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HUGNG DAN SU DUNG THUOC

Rx

1. Tén thuée: TETRACYCLIN

2. Céc du higu Iru § va khuyén cdo khi diing thudc:

“Thude nay chi dung theo don thude”

“Pé xa tim tay tré em” NG |

“Doc k¥ hudéng dan sir dung true khi diung” (={ COPHAN

. X w . ¥, o dx . . fl«\ DUGC PHAM

3. Thanh phan cdng thirc thude: Mdi vién nang cung chira: \ &

Thanh phan duge chat: Tetracyclin hydroclorid 500 mg ) l'!ﬂ TAY A

Thanh phén ta duoc: Magnesi stearat, bot talc, colloidal silicon dioxyd, vd

4. Dang bao ché: Vién nang cung

M0 ta: Vién nang cing s6 0, than nang mau vang cam, nap nang mau den, bén trong chira

bot thude mau vang. Nang lanh ln, khéng mép méo.

5. Chi dinh:

Diéu tri nhiém khuén do vi khuin nhay cdm bao gém:

e Viém dudng ho hép trén do Streptococcus pyogenes, Streptococcus prneumoniae va
Haemophilus influenzae. Cha y: Chi sir dung thuéc dé didu tri nhidm khudn do
Streptococcus khi vi khudn duoc chung minh 1a nhay cam véi thude.

* Viém dudng hé hdp dudi do Streptococcus pyogenes, Streptococcus pneumoniae,
Mycoplasma pneumoniae.

e Nhiém khuin da va mé mém do Streptococcus pyogenes, Staphylococcus aureus. Thube
khong ding dé diéu trj cho tit ca cac nhidm khuan do Staphylococgus.

 Nhiém khuén do rickettsia gbm sdt phat ban mién nui, sét Q, sét p an nhiém khuén.

o Sét vet do Chlamydia Psittaci.

e Nhiém khuén do Chlamydia trachomatis nhu viém duong tiét niéu don thudn, viém noi

mac tir cung, viém truc trang, ké ca viem két mac, dau mit hot va bénh hot xoai.

U hat ben do Calymmatobacterium granulomatis.

S6t tai phat do Borrelia sp.

Nhiém khuén do Bartonella bacilliformis.

Ha cam do Haemophilus ducreyi.

Nhiém khuén do Francisella tularensis.

Phat ban do Yersinia pestis.

Bénh dich t& do Vibrio cholerae.

Nhiém khudn do vi khudn chi Brucella (tetracyclin c6 thé st dung cing véi

aminoglycosid).

Nhiém khuén do Campylobacter fetus.

H6 tro didu tri trong nhiém khuén do Entamoebahistolytica.

Nhiém khuén duong tiét nidu do Escherichia coli, Klebsiella.

Céc nhiém khuan khac do vi khuén gram am nhay cam véi tetracyclin nhu E. coli,

Enterobacter aerogenes, Shigella sp., Acinetobacter sp., Klebsiella sp., va Bacteroides

sp.

e HO tro diéu tri mun trirmg cé nang.

Khi penicilin bi chéng chi dinh, tetracycllin 1a Iwa chon thay thé cho nhiing truomg hop sau:

* Giang mai do Treponema pallidum va ghé céc do Treponema pertenue.

e Viém miéng Vincent do Fuso bacterium Jusiforme.

Nhiém khuén do Neisseria gonorrhoeae.

Bénh than do Bacillus anthracis.

Nhiém khuédn do Listeria monocytogenes.
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e Nhim khuén do vi khuan chi Actinomyces.

e Nhi&m khuén do vi khuén chi Clostridium.

6. Cach dung, li¢u dung:

* Cdch dung: Thude dung theo dudong ubng, co thé uong trudce bira an
an hai gir. Udng ca vién voi nude ma khong cdn md vién nang. Nén

khi gidm céc triéu ching. Tt ca cic nhiém khuén do Beta- haemolyt;gai‘repmmﬁg A
nén duge diéu tri trong it nhét 10 ngay. e\ DUQC PHAM
% Lteu dun g: \ \

nang hodc cho nhiing nhlem khuin khéng dap Ung voi lidu nhé, c6 th u lén 1

V1en/1an x 4 lan/ngay.

