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TO HUONG DAN SU DUNG THUOC
A. HUGNG DAN SU DUNG THUOC CHO NGUOI BENH
1. Tén sin pham: DOXYTHEPHARM

DPoc ki huéng din sir dung truée khi dung
Dé xa tim tay tré em
Thong bao ngay cho béc s§ hodic dugc si nhirng tic dung
khéng mong muén gip phii khi sir dung thube

Thudc nay chi dung theo don ciia béc sy

2. Thanh phin: Cho 1 vién:

Doxycyclin hydroclorid
Tuong duong véi Doxycyclin 100 mg
Ta duge vd 1 vién
(Td dwegc gom: Tinh bot mi, Magnesi stearat, Colloidal anhydrous silica, vo nang sé 2 xanh
dam — xanh nhat)
3. M ti sdn pham: Vién nang ctig gdm 2 phan hinh tru 16ng khit vao v&i nhau (mau xanh
dam — xanh nhat), bot thudc bén trong kho toi, mau vang hay vang nhat
4. Quy cach dong géi: Hop 10 vi x 10 vién
5. Thubc ding cho bénh gi:
Doxythepharm duoc chi dinh @& diéu tri cic nhidm tring do céc vi khudn nhay cam gy ra.
Cu thé Doxythepharm duoc chi dinh trong cc trudng hop sau:
- NhiZm triung duong hé hip: Viém phdi don hodc da thiy, viém phé quan. viém amidan.
viém hong, viém tai gifra, viém xoang...
- Nhiém trung tiét niéu - sinh duc: Viém than - bé than, viém bang quang. viém niéu dao.
bénh lau (cAp tinh), bénh giang mai (chi ding néu c6 di tmg véi p — lactam).
- Nhiém tring da v4 mdé mém: Chdc 16. mun nhot, viém md té béo, ap xe. nhiém khuén vét
thuong, viém quanh mong ...
- Bénh trimg ca: Thudc c6 hiéu qua cao trong diéu tri toan than bénh trimg ¢4 do.
- Cée nhidm trang khéc nhu: Nhidm trung mét, nhiém tring dudng tidu hoa, viém tuyén tién
ligt...
6. Nén ding thudc nay nhw thé nao va liéu lwong:
Uéng thudc vao bita an véi mot lugng nudce vira du.
Nguwoi lon:
Liéu thong thuong la 2 vién cho ngay dau tién, sau d6 dung liéu duy tri 1 vién/ ngay
Trong cac nhiém tring ning, ddc biét la nhiém trung dwong niéu, liéu diéu tri 2 vién/ ngay.
Trudng hop dac biét:
- Bénh lau:



+ Nam gi6i: Ngay dau tién: 2 vién lic bét dau va 1 vién vao budi ti trudc khi di ngu. Sau do
I vién/ 1an x 2 lan/ ngay trong 3 ngay.

+ Phu nit: 1 vién/ 1an x 2 14n / ngay

- Giang mai: 1 vién/ lan x 3 14n/ ngay

- Bénh trimg ca: 1 vién/ ngay (trong 10 - 15 ngay, sau d6 cur 2 ngay dung 1 vién)

Tré em trén 8 tudi: Ngay déu tién: 4 mg/kg/ngdy, sau d6 dung liéu duy tri 2 mg/kg/ngay.
Trong cac nhiém trung ning co6 thé dung liéu 4 mg/kg/ngay.

7. Khi nao khong nén ding thudc nay:

- Nhitng ngudi qua min cam v6i cac Tetracyclin hodc thude giy té loai cain (Lidocain,
Procain).

- Nguoi suy gan nédng.

- Tré em duéi 8 tudi.

8. Tac dung khong mong muén:

Doxycyclin co thé gay kich timg duong tiéu hoa véi mire dd khac nhau, thuong gap hon sau
khi uéng. Doxycyclin ¢ thé gdy phan tmg tir nhe dén nang & da ngudi ding thude, khi phoi
ning (min cam véi anh sing). Phin I6n doc hai gan phat trién ¢ ngudi tiém liéu cao
Doxycyclin, va ca khi udng lidu cao. Ngudi mang thai dic biét dé bi thuong ton gan néng do
Doxycyelin. Dau tién xuét hién vang da. tiép d6 1a tang uré - mau, nhiém acid, va séc khong
hoi phuc.

Thuong gap, ADR >1/100
Tiéu hoéa: Viém thuc quan.

Khac: Bién mau rang & tré em.

It gap, 1/1000 < ADR <1/100

Da: Ban, man cam 4nh séng.

Tiéu hoa: Budn ndn, ia chay.

Mau: Giam bach cAu trung tinh, ting bach ciu ua eosin.
Tai chd: Viém tinh mach.

Hiém gap, ADR <1/1000

Hé than kinh trung wong: Téng 4p lyc ndi so lanh tinh, thép phdng & tré nho.

