thuéc khong dugc khuyén cdo str dung & phu nit cho con
bu.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Nhitng bénh nhin dang didu tri thubc promethazin lan dau tién khong nen diéu khién
phuong tién hodc may moéc trong vai ngay déu tién, cho dén khi xdc dinh ring ho khéng
qué nhay cam véi céc anh hudng than kinh trung wong ctia thuée va khong bi mat phuong
hudng, nhdm l4n hodc chéng mit.
TUONG TAC, TUONG KY CUA THUOC:
Twong tie thude:
Promethazin lam ting cudng tdc dung cua cac thube khéng cholinergic, thudc chéng trim
cam ba vong, thuc an thin hoic bét ky thudc ngti nao khac.
Nén tranh udng rugu trong qua trinh diéu tri. Dung ddng thdi véi rugu lam ting tac dung an

than cua thubc khéng histamin Hi.
Promethazin c6 thé gay ha huyét ap va do d6 ¢ thé can phai diéu chinh lidu diéu tri ha huyét

ap.
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Promethazin c thé lam giam ngudng co giat va do do c6 thé ¢an phéi diéu chinh lidu lugng
thudc chdng co giat.
Promethazin c6 thé anh hudng dén céc xét nghiém thir thai bang nudc tidu tao ra két qua
duong tinh gia hodc am tinh gia.
Nén ngimg str dung promethazin it nhét 72 gi¢ trude khi bt diu xét nghiém da vi thube ¢6
thé rc ché phan tng histamin & da do dé tao ra két qua 4m tinh gia.
Tiém promethazin ¢6 thé 1am ting dung nap glucose.
Can dic biét than trong khi sir dung promethazin ddng thdi véi céce thude gy kéo dai QT
(nhu thude chéng loan nhip, thude khang sinh, thudc chéng trdm cam, thuéc chéng loan than)
dé tranh lam trdm trong thém nguy co kéo dai QT.
Tuwong ky:
Dung dich promethazin hydroclorid twong ky véi céc chét kiém, tao két tia promethazin
base khéng tan. B2 ghi nhén tuwong ky véi aminophylin, cac barbiturat, mubi benzylpenicilin,
carbenicilin natri, cloramphenicol, natri succinat, clorothiazid natri, cefmetazol natri,
cefoperazol natri, cefotetan dinatri, dimenhydrinat, doxorubicin hydroclorid (dang liposom),
furosemid, heparin natri, hydrocortison natri succinat, meticilin natri, morphin sulfat,
nalbuphin hydroclorid va mét vai chat can quang va céc dung dich nudi dudng dang tiém
truyén.
12. TAC DUNG KHONG MONG MUON CUA THUOC:
Réi loan hé thc'fng mién dich
Phan tmg di mg, bao gdm ndi mé day, phat ban, ngira va phan (g phan vé da dugc bio
cdo.
Réi loan da va mé duéi da
Phén (g da nhay cam da dugc béo cdo.
Ror loan hé than kinh
Budn ngt, chéng mat, nhirc dau tic dung ngoai thap bao gdm hoi chimg chén khong yén,
co thit co va chuyen dong gidng nhu cir dong giat & dau va mit.
Ngudi cao tudi déc bi¢t nhay cam véi tac dung khang cholinergic va 16 13n do promethazin.
Réi loan tém than
Bdn chdn, 4c mdng va mat phuong hudng.
Tré so sinh va tré sinh non dé bi anh huéng béi tic dung khang cholinergic ctia promethazin,
trong khi nhimg tré khéc ¢6 thé biéu hién tinh trang ting kich thich nghich 1y.
RO logn mit
Mo mét
Roi loan tiéu hoa
Kich tmg/kh6 chiu yung thugng vi, kho miéng
Réi logn than va tiét niéu
Bi tiéu
Réi loan chuyén hoa va dinh duwdng
Chén &n, danh trong ngue, rdi loan nhip tim (bao gom kéo dai khoang QT va xodn dinh)
Réi loan mach mdu
Huyét ap thép
Réi loan gan mdt
Vang da
Réi loan hé thong mdu va bach huyét
R&i loan tao mau bao gbm thiéu mau tan huyét hiém khi xay ra. Mét bach cdu hat.
Réi loan chung va tqi vi tri diung thuéc
Mét moi
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Bao cdo phan ting bat loi bi nghi ngo