Liéu dung cho tré em trén 12 tudi: Lidu thuong dung: 25 - 50 mg/kg can ndng chia 4 lan

trén ngay. Tlep tuc diéu tri it nhét 24 - 48 gi¢ sau khi giam sét va giam cac triéu chimg.

- Diéu tri nhidm vi khuén Brucella, 1 vién/lan x 4 lanfngay trong 3 tudn, st dung cung vdi

streptomycin (tiém bép lg/lan x 2 lan/ngay trong tudn dau tién, 1 lan/ngay trong tudn thir

hai).

- Piéu tri bénh giang mai & bénh nhan man cam voi penicilin:

Vi bénh nhan c6 thot glan mac bénh it hon mot ndm: 1 vién/lan x 4 lan/ngay trong 15 ngay

V6i bénh nhan c¢6 thdi gian mic bénh hon moét ndm (trr bénh giang mai than kinh): 1

vién/lan x 4 lan/ngay trong 30 ngay.

- Diéu tri bénh 14u, lidu khuyén cdo 1a 1 Vlen/lan x 4 lin/ngay trong 7 ngdy

- Diéu tri mun tring ca vira va nang, yéu cdu diéu trj thoi gian dai, lidu ban dau khuyén c4o

1a 1 vién/lan x 2 lan/ngay Khi céc trigu chimg da dugc cai thién, nén giam lidu x18

1 vién/lan/ngay. O mdt vai bénh nhan, diéu tri ngét quang co thé lam ton t

Nén str dung tetracyclin cung véi cac bién phap khac da biét 16 tac dung trong diéu tri mun

trirng ca.

Ts Chong chi dinh:

Qua man véi tetracyclin hodc bat ky thanh phan nio cta thude.

Suy gan, suy thdn man tinh.

Suy thdn, dac biét 1a suy thin ning.

Lupus ban do hé théng.

Tré em dudi 12 tubi.

Phu nit c6 thai va cho con bu.

Ding ddng thdi v6i vitamin A hodc retinoid do nguy co tang &p luc ndi so lanh tinh.

8. Cénh bao va thin trong khi dung thuoc

e Thubc co thé lam blen mau rang vinh vién (vang, xdm, nu), néu str dung trong giai doan
phat trién, nira cudi thai ky va tré em dudi 12 tudi. Tetracyclin da c6 bao cao vé lam gidm
san men rang. Phan tng phu nay thuong xay ra hon khi sir dung thubc trong thoi gian
dai, chua c¢d bao cao khi sir dung thudc trong thoi gian ngan va nhic lai.

e Tac dung Uc che tong hop protein cua tetracyclin 6 thé lam tang chi s6 BUN. O bénh
nhan suy théan, ndéng dd thudc trong huyét tuong ting cao cé thé dén dén tang ure huyét,
tang phosphat mau va nhiém toan méu.

e Khi didu tri cac bénh lay truyén qua duong tinh duc, nghi ngo dong thoi méc bénh giang
mai, nén tién hanh quy trinh chan doan chinh xéc. Trong tat ca cac truomg hop nhu vay,
tién hanh xét nghiém huyet thanh hang thang trong it nhit 4 thang.

e Su dung khang sinh c6 thé ngau nhién lam céc vi khuén khong nhay cam phat trién qua
muc nhu ndm Candida. Can theo doi lién tuc bénh nhan. Néu xuat hién khang thudc,
dimng diéu tri khang sinh va tién hanh diéu tri phu hop.
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* Bénh ti€u chay, dac biét la tidu chay nang, kéo dai va/hodc chay mau, trong hodc sau khi
diéu tri voi tetracyclin, ¢6 the 1a triéu chimg cua nhiém khuén ruét do Clostridium diffcile
(CDAD). CDAD co6 thé tir nhe dén de doa tinh mang, phan 16n dang ning la viém dai

trang gia mac. Vi vdy, chi y chan doan nay & bénh nhan tiéu chdy nang, trong hoéc sau

tao mau, chire nang gan thén. >\

e Su dung thudc liéu cao c6 thé xudt hién triéu ching lién quan dén thodth
viém tuyén tuy.