Gan: Ddc hai gan.

9, Nén tranh dung nhing thudc hoic thye phém gi khi dang ding thudc nay:

Théong bao cho bac si khi dang dung cac thudc: thudc khéng acid chira nhom, calci, magnesi.
sit va Bismuth subsalicylate, Barbiturat, Phenytoin, Carbamazepin va Warfarin.

10. Cin lam gi khi mdt lan quén khéng ding thube:
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C6 thé udng lai theo dung liéu da chi dan. Khong dung liéu gép doi dé bd sung cho liéu da
queén.

11. Can bio quin thubc nay nhwr thé nio: Noi khé, nhiét do khong qua 30°C, tranh anh
sang.

12. Nhirng déu hi¢u va tri¢u ching khi ding thubc qua lidu:

Chura c6 thong tin.

13. Cin phai lam gi khi ding thudc qus liéu khuyén céo:

Cén dimg ngay thudc va dén gip bac si.

14. Nhirng diéu cin thin trong khi dung thuc nay:

a. Cdc finh trang can than trong khi ding thudc:

- O tré duéi 8 tudi, Doxycyclin giy bién mau ring vinh vién, giam san men rang. va giam tc
d6 phat trién chiéu dai cia bd xwong. Do d6 khéng dung Doxyceyelin cho nguoi bénh & nhéom
tudi ndy trir phi nhing thudc khang khudn khac khong chic c¢6 hiéu qua hodc bj chdng chi
dinh.

- Phai trdnh ding Doxycyclin trong thoi gian dai vi ¢6 thé gay boi nhiém.

- Tranh phoi ning kéo dai vi ¢6 thé man cam véi anh sang khi ding Doxycyclin.

- Phéi udng vién nén véi toi thiéu mdt cc nude ddy, va & tu thé dimg, dé tranh loét thuc
quén, hozc dé giam kich tmg dudng tidu hoa.

b. Cdc khuyén cdo ding thuéc cho phu nit cé thai va cho con bii:

- Thoi ky mang thai: Cac Tetracyclin phan bd qua nhau thai; khong ding Doxycyclin trong
nira cudi thai ky vi Doxycyclin c6 thé gay bién mau riang vinh vién, giam san men rang, va co
thé tich lily trong xuong, gay rdi loan ciu tric xuong. Ngoai ra, ¢6 thé xay ra gan nhiém md ¢
phu nir mang thai.

- Thai ky cho con bi: Doxycyclin dugce bai tiét vao sita va tao phic hop khong hip thu dugc
voi calci trong sira.

c. Anh hwéng cia thude ddi véi cong viée (Ngudi vin hanh miy mée, dang lai tau xe,
ngudi lam viée trén cao): Chua ghi nhén duge bio cdo phan (g bét lgi hodc chua ¢d nghién
ctru ndo vé anh hudng ctia thudce 1én kha nang van hanh may moéc, lai tau xe, nguoi lam vige
trén cao va cac truong hop khac.

15. Khi nio cin tham van béc s§:

Khi gap bt ki tac dung khong mong mudn hodc quéa liéu cin dén gap ngay bac si dé tham
van.

Néu cin thém thong tin xin hoi y kién bac sy hodc duge st

16. Han dung cua thude: 36 thang ké tir ngay san xuit.

17. Tén, dia chi clia co' s& sin xudt:



CONG TY CO PHAN DUQC - VAT TU' Y TE THANH HOA
Viin phong: 232 Tran Phii - Phuwong Lam Son - TP. Thanh Héa
Cé sé sin xudt: S6 04 - Quang Trung - TP. Thanh Héa
Pién thoai: (037) 3852.691 - Fax: (037) 3724.853
18. Ngay xem xét sira ddi lai tor thong tin cho bénh nhén:
B. NOI DUNG HUOGNG DAN SU DUNG THUOC CHO CAN BO Y TE:
1. Cdc dac tinh dwoc luc hoc:

- Nhom dugce ly va md ATC cuia Doxycycline: Khang sinh nhom tetracyclin.. Ma ATC: JO1A
A02.

Doxycyclin la khang sinh phd rong, ¢ tac dung kim khudn. Thudc e ché vi khudn tong hop
protein do gén vao tiéu don vi 308 va c6 thé ca véi 508 cua ribosom vi khuin nhay cam:
thudc cling c6 thé gay thay dbi & mang bao twong. Doxycyclin ¢o pham vi khang khuén rong
v6i vi khudn ua khi va ky khi Gram duong va Gram am, va ca véi mot s vi sinh vat khang
thudc tac dung voi thanh té bao, nhu Rickettsia, Coxiella burnetii, Mycoplasma pneumoniae,
Chlamydia spp., Legionella spp., Ureaplasma, mdt s6 Mycobacterium khong dién hinh, va
Plasmodium spp, Doxycyclin khong co tac dung tri nim trén 1am sang.

