Mé&u nhén hép. Ty 1& 100%
Kich thuéc: 135 x 13 x 64 mm

Rx Thudc ké don

Diphenhydramin 10mg/1ml

Dung dich tiém

THANH PHAN:

Diphenhydramin hydroclorid: ..., 10mg
Tadlee: . o crsrunianaus sanis ah s Gy vira di_1ml.
CHI BINH, CACH DUNG, CHONG CHI DINH VA CAC THONG
TIN KHAC Xem t& hwéng dan st dung thude kém theo,

BAO QUAN: Noi kho, tranh anh sang, nhiét dd duéi 30°C.
TIEU CHUAN: Tiéu chuén co sé.

jwip/Bwig) unweapiyuaydig

Hép 10 6ng x 1 ml
Tiém bap, tiém tinh mach

San xuat tai. : ; Ngay SX/Mfd.:

CONG TY CO PHAN DU'Q'C PHAM MINH DAN Sé 16 SX/Lot.:

L& N8 - Brréng N5 - KCN Hoa Xa - Phuong My X4 =
TP.Nam Binh - Tinh Nam Binh - Vigt Nam HD/Exp.
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Lot N8 - N5 Streel - Hoa Xa Industrial Zone - My Xa Ward

Manufacturer
MINH DAN PHARMACEUTICAL JOINT STOCK COMPANY J
Nam Dinh City - Nam Dinh Province - Viet Nam

CONG TY CO-PH, PHAM MINH DAN
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Mé&u nhén 8ng 1ml. Ti 1& 300%
Kich thuéc 15 x21 mm

CONG TY CPDP MINH DAN
DUNG DICH TIEM
Diphenhydramin
10mg/1ml
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Dung dich tiém

Diphenhydramin
iomg/iml
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Rx Thubc ké don GMP-WHO

Dung djch tiém

Diphenhydramin
10mg/iml

Hép 100 6ng x 1 ml
Tiém bap, tiém tinh mach

San xuat tai: .

CONG TY CO PHAN DU'QC PHAM MINH DAN

L& N8 - Buding N5 - KCN Hoa X4 - Phudng My Xa
TP.Nam Binh - Tinh Nam Binh - Viét Nam
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Rx
DIPHENHYDRAMIN 10mg/1ml

https://trungtamthuoc.cofpn/

DIPHENHYDRAMIN 10mg/1ml

Tén thube: DIPHENHYDRAMIN 10mg/tml

» Thube niy chi dung theo dom thude )

« Dpe k§ hutmg diin sir dung trude khi ding thude
q'mmmms&véllmumgs&cm@ém:
tién sir bénh, tién sir dj img thude, cac bénh dang diu tri, ¢
thai hode cho con bi

» P xa tiim tay iré em

Thinh phin :
Thanh phen digre chit
Diphenbydramin hydroclorid: ...

T'hén phdn i duge:

Acid hydroctorie, Matri hydroxyd, nude dé pha thube tigm.

TR . .. 304 s s o icsnsaissaviratmniods VAR AR BTl

Dyng hio ché Dung dich titm .
M 14, Dung dich thude 1iém vo kiwdn dong trong Gng thily tinh kin. Dung
dich ché philm trang, khdng mitu
pH: 4.0-635
Chi djnh:

Ciidm nhe cie trigu chimg dj ing do gidi phang histamin, bao gbm di img
mii vi bénh da di (mg.

H tro gilc ngd ban dém,

Bidu trj tgm thin ko va ¢dm lanh,

Chdng ndn va phong say thu xe.

Diéu trj cac phan img logn rrong e do phenothiazin,
Litu dilng, edch dimg:

Ciich_ding:
Chi ding dutmg tiém khi khong thé ubng duge. Thube dugc tiém trye
tiép, khitng cdn pha lodng trude khi tiém. Khi tém bap cdn tiém sau. Khi
i fink mgch phai tiém chiim va dé ngui bénh & tir thé nim.

* Liéw ihnetmg dimg cho ngiwdi lom vé thidu niér: .

Viem migi di ing, cam lank hode ching loan truomg lwee co: Tiém bip
hogc tinh mgch, 10~ 50 mg, 3

(hong ndn hode chong mat: Tigm bip hoje tinh much 10mg khi bit diu
dibu tri, c6 thé ting 161 20 dén 50 mg, 2 hoiic 3 it mit lin, Gidi hen ke
dom thng thutmg cho nguti lon: Tl da 100 mg/lidu hofic 400 me/ngdy.
T a4 tiém tinh mach khong duge vuot qud 25 mg/phit.