e Tetracyclin chbng chi dinh cho bénh nhan suy than khi diéu trj cac bénh thong thuong do
thude bi tich Iy qua mirc trong co thé. Khéng nén sir dung tetracyclin cung v6i penicilin
va khéng nén ngimg thude néu xay ra nhiém khuén ning.

e Than trong khi st dung thube cho bénh nhan suy gan hodc sir dung thubc gdy doc cho
gan, nén tranh liéu cao.

e Phan ung nhay cam anh sang ¢6 thé xay ra & nguoi nhay cam. Véi nhitng bénh nhan nay
nén tranh tlep xuc truc tiép v6i 4nh sdng mit troi tu nhién hodc nhan tao va ngimg diéu
tri néu xudt hién triéu chimg dau tién trén da.

e St dung tetracyclin cé thé lam trdm trong thém bénh lupus ban dé hé thong.

e Than trong khi sir dung thudc cho bénh nhan nhuge co.

- Tré so sinh, tré em:

T4t ca cac dang cua tetracyclin tao phirc bén viing véi calei trong bét ky d2 10 Xuong

nao. Giam phat trién xuong mac quan sat thiy & tré chua truong thanh str dung tetracyclin

voi lieu 25mg/kg mdi 6 gidy, hoi phuc lai khi ngimg thude.

9. Sir dung thube cho phu nir c¢6 thai va cho con bu:

* Thot kp mang thai: Khong str dung khi dang mang thai trir khi that can thiét d6i voi bénh

nhén. Tetracyclin qua nhau thai va c6 thé gay doc cho thai nhi, dic biét la trén sy phat trién

clia xuong.

Néu str dung thudc nay khi mang thai, hodc bénh nhin mang thai khi dang st dung thudc,

nén danh gia nguy co anh hudng dén thai nhi.

* Thoi kp cho con bii: Chong chi dinh cho phu nit dang cho con bu do tetracyclin cling c6

thai trir qua sira me.

10. Anh huéng cia thuoc 1én kha nang lai xe, vin hanh may moéec:

Chua c6 bing chimg vé anh huong cua thudc 1&n kha nang lai xe, van hanh may moéc.

11. Twong tac, twong ky, cia thuoc:

* Twong tdc ciia thuéc:

- Hap thu tetracyclin tir duong tiéu hoa glam néu dung cung vo1 cdc ion héa tri IT va I nhu

mudi sét, calci, nhom, magnesi, bismuth va kém. Néu ding tetracyclin cung voi thudc chira

nhitng ion nay, nén dung cach xa it nhit 2-3 gid. Cac thudc sau nén tranh ding cing véi
tetracyclin: antacid, thude bao vét loét da day chira bismuth, céc thudc nhu quinapril ¢é chira
magnesi carbonat va didanosin chira ta dugc calci va magnesi.

- Thirc an, sita va cac san phdm tir sira lam giam hép thu tetracyclin

- Do tetracyclin lam gidm hoat dong ctia prothrombin trong huyet tuong, bénh nhan dang si

dung thudc chéng dong cin duge didu chinh giam liéu thudc chéng dong. Thube c6 thé kéo

dai tdc dung clia nhém thuoc coumarin.

- Tetracyclin lam giam ndng dd atovaquon trong huyét twong.

- Tranh st dung tetracyclin cung vdi retinoid (acitretin, isotretinoin, tretinoin) do c6 thé lam

tang nguy co tang ap luc ndi s¢ lanh tinh.



- Céc hop chét chéng tiéu chay nhu kaolin-pectin va bismuth subsalicylat ngdn can hip thu
thude.

- St dung tetracyclin véi thude loi tidu cé thé gay bét lgi cho chirc nang t 5.thé 1am
tram trong thém ddc tinh trén than do giam thé tich mau dén thén.