Trong céc Tetracyclin, Doxycyclin it doc véi gan hon va ¢6 loi thé trong cach ding thude. vi
ndng d huyét tuong twong duong khi uéng hoic tiém thudc. Nhimg thuéc wa md nhiéu hon
nhu Doxycyelin va Minocyelin, ¢6 tdc dung manh nhat, tiép theo la Tetracyclin. Noi chung,
Tetracyclin ¢ tac dung véi vi khudn Gram duong & ndng d6 thip hon so vai vi khuén Gram
am. Lic dAu, ca Doxycyclin va Tetracyclin déu ¢ tic dung véi hiu hét cac chung Srrep.
pneumoniae, nhung hién nay, phé cau khang thudc thuong gip ¢ nhiéu ving cua Viét nam.
Nhiém Plasmodium falciparum & Viét Nam thudng khang nhiéu thubc nhu Cloroquin,
Sulfonamid va cac thudc chong sdt rét khac, nhung van cé thé ding Doxycyclin dé du phong.
2. Céc dac tinh dwoc dong hoc

Doxycyclin dugc hip thu tét qua duong tiéu hoa (95% liéu udng); hap thu giam khi ding
ddng thoi ché pham sita. C6 thé ubng Doxycyclin 2 lan/ngdy, vi thude ¢6 nura doi dai (16 - 18
gi®y). Pat ndng do huyét tuong t6i da 3 microgam/ml, 2 gi& sau khi udng 200 mg Doxycyclin
liéu du tién va ndng dd huyét twong duy tri trén 1 microgam/ml trong 8 - 12 gio. Nong do
huyét tuong tuong dwong khi udng hodc tiém Doxycyclin. Vi cac Tetracyclin d& phirc hop voi
cac cation héa tri 2 hodc héa tri 3, nhu calci, magnesi, nhom, nén cac thude khang acid va cac
thubc khéc c6 chira cac cation n6i trén, ciing nhu thirc #n va sira ¢6 chira calci déu lam anh
huéng dén hap thu Doxycyclin.

Doxycyclin phan b rong trong co thé vao cdc md va dich tiét, gdm ca nude tiéu va tuyén
tién liét. Thube tich lily trong cdc té bao ludi - ndi md cua gan, lach, va tiy xuong, va trong

xuong, nga rang, va men rang chua moc.



Phan 16n cac Tetracyclin thai trir chu yéu qua than, mac du Tetracyclin ciing duge tap
trung & gan va thai trlr qua mét vao rudt, va ching lai dugc tai hip thu mot phin qua su tai
tudn hoan rudt - gan. C6 su khéc biét quan trong trong trirdng hop Doxycyclin la Doxycyelin
khong thai trir giéng nhu céc Tetracyclin khéc, ma thai trir chu yéu qua phan (qua gan), thi
yéu qua nude ti¢u (qua than), va khong tich lity nhiéu nhu cac Tetracyclin khac ¢ ngudi suy
than, do d6 1a mot trong nhiig Tetracyclin an toan nhit dé diéu tri nhiém khuén ¢ nguoi bénh
nay.

3. Chi dinh:
Doxythepharm dugc chi dinh dé diéu tri cac nhiém triung do céc vi khuan nhay cam gay ra.

Cu thé Doxythepharm dugc chi dinh trong céc trudng hop sau:

- Nhiém tring duong hé hip: Viém phdi don hoic da thily, viém phé quan. viém amidan,
viém hong, viém tai giira, viém xoang...

- Nhiém tring tiét niéu - sinh duc: Viém than - bé than, viém bang quang, viém niéu dao.
bénh lau (cép tinh), bénh giang mai (chi dung néu co di ung voi B — lactam).
- Nhiém tring da va md mém: Chdc 1o, mun nhot, viém md té bao, ap xe, nhiém khuén vét
thuong, viém quanh méng ...

- Bénh trimg c4: Thudc c6 hiéu qua cao trong diéu tri toan than bénh trimg ca do.

- Céc nhiém tring khac nhu: Nhidm tring mét, nhiém tring dudng tiéu hoa. viém tuyén tién
liét...
4. Li¢u dung, cich dung:
Ubng thudc vao bira &n véi mot luong nude vira du.
Ngwoi 1on:

Liéu thong thuong 1a 2 vién cho ngay dau tién, sau d6 dung liéu duy tri | vién/ ngay

Trong c4c nhiém tring ning, dic biét la nhidm tring dwong niéu, liéu dicu trj 2 vién/ ngay.
Truong hop dac biét:

- Bénh lau:

+ Nam gi6i: Ngay dau tién: 2 vién lac bit ddu va 1 vién vao budi t6i trude khi di ngu. Sau do
1 vién/ 14n x 2 lan/ ngay trong 3 ngay.