Bao céo céc phan (mg bat loi bi nghi ngd cta thudc sau khi luu hanh 14 rét quan trong. N6
cho phcp tiép tuc theo d&i can bang gifta loi ich/nguy co cua sén phém thubc. Céc chuyén
giay té duqc yéu cdu bao cao bat ky cc phan tng bét 1oi bi nghi ngd thong qua hé théng
béo cdo qudc gia.
Hwéng din xir tri ADR:
ADR phd bién nhét cta promethazin 1a tic dung an than qua manh, gy ngu, 14 14n hodc mét
phuorng huéng, phan tmg ngoai thap, khé miéng, nhin mo. E)e giam bat cdc tri¢u ching nay,
cAn dung promethazin lidu thip nhat c6 hiéu qua vading ngan ngay, c6 khi phai ngimg thude.
Céc phan tmg ngoai thap nghiém trong cé thé didu tri bang cée thudc khang cholinergic va
chéng Parkinson (nhu diphenhydramin hodc barbiturat).
Ha huyét 4p nghiém trong c6 thé dép tmg voi norepinephrin ho#c phenylephrin.
Khong nén dung epinephrin vi sau d6 huyét ap c6 thé con ha thip hon. Tranh dung céc thube
hdi stre ¢6 thé gdy co gidt. Mot sb kinh nghiém cho thdy thAm phén khong gitip cai thién gi.
Budn ngti nhiéu: Cén can dian nguoi bénh ngoai tri tranh céc hoat dong nhur lai xe, diéu khién
may mac cho téi khi hét budn ngi hodc chéng mat do thude. Tranh dung ddng thai véi rugu
hodc cdc thube tre ché hé thin kinh trung vong khéc.
Can khuyén ngudi bénh phai béo cho thdy thudc biét bét ctr biéu hién bat thu:cmg, khong tu
chu hodc nhay cam bat thudng nao voi anh sang mat trdi. Ngimg thubc néu can.
Théng bdo ngay cho bdc st hodc dirge st nhitng phan img cé hai gdp phai khi sir dung thuoe
13. QUA LIEU VA CACH XU TRi:
Triéu chirng:
Céc triéu ching qua lidu ning rat khac nhau. Triéu chimg & tré em 1a sy két hop khac nhau
cta kich thich, mét diéu hoa, mat phm hop, muia v& va do gidce, trong khi ngudi 1én ¢6 thé tr&
nén budn ngu va hén mé. Co giat co thé xay ra & ca ngudi 1on va tré em; hon mé hodc hung
phan c6 thé xay ra trude. Nhip tim nhanh c6 thé tiang 1én. Suy tim, hd hap hiém gap. Liéu cao
(liéu cao hon muc diéu tri) c6 thé gy rdi loan nhip thit bao gdm kéo dai khoang QT va X04n
dinh (xem phén Tdc dung khong mong muén cua thuoc)
Diéu tri
Néu bénh nhan dugc khdm sém sau khi udng thube, c6 thé gdy nén bing ipecacuanha; ngoai
ra, c6 thé str dung phuong phap rura da day.
Miit khéc, diéu tri hd trg bang cach chi y duy tri tinh tr ang hé hép va tuan hoan diy du.
Co giat nén dugc didu trj bang diazepam hodc thude chéng co giat thich hgp khéc.
14. PAC TINH DUQC LUC HQC:
Nhém duge 1y: Thude khéng histamin ding toan than; DAan xuét phenothiazin
Mi ATC: RO6ADO2.
Thude khéng histamin manh, tac dung kéo dai véi cc déc tinh an thin,chéng nén va chéng
cholinergic.
15. PAC TINH DUQC BONG HOQC:
Promethazin duoc bai tiét chdm qua nude tiéu va mat. Thubc duge phan bb rong khip cac md
ctia co thé. Thude qua duoe hang rdo mau ndo, nhau thai. Phenothiazin di vao sita & nong do
thap.
16. QUY CACH PONG GOI:
Hop 10 éng 1ml; hop 100 6ng 1ml.

4

[y

" = G
&\ 8&2==/
W “



https://trungtamthuoc.com/

17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:
Diéu kién bao quan: Noi khd, nhiét dd dudi 30°C, tranh anh séng.
Han dimng: 36 thang ké tir ngay san xuét.
Khéng dung qud thoi han in trén bao bi
Tiéu chuan chat lwong: TCCS
18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
CONG TY CO PHAN DUQC PHAM TRUNG UONG 2
L4 27, khu céng nghiép Quang Minh, thi trdn Quang Minh, huyén Mg Linh, thanh phé Ha
Noi
Dién thoai: 024.39716291 *Fax: 024.35251484




