TG HUGNG DAN SU DUNG THUOC CHO CANBO Y TE

RX THUGC BANTHEO DON

Doropycin® 3 m.L.u

e Docky huéng dan sitdung truéc khidung.

e Déxatamtaytréem.

e Thong bao ngay cho bac si hoac dugc si nhitng tac dung khéng
mong mudn gap phai khi st dung thuédc.

THANH PHAN:

M&ivién nén bao phim chua:

-Spiramycin 3.000.0001U
-Ta dugc: Starch 1500, Natri croscarmellose, Magnesi stearat, Colloidal silicon
dioxid A200, Eudragit E100, Polyethylen glycol 6000, Talc, Titan dioxid.
DANG BAO CHE:

Vién nén bao phim,dunguéng.

QUY CACHPONG GOI:

Hop 2 vix5vién, hép 10 vix 5 vién.

Chai 100 vién, chai 150 vién.

DUQCLUCHOC:

Nhém dugcly: Khang sinh nhém macrolid.

Ma ATC:JO1FA02

- Lakhang sinh nhém macrolid c6 phé khang khuan tuong tu phé khang
khuan ctia erythromycin va clindamycin. Thuéc c6 tac dung kim khuan
trén vi khudn dang phan chia té bao. & cac néng dd trong huyét thanh,
thudc cé tac dung kim khuén, nhung khi dat néng dé & mé thuéc c6 thé
diétkhuan.

- Co ché tac dung cla thudc la tac dung trén céc tiéu don vi 50S cla
ribosom vikhuan va ngan can vikhuan téng hgp protein.

- 3 nhiing noi c6 muc khang thudc rét thap, spiramycin c6 tac dung
khang céc chiing Gram duong, céc chiing Coccus nhu Staphylococcus,
Pneumococcus, Meningococcus, phan 16n chiing Gonococcus, 75 % chiing
Streptococcus va Enterococcus. Cac chling Bordetella pertussis, Corynebacteria,
Chlamydia, Actinomyces, mét s6 chiing Mycoplasma va Toxoplasma ciing
nhay cdm vdi spiramycin.

- Spiramycin khong cé tac dung vdi cac vi khudn dusng ruét Gram am. Ba
c6 théng béo vé su dé khang cuia vi khudn déi véi spiramycin, trong d6 ¢6 ca
su khang chéo gilta spiramycin, erythromycin va oleandomycin. Tuy nhién
cac chiing khang erythromycin doi luc van con nhay cdm véi spiramycin.
DUGCDONGHOC:

- Spiramycin dugc hap thu khong hoan toan & dudng tiéu héa. Thudc
udng dugc hédp thu khodng 20 - 50 % liéu st dung. Néng do dinh trong
huyét tuong dat dugc trong vong 2 - 4 gid sau khi uéng. Néng dé dinh
trong huyét tuong sau khiudng liéu 1 g dat dugcla 1 microgam/ml.Néng
d6 dinh trong mau sau liéu don c6 thé duy tri dugc 4 dén 6 gid. Uéng
spiramycin khi cé thic an trong da day lam gidm nhiéu dén sinh kha
dung ctiathudc. Thic dn lam gidam khoang 70 % nong do t6i da clia thudc
trong huyét thanh va lam cho thaoi gian dat dinh cham 2 gio.

- Spiramycin phan b6 réng khép co thé. Thudc dat néng dé cao trong phdi,
amidan, phé quan va cac xoang. Spiramycin it thdm nhap vao dich néo tay.
Néng d6 thudc trong huyét thanh cé tac dung kim khudn trong khodng
0,1 - 3,0 microgam/ml va néng d6 thudc trong mé cé tac dung diét khudn
trong khoang 8 - 64 microgam/ml. ThuGc udng spiramycin cé thai gian ban
phan bé ngén (10,2 + 3,72 phat). Thai gian béan thai trung binh 13 5 - 8 gid.
Thudc thai trir ch yéu & mat. Néng do thudc trong mat I6n gép 15 -40 lan
néng dé trong huyét thanh. Sau 36 gid chi c6 khoang 2 % téng liéu uéng
tim thdy trong nudc tiéu.