- Do cdc thudce kim khuan c6 thé 1am anh hudng dén tac dung cﬁa/;d
tetracyclin cting véi penicilin. [=
- Poc tinh trén than (ting ure nitrogen mau va creatinin huyét thanh)i'

X :
1dili{i,@t§eih ‘
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vai trudng hop tlr vong khi diéu tri tetracyclin cung vai methoxyﬂuraﬁ\
- Tetracyclin tdng tac dung ha dudng huyét cua insulin va sulphonylure
duong.

- Sucralfat lam gidm hép thu tetracyclin khi dung cuing. Nén dung tach riéng.

- Tetracyclin c6 thé ting ndng d6 lithi trong huyét thanh.

- Tetracyclin c6 thé ting nong do digoxin trong huyét thanh.

- Tetracyclin ¢é thé 1am tang doc tinh ciia methotrexat. Can kiém soat ddc tinh khi dung
dong thoi.

- Strontium ranelat lam giam hap thu tetracyclin (nha sn xudt strontium ranelat khuyén cdo
tranh dung cung).

- Colestipol va colestyramin lam giam hép thu tetracyclin.

- Tang nguy co nhiém ddc khi st dung tetracyclin ctng véi ergotamin va methysergid.

* Twong ky ciia thuéc:

Tuong ky dugc khuyén céo véi nhiéu thuée nhu: Cac penicilin, cloramphenicol natri
succinat, cac mudi erythromyecin, oxacilin natri, polymyxin B sulfat, sulfadiazin atri,
sulfafurazol diethanolamin, amikacin sulfat, aminophylin, cac barbiturat, mau, clorothiazid
natri, clorpromazin, cyanocobalamin, dimenhydrinat, heparin natri, hydrocortisén natri
succinat, methyldopa, nitrofurantoin, céc thudc giam dau opioid nhu morphin\Va“pethidin,
phenytoin natri, mét s dung dich nudi dudng nhén tao, cdc vitamin nhém B va warfarin
natri. '
Tetracyclin tao tia véi sira va tao phirc khong tan véi cac ion kim loai, do vdy khéng nén
ding déng thoi véi cac dung dich c6 chira calci, magnesi, mangan, nhom, sit.

12. Tac dyng khéng mong muén ciia thude:

Céc tac dung khéng mong mudn duoc liét ké theo hé co quan va tan suét gip: Rat thuong
gap (ADR =1/10), thuong gip (1/100 <ADR < 1/10), it gép (1/1000 <ADR < 1/100), hiém
gdp (1/10.000 <ADR < 1/1000), rat hiém giip (ADR < 1/10.000) va tn suit khong rd.
Nhiém khudén va nhiém doc:

Tan sudt khong r5: Boi nhidm vi sinh vat co hoi (dac biét 1a Candida albicans); giy ra viém
ludi, viém miéng, viém dai trang do boi nhiém Clostridium difficile, Staphylococci, kich
Ung truc trang va am dao, boi nhi€m Candida trong dwong sinh duc.

Réi loan hé thong mdu va bach huyét:

Hiém gdp: Thiéu méu tan huyét, giam tiéu ciu, giam bach céu trung tinh, ting bach cau 4i
toan, mat bach cau hat, thiéu mau khong tai tao.

Roi loan hé thong mién dich:

Tan sudt khong ré: Phan (mg qui mén gém hoi ching Stevens-Johnson, ndi mé day, hoai
tit biéu bi nhiém doc, qué man, phat ban phan vé, viém mang ngoai tim, dot cép clia lupus
ban dé hé théng, héng ban sic t6 cb dinh tai phat, tréc da.

Roi logn ndi tiét:

Tan sudt khéng ré: Bién mau mo tuyén giap. Chua cé bt thuong trong chitc ning tuyén
giap.