* Lidu liém thuomg ding cho tré em; ’

Chita df iing, chong non, chong mdl, say tau xe: Tiém bip hogc tinh
menngl;zs mg/kg holic 37,5 mg/m’, 4 lin mi ngay, khong tiém qua 300
me/ngiy.

Chang loan trmg hee cor- Titm bip, tih mach 0.5 - | mag/kg/liéy

Ngudt sy than: Cén ting khoing cich ding thudic: The 0 loc cu thin
bing hodc hom 50 miphit: Cich 6 gitvlin, Tde df loc chu thin dudi
10mi/philt (suy thiin nfing) cach 12 — 18 ity Hn,

Chbag chi dinh:
Min cam voi diphenhydramin v nhitng thude khing histamin khdc cé
o triic hoa hoe lumg 1,

Hen cilip tinh,

Tré yo sinh va (e dé non.

Phy nit dang cha con bi.

Diung ghy t& i ehd (ti2m).

Cinh béo vii thijn trgng khi dang thude:

Cénh bio trede cho ngudi bénh phai thin trong ki 18 xe hoge vin hanh
miy moc (vi dimenhydrinat cd tic dung lim budn ngil nén lam giam sy
tinh 140)

Neudi binh phii due canh bao khong ding dd ubng cb cbn trong thoi
giun dimg thude vilam ting téc dung e ché t'hzn kinh trung uong.

Phi]dkbiétﬂﬂuhwg" 16t hon I3 kiong dung diphenhydramin cho
nguoi ¢6 phi dai tuyén tién li¢, tic bang quang, hep mén vi, do tic dung

khing cholinergic cia thudc. Tranh khong ding diphenhydramin cho nguti

bi bénh nhugc co, ngyi bi glocom goc dong,

B4 ¢6 bito cio vé mOt 58 trutng hop ngd ddc & tré em khi ding bdi ngodi
da trén dién rong (thudmg c6 thn thuong da) hojc khi ding déng thés vai

" dang udng. Vi vy khi dang thudc bai tai chd phat theo ding hudng din sir
dung holic chi din cis bac 5§ vt khong ding dong thin voi cac dang ding
khic ciia diphenhydramin, )

Phai hé1 sire thin trong khi ding ¢éc loai thube ho, ching cim cim, ngat
mii, ban ty do khong don cho tré nho co chir diphenhydramin, vi d ::z
ra ngp dée & nhidu tré dudi 2 tudi (b cd tr vong). Nhibu nha sin x
khuyén cho khong ding cho tré dudi 4 tubi. Cn than trong khi ding cho
nguti cao i vi dé nhay cam visi cac tac dung phu.

Anh hwdng il thude 18n khi ning i xe v vin hinh miy moe:

Cinh bio trrde cho nguoi bénh phii thin trong khi 14 xe hofic vin hinh
mity moc (vi dimenhydrinat ¢ the dung lam budn ngi nén lam gidm sy
linh o)

Sir dyng cho phy nir ¢6 thai vi cho con bi:

Str dung thude cho phy nit ¢6 that,

Tiic dyng khong mong mubn (ADR): .

Tée dung gdy budn ngi i ADR ¢b ty ¢ cao nhiit trong nhimg thude
khing histamin logi ethanolamin (trong do co diphenhydramin) kKhoing
mot nia sO ngwdi dibu trf voi lidu thbmg ding cia cac thube nay bi ngi
gi, Ty 1¢ ADR vé tiu hoa thip hon. Nhimg ADR khic c6 thé do thc dyng
khang muscarin gly nén. Téc dung gdy b n ngl co nguy co gly tal ngn
cho nguwii i xe va ngudi van hinh may moc, ;
T?rm:'nng‘gﬁp 1100 < ADR < I/10 ‘

HiE thin kinh trung wong: Ngo ga tir nhe dén vire, nhirc diu, mét moi, tinh
wrang kich dng,

H& hip: Dich tiét phé guin diic hon.