CHIiPINH:

-Nhiém khuén & duding hé hap, da va sinh duc do cac vikhudn nhay cam.
- Diéu tri dy phong viém mang ndo do Meningococcus, khi c6 chéng chi
dinh vairifampicin.

- Duphong chiing nhiém Toxoplasmabam sinh trong thdi ky mang thai.

- Hoa du phong viém thap khdép cap tai phat & ngudi bénh di ting véi
penicillin.

LIEU DUNG VA CACHDUNG:

Céch dung: Dung udng, uéng thudc trudc bita an it nhat 2 gid hoac sau
bitaan 3 gi va phaitheo hét dot diéu tri.

Liéudung:

-Ngudilén: 3.000.0001U, 314n/24 gio.

-Tréem trén 6 tudi: 150.000 1U/kg thé trong/24 gid, chialam 3 1an.
-Diéutriduphong viém mang nao do cac ching Meningococcus:
+Ngudilén: 3.000.0001U, 2 1an/ngay.

+Tréemtrén 6 tudi: 75.000 1U/kg thé trong, 2 1an/ngay, trong 5 ngay.

- Du phong nhiém Toxoplasma bam sinh trong thai ky mang thai:
9.000.000 IU/ngay, chia lam nhiéu lan uéng trong 3 tuan, cach 2 tuan cho
liéunhaclai.

CHONG CHiPINH:

- Ngudi ¢ tién st qua man vai spiramycin, macrolid hay bat ky thanh
phankhécctiathudc.

-Thuéc nay khéng thich hgp dung cho tré em dudi 6 tudi.

THANTRONG KHIDUNGTHUOC:

- S&r dung than trong khi dung spiramycin cho ngudi ¢é réi loan chuic
nang gan, vithudc cé thé gay doc véigan.

- Théan trong cho ngudi bi bénh tim, loan nhip (bao gém ca ngudi c6
khuynh hudng kéo dai khodng QT). Khi bat dau diéu tri néu thay phat
héng ban toan than c6 s6t, phai ngting thuéc vi nghi bi bénh mun mu
ngoaiban cap. Trudng hgp nay phai chéng chidinh dung spiramycin.

- Trudng hop réat hiém gap cla thi€u mau tan huyét da dugc bao céo &
nhing bénh nhan thiéu hut glucose - 6 - phosphat - dehydrogenase.
Khéng nén strdung spiramycin cho nhiing bénh nhan nay.

Phunitcé thaivacho conbu:

- Thai ky mang thai: Spiramycin di qua nhau thai, nhung néng dé thuéc
trong mau thai nhi thap hon trong mau ngudi me. Spiramycin khong gay
tai bién khi dung cho ngusi dang mang thai.

- Th&i ky cho con bu: Spiramycin bai tiét qua sita me vai ndng do cao.
Nén nging cho con bu khidang dung thudc.

Anh huéng ctia thuéc déi véi cong viéc (ngusi van hanh may méc,
dang lai tau xe, ngudilam viéc trén cao va cac truong hop khac):
Thuéckhdng anh hudng cho ngudildi xe va van hanh may méc.

TUONG TAC CUATHUOC VGI CACTHUOC KHAC VA CAC LOAITUONG
TACKHAC:

- Dung spiramycin dong thdi véi thuéc udng ngura thai sé lam mat tac
dung phong ngua thu thai.

-Néng do levodopa trong huyét tuang gidm da dugc bao cao khi dung
spiramycin cung véilevodopa.

- Mét bao cdo xodn dinh & bénh nhan cé héi chiing QT kéo dai bdm sinh
khi diéu tri véi spiramycin va mequitazin. Vi vay, can than trong khi st
dung cacthudcnay.

TACDUNG KHONG MONG MUON (ADR):

Spiramycin hiém khi gay tédc dung khéng mong muén nghiémtrong.
Bang tom tat cac phaniing khdng mong mudn:

Caccoquan | Tansudt(*) | Cacphan ting khéng mong muén
Tiéu hoa Thudng gdp | Budn nén, nén, tiéu chay, khé tiéu.
ftgap Viém két trang cap.
Toan than ftgap Mét mai, chdy méau cam, &6 mé hoi,
cam giac de ép nguc.
Hiém gdp Phan (g phan vé, boi nhiém do dung
daingay thuéc uéng spiramycin.
Da ltgdp Ban da, ngoai ban, may day.