Réi logn than kinh trung wong:

Tén sudt khéng ré: Pau dau.
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Réi loan vé miit:

Tan suat khéng ré: Gian doan kha nang nhin, mu vinh vién.
Réi logn hé mach: =
Tan sudt khéng ré: Phong thop & tré so sinh, ting 4p luc ndi so lanh tin ’@ﬁ%%zl?rrt ién
va ngudi trudng thanh. Triéu ching gdom dau dau, chong mit, 1 tai V\;{gjfé’mﬁ(}ﬂlﬂl@h A g
nhin gom nhin m, 4m diém va nhin doi. M vinh vién da duge bao cdo: Ngitig digu tring
co triéu ching ting 4p luc noi so. \*\ DUQC PHAM
Réi loan dwong tiéu héa: N\ ,&H‘:‘ TAY /&
Hiém gdp: Kho nudt, viém loét thue quan (phé‘m 16n & bénh nhan dung th 4@@3}{% ¢ khi
ngu hodc udng khong du nude).

Tan suat khong ré: Kich Gmg duong tiéu hoa, budn non, bung kho chiu, nén, tiéu chay, chan
an, viém tuy, bién mau rang vinh vién, gidm san men raing & tré em. Bién mau ring cé thé
thay & nguodi 16n. Néu c¢6 kich ing da day, nén ubng thuéc cung vai thirc dn.

Roi logn gan-é'ng mat:

Hiém gap: Cac xét nghiém chirc nang gan ting nhét thoi, viém gan, vang da, suy gan.

Tan sudt khéng ré: Ngd doc gan két hop gan nhiém ma.

Réi loan da va mé dudi da:

Téan sudt khéng ro: Ban d6, phét ban dat sdn, nhay cdm véi anh sang (bénh nhan tiép xuc
truc tiép v&1 anh néng mdt troi, tia cuc tim nén ngimg diéu tri néu c6 bét cir phén Umg nao
trén da), ngira, bong rdp, bién mau da.

Réi loan co xwong va mé lién két:

Tan sudt khéng ro: Tang }:éu co ¢ bénh nhan nhuoe co.

Roi logn thdn va nwéc tiéu:
Hiém gép: Suy thén cdp, viém cau thén.
Tan sudat khong ré: Tang ure huyét thanh, mat chire nang than, dac biét 1a cnh nhin da

co suy than tu trude.

13. Qua liéu va cach xir tri:

- Quad lidu: Biéu hién qué liéu nhu céc triéu chung budn nén, nén, phan Gmg qua man, dai
ra méau hoic tinh thé (khi dung lidu rat cao).

- Cdch xik tri: Khong c6 thube giai doc dic hiéu. Khéng can rira da day. Gay nén hoic tiéu
chdy néu can. Kiém soat phén tmg qua méan. Con co thit ngén khéng can diéu tri néu kiém
soat thuong xuyén va kéo dai véi tiém tinh mach diazepam hodc lorazepam. Piéu tri triéu
chiing thong thudng. Khong thé loai bo tetracyclin bang thdm phan maéu.

14. Pic tinh dugc lye hoc:

Duwoc luc hoc:

Tetracyclin la mot khang sinh phd rong cé tac dung kim khuén. Tetracyclin qua mang té bao
vi khuén theo co ché van chuyén tich cuc. Trong té bao vi khuén, tetracyclin trc ché tong
hop protein do gan thuin nghich véi tidu don vi 30S cua ribosom, ngan cdn ARNt vin
chuyén acid amin vao vi trf A trén phirc hgp ARNm-ribosom dé tao chudi polypeptid, tir d6
e ché su phit trién cta vi khuén. Mic du tetracyclin cling (rc ché téng hop protein & té bao
dong vét co vii nhung khong rd rét, nén c6 thé coi 1a cé tac dung chon loc 1én céc té bao bi
nhiém vi khudn.

Phé tic dung:

Tetracyclin c6 tac dung trén nhiéu vi khuan gram dm va duong.

- Vi khudn Gram am:

Neisseria gonorrhoeae, Haemophilus ducreyi, Haemophilus influenzae, Yersinia pestis,
Francisella tularensis, Vibrio cholera, Bartonella bacilliformis, chi Brucella.