“Tiéu hoa: Budn ndn, ndn, iz chiy, tho bon, dau bung, khi migng, an ngon
midng hon, thng cin, khd niém mae. a

Jrgdp. 1100 < ADR < 1/100

Tim mgch: Gidm huyét dp, danh trong ngyre, phi !

Hé thin kinh trung uong: An thin, chong mit, kich thich nghich thuimg,
mat ngd, tdm cam :

Da: Miin cdm vai anh sang, ban, phi mach.

Sinh dyc — niéu: Bi dai.

Gan: Viém gan :

Thén kinh - co, xwong: Dau co. dj cim, run.

Mit: Nhin mér.

HO hilp: Co thit phé quan, chay mbu cam.

Thong bdo cho bdc sp nhing tdc dung khong mong mudn gip phdi
khi sir dung

Hudng diin cach xir tri ADR: .

C6 thé lam gidm phdn 16n cde ADR nbe bing cach giam licu
diphenhydrmmin hofic dimg thude khang histamin khic

Qui lidu vh céich xir tri:

Tuy thude khing histamin ¢6 chi s diéu trj cao, nhumg qua lidu co the
xity i i dic bids & wé em. C6 r lidu veé ngd de diphenhydramin &
tré em: Vi lidu 470mg da gy ngd doc nang & mot 1ré 2 wdi, va lidu 7,5 g
gy ngd doc ngng & mot tré 14 wdi. Sau khi rmuday.omzwmsmg
viin con céi tridu chimg khang cholinergic, QRS din rgng vi tidu co vin,
ngutsi Jon, dfic bigt khi ding dbng thar voi rgu, voi phenothinzin, thude
cling co thé gly ngd ddc rlit ngng. Trigu chimg te ché hé thin Kinh trung
wong bidu hign chi yéu 1 mit diéu hou, chong maL, co gilt, ¢’ ché ho hilp.
U ché ho hip dac biét nguy hidm & tré nho Tridu chimg ngogi thiip cd thé
xay ra, nhimg thutng mudn, sau khi udng thude an thin phenothiazin. G&
nhip nhanh xoang, kéo dai thi gian QT, bidic nhi — thit, phirc hop QRS
dan rong, nhung hidm thiy logn nhip thit nghiém tong. ~ » :

Xir tri: Néu cén thi rira dg day; chi gy non khi ngd ddc mai xdy
Ihuétcﬁucdungchhsmdndéthuhng_dnmﬁ ritu dg day va 4
thém than hoat. Trong treémg hop co gidl, cdn didu tr bing diazepa
10mg tigm tinh mach (tré em 0,1 - 0,2 mg/ke). Khi 6 rigu chimg
cholinergic ndng & thén kinh trung wong, kich thich, 40 gilc, co thé dubg
physostigmin voi liéu | — 2mg tiém tinh mach (tré em 0,02 ~ 0,04 mg/kg),
“Tiém chiim tinh mach liéu niy trong it nhdt 5 phit, co thé tém nhic lai sau
30 — 60 phit. Tuy viy, cdn phii co sin atropin dé dé phong taximg hop
ding liéu physostigmin qua cao. Khi bj gidm huyét dp, truyén dich tinh
mach vi néu cin, truyén chim tinh mach noradrenalin. Mt céch didu trj
khic Ia truyén tinh mach chim dopamin (lidu bt diw: 4 - §
microgam/kg/phit).

) nguot bénh co trigu chimg ngogi thap kho didu i, tiem biip hofic tigm
tinh mach chiim 2 - 5 mg biperiden (tré em 0,04 mg/kg), ¢6 thé tém nhic
lgi sau 30 phit. §

Ciin xem xét tién hanh ho hip bd trg. Khong dimg cac thuoe logi cafein.
long nilo vi cb thé gy co gifit
Duge lge hoer »

Nhdm diege 1y: Thude khing histamin; chil ddi khang thy the histamin H,,
ATC: ROGAAD2,