(*) Tan suat tdc dung khéng mong muén dugce dinh nghia nhu sau: Rat
thudng gap (ADR = 1/10), thuong gdp (1/100 < ADR < 1/10), it gap
(1/1000 < ADR < 1/100), hi€m gap (1/10000 < ADR < 1/1000), rat hiém
g3p (ADR< 1/10000).
QUALIEUVA CACH XU TRi:
Triéu chiing va biéu hién khi sitdung thuéc qualiéu:
Chua biét liéu spiramycin gay doc. Khi dung liéu cao, c6 thé gay réi loan
tiéu héa: Budn nén, nén, tiéu chay. C6 thé gap khoadng QT kéo dai, hét
dan khi ngling diéu tri (da gap & tré so sinh dung liéu cao hodc & ngudi
I1&n tiém tinh mach c6 nguy cokéo daikhoang QT).
Cach xtrtriqualiéu:
Trong trudng hop qué liéu, nén lam dién tam d6 dé do khodng QT, nhat la
khi c6 kém theo cac nguy co khac (gidm kali huyét, khoang QT, kéo dai
b&m sinh, két hgp dung cac thudc kéo dai khodng QT va/hodc gay xodn
dinh).Khéng cé thudc giai doc. Diéu tritriéu ching.
PIEU KIEN BAO QUAN: Noi kho, nhiét d6 dugi 30 °C, tranh anh sang.
HANDUNG CUATHUGC: 48 thang ké tirngay san xudt
€O SG SAN XUAT:
CONGTY C6 PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 66, Qudc 16 30, Phudng My Phu, Thanh phé Cao
Lanh, TinhBongThéap
DOMEScO  Diénthoai:0277.3851950

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUGNG DAN SUf
DUNGTHUOC: 27/9/2017.

TO HUGNG DAN SU DUNG THUGC CHO BENH NHAN

RX THUGC BANTHEO DON

Doropycin® 3 m.L.u

e Docky huéng dansirdung trugckhidung.

e Déxatamtaytréem.

e Thuécnay chidung theo don ciabacsi.

o Thong bao ngay cho bac si hoac dugc si nhiing tac dung khong mong
mudn gap phai khi sir dung thudc.

e Hay giitlai td huéng dan sirdung; ban cé thé can phai doc lai.

eThudc nay chi dugc ké don cho ban. Khéng dua thuéc cho nguai
khac vi thudc nay c6 thé khéng tét cho ho ngay ca khi ho c6 triéu
chiing giéng nhu ctiaban.

THANH PHAN, HAMLUGNG CUATHUOC:

Méivién nén bao phim chua:

-Spiramycin 3.000.0001U
-Ta dugc: Starch 1500, Natri croscarmellose, Magnesi stearat, Colloidal silicon
dioxid A200, Eudragit E100, Polyethylen glycol 6000, Talc, Titan dioxid.
MOTA SANPHAM:

Dang bao ché: Vién nén bao phim, diing uéng.

Hinh thuc: Vién nén bao phim mau trang, hinh tron det, cé khac chir
DORO va s6 3 trén cing mot mat vién, nhan thudc bén trong mau trang
nga, canhvathanhviénlanhlan.

QUY CACHPONGGOI:

Hop 2 vix5vién,hop 10vix 5 vién.

Chai 100 vién, chai 150 vién.

THUOC DUNG CHO BENH Gi?

-Nhiém khuén & dudng hé hap, da va sinh duc do cac vikhudn nhay cam.
- Diéu tri dy phong viém mang ndo do Meningococcus, khi c6 chéng chi
dinh vairifampicin.

-Du phong chiing nhiém Toxoplasmabam sinh trong th&i ky mang thai.

- Hoa du phong viém thap khdp cap tai phat & ngudi bénh di ing véi
penicillin.

NENDUNGTHUOC NAY NHUTHENAO VA LIEU LUGNG?