Cac nhém vi khudn sau co ty 1¢ khang thude cao, can tién hanh nuoi céy va thir nghiém nhay
cam khang sinh:

2 4
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Escherichia coli, chi Klebsiella, Enterobacter aerogenes, chi Shigella , chi Acinetobacter,
chi Bacteroides.
- Vi khuan Gram duong:
Streptococcus pyogenes, Streptococcus pneumoniae, Streptococcus faeg(is) occus
Jaecium, Alpha-hemolytic Streptococci. ' :
Nhiéu vi khudn gram duong da khéng tetracyclin, cén tién hanh n
nhay cadm khang sinh.
- Cdc vi khudn khéc: \\\cf
Chlamydia psittaci, Chlamydia trachomatis, Ureaplasma urealyticum,
Treponema pallidum, Treponema pertenue, chi Clostridia, Fusobacteri orme, chi
Actinomyces, Bacillus anthraxis, Propionibacterium acnes, chi Entamoeba, Balantidium
coli.
15. Pic tinh duge dong hoc:
—hM@rhu:Teﬂacycﬁnhépthukhénghoéntomnnongdudngﬁéuhba(khoéngfi%SO?@.Céc
ion kim loai hoa trj hai hogc ba lam giam hép thu thudc do hinh thanh phirc hop khéng tan
bén viing. Néng do tetracyclin trong huyét trong phu thudc vao mirc d6 hip thu. St dung
v6i liéu 500mg mbi 6 gid tao ra ndng do 6n dinh trong mau 1a 4-5ug/ml. Pat ndng do dinh
trong huyét twong sau 1-3 gid sau khi udng. Néng d0 cao hon c6 thé dat duoc sau khi tiém
tinh mach, & phu nit ¢6 thé cao hon & nam gio1.
- Phén bé: Tetracyclin phan bé vao hiu hét cdc mo va dich co thé. Néng do trong dich nio
tiy tuong ddi thap nhung c6 thé ting khi mang ndo bi viém. M6t lugng nho xuét hién trong
nude bot, nuéc mat va dich phoi. Tetracyclin xuat hién trong sita me véi nong do cg’ thé
bang hoac 16n hon 60% so véi ndng do trong huyét tuong ngudi me. Tetracyclin khuéth tén
qua nhau thai va xudt hién trong tuan hoan thai nhi véi nong do belmg khoang 25598% so voi
ndng d6 thude trong méau ngudi me. Tetracyclin gin vao Xuong trong qua trinh\tao xuong
moi, qua trinh calei héa va anh hudéng dén qud trinh hinh thanh Xuong va\riang tré.
Tetracyclin lién két protein huyét tuong véi ty 1€ 20 - 65%.
- Thai trir: Thoi gian ban thai cla tetracyclin 1a 8 gid. Tetracyclin thai trir qua nude tiéu va
phan. Thai trir qua nudc tiéu theo co ché loc qua cau than. 55% thudc thai trir & dang nguyén®
ven trong nudc tiéu, ndng do thude trong nudc tiéu cé thé 1én toi 300pg/ml sau 2 gid udm;
thudc va duy tri trong 12 gid. Thai trir qua nude tiéu tang 1én néu nude tiéu 6 tinh bas
Thude thai trir qua mat véi ndn g do gap 5-25 14n so v&i ndn g d6 trong huyét tuong. Do thude
c6 chu trinh gan rudt nén chidm thai trir hoan toan.
16. Quy cach dong goi:
Hop 40 vi x 10 vién nang ctg. Kém theo t& hudng din sir dung thuée.
17. Piéu kién bio quan, han dung, tiéu chuin chit lwgng cia thube:
Béo quan: Noi khé, nhiét do dudi 30°C.
Han dung: 36 thang ké tir ngay san xuét. Khéng duge diung thudc di qua han dung.
Tiéu chuan chit lugng cua thude: DDVN,
18. Tén, dia chi cda co sé sian xuit thube.
Tén co s¢ sdn xuidt: CONG TY CO PHAN DUQC PHAM HA TAY
Dja chi: T6 dan phd sb 4 - La Khé - Ha Déng - TP. Ha Noi
DT: 024.33522203 FAX: 024.33522203
DT: 024.33824685 FAX:024.33829054
Hotline: 024.33 522525
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