Diphenhydramin & redt thude khang histamin Hy. thé hé thir nhét, thude
nhom din xudt ethanolamin. Diphenhydramin cgnh tranh voi histamin &
thy thé histamin H, vir do do ngin cin tée dyng cla histamin, tac nhén giy
v cie bidu hién di img dic tnmg & dudng hd hip (ho), mili (ngat mii, s6
miii), da (ban d6, ngia). Diphenbydramin con o6 tic dung gdy ngu vi
khang cholinergic manh. Diphenhydramin duge ding dé phong v dieu trj
budn ndn, ndn, chong mat do say tau xe, tée cung nay mol 1a do tinh
chiit khng cholinergic va ire ché hé thin kinh trung wong cia thude. Do,
tinh chit khang muscarin, diphenhydramin dugc ding don dde hoge phoi j
hop vai cac thube ching Parkinson khac dé diéu trj sém chimg run tong
hoi chimg Parkinson va thudc ciing o6 thé co ich trong didu trj cdc phin
(mg ngopi thap do thubc ghy ra. Nhumg cin lwvu y 18 bdn thin
diphenhydramin cling ¢6 thé gy phan @mg ngogi thap. Thude con duge
ding dé diéu tri nghn ngdy chimg mit ngu. Ngoai ra, thude eon duye ding
4 boi ngoii da dé didu trj chimg ngi vél dau do 1on thiremg da.

Duge dfng hoe: - ,
Hdp thu: Diphenhydramin hydroclorid duge hip thu bt bang duimg




thude khong gy quai thai. Co diu
higu ngd ddc vi trigu chimg ngumg @ tré 5o sinh ¢ mg ding liéu cao
hode ding lién tyc diphenhydmmin ¢ giai doan cudi cin thai ky. Thude
khdng phdi 1 khing histamin duge lya chon dé didu tj viém mii dj img

, budn ndn & phy nit mang thai. Chura 6 cde nghién ciu ddy 40, duge
kiém chimg trén phu nit mang thai, vi vl ¢hi ding cho phu nir mang tha
khi thit chn thide

St chung thude cho pl i cho con bii

Thude qua Guge sim me vi viy o6 thé gy ra cic phin (mg khong mong
mudn nghiém trong @ tré con bi, cin phai lya chon gita ding thude va cho
com b
Tuwong the cia thube:

Thube iro ché hé thin kinh wong: The dung @ ché hé thin kinh
mm;pomémtmm thin thude khing histamin voi cic

e ché heé thin kinh trung wong khac gbm barbiturat, thudc an thén

v U

Thude e ché monoamin oxydase (IMAO) kéo dai vi lam tng tic dung
khang cholinergic cta thudc khang histamin. Chdng chi dinh thubc khing
histamin & ngwoi dang ding thube IMAO.
Tuong ky cia thule:

Chu o6 thong tin,

Ctic nghién ol trén dong viil cho

-

httPs://trungtamthuoc.co

udng. tuy nhign chuyén hén budre ddu & gan lim cho chi o6 khodng 40 -
60% diphenhydramin vio duge hé tudn hodn va <O tic dung todn thin
Thri gian dat ndng do dinh 13 1 ~ 4 gidr sau khi udng mdt lidw don. Thube
0 thé hilp thu qua da sau khi bdi thude trén da va hidm cb tic dung toin
thiin

Phén bd: Diphenhydramin phin bd rdng rili vao ce co quan, md ol co
thé, bao ghm i h thin kinh trung weng. Diphenhydramin qua duoe nbau
thai vi vio duge sita me. Ty 1¢ lién két voi protein huyét cao, kivadng B0
85% mvitro. Ti I ghin voi protein it hon & nguoi xo gan va ngudi chi A
(80 vin nguin da triing).

Thdi trir. Diphenhydrmin duge thi trir chi yéu qua nute tidu dudi
dang cc chiit chuydn hoa, mot lwong rt it dio thad duoi deng Kkhdng
chuyén héa. O nguiii khoe manh, nim diri thii trir tir 2,4 - 9.3 gitr. Nin don
thii trir cudi cing kéo dai & i X0 gan,

Quy cich ding goi: Hop 10 dng x Iml
Hop 100 dog x 1ml
Bito quin: Noi khd, trinh anh sing, nhigt 0 dudi 30°C

Hgn diing: 24 thang ké tir ngay sin xudt
Tiéu chuln: Tidu chuln co 56
NEU CAN THEM THONG TIN
XIN HOI ¥ KIEN BAC 5P HOJC bUoC 5T "
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Dia chi: L N§ - Duimg N - KON Hoa X4 - Phuing My Xa
- TP Nam Djnh - Tinh Nam Djuh - Viet Nam
Dién thoul: (+84)228.3671086 Fax: (+84)228.471113
Email: duocp
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