Pudng dung: Dudng udng.

Cach dung: Dung udng, uéng thudc trudc bita an it nhat 2 gid hodc sau
biraan 3 gidva phaitheo hét dot diéu tri.

Liéudung:

-Ludn ludn phai dung thuéc ding nhu béc si da chi dinh. Néu ban khéng
chac da dung, hay hai lai bac si. Tiép tuc st dung thudc theo ding chi
dinh ctia bac singay ca khiban cam thay tét hon.

-Né&u ban diing thudc qué sém, ban cé thé tai phat bénh. Hay bao cao véi
béc si néu ban cdm thdy thuéc c6 tac dung qua manh hodc khéng du
manh.

Liéuthudngding:

-Ngudilén: 3.000.0001U, 314n/24 gid.

-Tréem trén 6 tudi: 150.000 1U/kg thé trong/24 gid, chialam 3 1an.
-Diéutridyphong viém mang nao do cac chling Meningococcus:
+Ngudilén: 3.000.000 U, 2 1an/ngay.

+Tréemtrén 6 tudi: 75.000 IU/kg thé trong, 2 1an/ngay, trong 5 ngay.

- Du phong nhiém Toxoplasma bam sinh trong thoi ky mang thai:
9.000.000 IU/ngay, chia lam nhiéu lan ung trong 3 tuan, cach 2 tuan cho
liéunhac lai.

KHINAO KHONG NEN DUNGTHUOC NAY?

Néuban:

- Ngudi ¢6 tién sl qua man vai spiramycin, macrolid hay bat ky thanh
phankhaccliathudc.

-Thuéc nay khéng thich hgp dung cho tré em duéi 6 tudi.

TACDUNG KHONG MONG MUON:

-Cang nhu cacthudckhac, DOROPYCIN 3 M.LU c6 thé gay ra cactacdung
phu, mdcdukhéng phaibénh nhan nao ciing gap phai.

-Thoéng bao ngay cho béc si hodc dugc si nhiing tdc dung khéng mong
mudn gap phaikhisrdung thuéc.

- Néu tac dung khong mong mudn nao trd nén nghiém trong hodc néu
ban phat hién tac dung khéng mong muén chua dugc dé cap trong to
hudéng dan nay, hay bao cdo cho bacsictia ban biét.

-Spiramycin hiém khi gay tac dung khong mong muén nghiém trong.
Bang tom tat cac phan iing khéng mong muén:

Caccoquan | Tansuat(*) | Cacphan dng khéng mong muén

Tiéu hda Thuong gdp | Budn nén, nén, tiéu chay, kho tiéu.

Itgdp Viém két trang cap.

Toan than It gap Mét méi, chdy méau cam, d6 mé hoi,
cam giac dé ép nguc.
Hiém gdp Phan ting phan vé&, boi nhiém do diing
daingay thuéc uéng spiramycin.
Da ltgdp Ban da, ngoai ban, may day.