+ Phu ni¥: 1 vién/ 14n x 2 14n / ngay

- Giang mai: 1 vién/ 14n x 3 14n/ ngdy

- Bénh trimg cé: | vién/ ngay (trong 10 - 15 ngay, sau d6 cir 2 ngay dung 1 vi¢n)
Tré em trén 8 tudi: Ngay diu tién: 4 mgkg/ngay, sau d6 dung liéu duy tri 2 mg/kg/ngay.
Trong cac nhi®m trung nang c6 thé dung liéu 4 mg/kg/ngay.
5. Chéng chi dinh:
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- Nhitng ngudi qua min cam véi céc Tetracyclin hodc thudc gdy té loai cain (Lidocain.
Procain).

- Ngudi suy gan nang.

- Tré em du6i 8 tudi.

6. Céc trwomg hop thin trong khi dung thudc

a. Cdc finh trang cin thin trong khi diing thudc:

- O tré duéi 8 tudi, Doxycyclin gdy bién mau rang vinh vién, giam san men rang, va giam tdc
d6 phat trién chiéu dai cua b xuong. Do dé khong dung Doxycyclin cho nguoi bénh ¢ nhom
tudi nay trir phi nhimg thuéc khang khuan khéac khéng chéc c6 hiéu qua hodc bj chéng chi
dinh.

- Phai trdnh dung Doxycyclin trong thoi gian dai vi ¢6 thé gdy boi nhiém.

- Trénh phoi ning kéo dai vi ¢6 thé mén cam véi 4nh séng khi dung Doxyeyelin.

- Phai udng vién nén véi t6i thiéu mot cde nude ddy, va & tu thé dimg, dé tranh 106t thuc
quan, hodc dé giam kich tmg duong tiéu hoa.

b. Cic khuyén cio ding thudc cho phu nit ¢é thai va cho con bii:

- Théi ky mang thai: Cac Tetracyclin phian bd qua nhau thai; khéng ding Doxycyclin trong
nira cudi thai ky vi Doxycyclin ¢6 thé giy bién mau ring vinh vién, gidm san men ring, va co
thé tich lily trong xuong, gy rdi loan céu tric xuong. Ngoai ra, ¢6 thé xay ra gan nhiém mo o
phu nit mang thai.

- Théi kp cho con bii: Doxycyelin duge bai tiét vao sira va tao phirc hop khong hip thu duoc
voi calci trong sira.

c. Anh huéng cua thudc ddi véi cong viée (Ngudi van hanh may moée, dang ldi tau xe,
ngudi lam viée trén cao): Chua ghi nhian duge bdo cdo phan tng bat l¢i hodc chua co nghién
ctru nao vé anh hudng cua thude 1én kha ning van hanh may moc, 1ai tau xe, nguoi lam viée
trén cao va cac truong hop khac.

7. Twong tdc cia thude véi cdc thude khic va cdc loai tuwong tac khac:

Ding dong thoi Doxycyclin véi thude khéng acid chira nhom, calci. hodc magnesi ¢6 thé
lam giam tac dung cia thubc khang sinh; véi sit va Bismuth subsalicylat, ¢6 thé lam giam
sinh kha dyung cua Doxycyclin; véi Barbiturat, Phenytoin, va Carbamazepin, ¢6 thé lam giam
nira ddi ctia Doxycycling véi Warfarin, ¢6 thé 1am ting tac dung cua thuée chong dong.

6. Tdc dung khéng mong mudn:

Doxycyclin co thé gdy kich tmg duong tiéu héa véi mire do khac nhau. thuong gap hon sau
khi ubng. Doxycyclin cé thé gy phan ung tir nhe dén niang ¢ da nguoi dung thuodce, khi phoi
ning (man cdm vo&i anh sang). Phan 16n doc hai gan phat trién ¢ ngudi tiém lidu cao

Doxycyclin, va ca khi ubng lidu cao. Ngudi mang thai dic biét dé bi thuong ton gan nang do
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Doxycyclin. Dau tién xudt hién vang da, tiép d6 1a tang uré - mau, nhiém acid, va soc khong
héi phuc.
Thuong gap. ADR >1/100
Tiéu héa: Viém thyc quan.
Khac: Bién mau rang & tré em.
It gap, 1/1000 < ADR <1/100
Da: Ban, man cam 4nh sang.
Tiéu héa: Budn non, ia chay.
Méu: Giam bach cdu trung tinh, ting bach ciu ua eosin.
Tai chd: Viém tinh mach.
Hiém gap, ADR <1/1000
Hé than kinh trung wong: Ting 4p luc ndi so lanh tinh, thép phong & tré nho.
Gan: Pgc hai gan.
7. Qua lidu va cach xir tri: Chua c6 thong tin
S v Ngay. 44 thang.dZnam 2016
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