(*¥) Tan suat tac dung khéng mong muén dugc dinh nghia nhu sau: Rat
thudng gap (ADR = 1/10), thudng gap (1/100 < ADR < 1/10), it gap
(1/1000 < ADR < 1/100), hiém gép (1/10000 < ADR < 1/1000), rat hiém
gap (ADR< 1/10000).
NEN TRANH DUNG NHUNG THUGC HOACTHUC PHAM GI KHI PANG
SUDUNGTHUGOCNAY?
Thuc pham: Thiic &n va d6 udng khéng c6 anh hudng dén tac dung ctia
thudc.
Dung cacthuéckhac:
-Théng tin véibacsidanh sach tat ca cacthuécmaban dang st dung.
- Dung spiramycin dong thdi véi thuéc uéng ngura thai sé lam mat tac
dung phong ngura thu thai.
-Néng do levodopa trong huyét tuang gidm da dugc bao cao khi dung
spiramycin cung véilevodopa.
- Mét bao cao xodn dinh & bénh nhan cé héi chiing QT kéo dai bdm sinh
khi diéu tri v&i spiramycin va mequitazin. Vi vay, can than trong khi st
dung cacthudcnay.
CANLAM GIKHIMOTLAN QUENKHONG DUNGTHUOC?
Diéu quan trong la ban phai uéng thudc dung liéu duing nhu béc si da chi dinh.
Néu ban quén udng moét liéu dung, hay uéng ngay khi nhé ra. Néu thai
gian gan vdi lan dung thuéc tiép theo, bd qua liéu da quén va hay dung
liéu tiép theo vao thdi gian thudng 1é. Khéng dung liéu gap déi dé bu vao
liéudaquén.
CANBAO QUANTHUGCNAY NHU THENAO?
Bao quan thuéc noi kho, nhiét dé duai 30 °C, tranh anh sang.
NHUNG DAU HIEUVATRIEU CHUNG KHIDUNGTHUOC QUA LIEU?
Chua biét liéu spiramycin gay doc. Khi dung liéu cao, c6 thé gay réi loan
tiéu héa: Budn nén, nén, tieu chay. C6 thé gap khodng QT kéo dai, hét
dan khi nguing diéu tri (da gap & tré so sinh dung liéu cao hodc & ngudi
I16n tiém tinh mach c6 nguy cokéo dai khoang QT).
CANPHAILAM GI KHIDUNG THUOC QUA LIEU KHUYEN CAO?
Cachxtrtriqualiéu
- Néu ban hay bat ky ai khac (nhu tré em) uéng qué nhiéu vién thuéc, hay
gap ngay bac sihoac téi khoa Héi stic - Cap cliu clia bénh vién gan nhat.
-Trong trudng hop qué liéu, nén lam dién tam d6 dé do khoang QT, nhat
la khi c6 kém theo cac nguy co khac (gidm kali huyét, khoang QT kéo dai
b&m sinh, két hgp dung cac thudc kéo dai khoang QT va/hodc gay xodn
dinh).Khéng c6 thudc giai doc. Diéu tri triéu ching.
NHUNG DIEU CANTHAN TRONG KHI DUNG THUGC NAY:
- Stdung than trong khi duing spiramycin cho ngudi cé r6i loan chiic nang
gan, vithudc cé thé gay doc vaigan.
- Than trong cho ngudi bi bénh tim, loan nhip (bao gébm ca ngudi c6
khuynh hudng kéo dai khoang QT). Khi bat dau diéu tri néu thay phat
héng ban toan than co sét, phai nging thudc vi nghi bi bénh mun mu
ngoaiban cap. Trudng hop nay phai chéng chidinh dung spiramycin.
- Trudng hop rat hiém gap cla thi€u mau tan huyét da dugc bao céo &
nhing bénh nhan thiéu hut glucose - 6 - phosphat - dehydrogenase.
Khong nén sitdung spiramycin cho nhiing bénh nhan nay.
Phu nircé thaivacho conbu:
Théng bao véibac sinéuban dang mang thai hay cho con bu.
- Thai ky mang thai: Spiramycin di qua nhau thai, nhung néng dé thuéc
trong mau thai nhi thap hon trong mau ngudi me. Spiramycin khong gay
tai bién khi duing cho ngudi dang mang thai.
- Thai ky cho con bu: Spiramycin bai tiét qua sita me véi ndng do cao.
Nén ngimng cho con bu khidang dung thudc.
Anh huéng ctia thuéc déi véi cong viéc (ngusi van hanh may méc,
dang lai tau xe, ngudilam viéc trén cao va cac truong hop khac):
Thuéckhdng anh hudng cho ngudildi xe va van hanh may méc.
KHINAO CANTHAMVAN BAC STHOACDUGCSI?
T& huéng dan sif dung néu tom tét cac thong tin quan trong clia
thudc. Néu can thém théng tin, xin héiy kién bac sihodc dugcsi.
HAN DUNG CUA THUOC: 48 thang k& tirngay san xuat.
CGO SG SAN XUAT:
CONGTY €O PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 66, Qudc 16 30, Phudng My Phi, Thanh phé Cao
Lanh, TinhBongThap
poMESco  Diénthoai:0277.3851950

NGAY XEM XET SUA D061, CAP NHAT LAI NOI DUNG HUGNG DAN SU/
DUNGTHUOC:27/9/2017.
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