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MAU NHAN SAN PHAM

1. M&u nhan hép

I Vs W

Dung dich thubc nhé mét

® Thanh phan: Méi lp 5ml cé chira:

Cloramphenicol... e iiriecencie 20MG
Dexamethason _._mu.. _U:Su_._mn veeneresBNQ
T4 dwoce: Thimerosal... a .1mg
Ta dwgc khac:.. ..vira du 5ml.

® Chi djnh: @ 18001107
“vi .o:._ o ”._m_w:-:m_.wmﬂ_oa G mac. S6 dién thoai lién hé

Websit .hdpharma.
- TAc va nhiém khuén 1& quan. i b Sl

- Khir nhi&m khuln truéc va sau phdu thuat mét.
® Lidu dung, céch dung: Nh6 mbi 14n 1-2 giot, ngdy 3-4 1An.

Dung dich

TITIM Ex

Cloramphenicol

Ry Thuéc ban theo don
Dexamethason natri phosphat
}

B Chéng chi dinh va céc théng tin khac: Xem t& hurdng dn st dung
W Tiéu chudn: TCCS
m Bao quan: Noi khd réo, tranh anh sang tryc tiép, nhiét dd khang

qué 30°C.
.._..E&n-.___al_g._!ci:e-&:
e:_ e, DF XA TAM TAY TRE EM

N\ W »M pOC KY HUONG DAN SU/ DUNG TRL fOC KHI DUNG

G 3 Sén xudt tai: CONG TY CO PHAN DUGC VTYT HAI DUONG
o v & 102, phé Chi Lang, P.Nguy&n Tréi, TP Hai Duong,
et finh Hai Duong * BT/ Fax: 03203.853848

&

mét

Dung dich
! thubc nhé

Cloramphenicol
Dexamethason natri

Ry Thuéc bén theo don
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2. Mau nhan trén lo

Dy



HUONG DAN SU DUNG
Tén thube: TITIMEX
PHAN THONG TIN DANH CHO BENH NHAN
Doc kj huéng dan sir dung trude khi ding. Dé xa tam tay tré em.
Théng bdo ngay cho bdc sy hodc duvc st nhitng tdc dung khéng mong mudn
gdp phai khi sit dung thuoc.
Thube ban theo don

1. Thanh phén, ham lwong: Mdi lo 5 ml ¢6 chira:

Cloramphenicol 20 mg

Dexamethason natri phosphat 5 mg

Tad duwgc: Acid boric, natri borat, thimerosal, natri clorid, nuéc |  viradu 5 ml

dé pha thudc tiém

2. M6 ta san pham: Dung dich thudc nhé mit trong sudt, mau tring dén vang nhat, vi déng.

3. Quy cach déng géi: Hop 1 lo 5 ml, kém huéng dan sir dung.

4. Thude ding cho bénh gi?

Diéu tri:

- Viém két mac, viém gidc mac.

- Viém mdng mit.

- Téc va nhiém khuan 1¢ quan.

- Khir nhiém khuén truéce va sau phiu thudt mit.

5. Nén ding thudc nay nhw thé nao va lidu lrgng?

- Nho mdi 1dn 1-2 giot, ngay 3-4 ln.

6. Khi nao khong nén dung thube nay?

- Nguoi bi di tng v&i mét trong céc thanh phén cta thube.

- Herpes giac mac, glaucom.

- Bénh ndm mit.

- Tré so sinh.

- Ngudi bi bénh thiéu méu bét san.

- Nguoi bi loét giac mac.

7. Téc dung khéng mong muén:

- Cloramphenicol: Nhimg tic dung khéng mong mudn cia cloramphenicol ¢ thé rit nghiém
trong, do d6 phai tranh viéc diéu trj kéo dai hodc nhéc lai. Tac dung khong mong mudn nghiém
trong nhét 1a thiéu mau khong tai tao, khong phuc hdi do suy tiy xuong, thuong gay tir vong va

¢6 tn sudt khoang 1 trong 10000 ca didu tri. Pdc tinh véi tiy xuong xay ra dudi 2 dang: phu
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thudc vao liéu va khong phu thude vao lidu. Nhimg tée dung khdng mong mudn v& thin kinh phu
thudc vao liéu doi khi c6 thé phuc hdi.

Thuong gap

Da: Ngoai ban.

Tiéu héa: Budn nén, nén, ia chay.

Ir gap

Mau: Gidm bach cdu hat, giam tiéu cdu va thidu méau voi giam hdng ciu ludi, tit ca c6 thé phuc
hoi.

Da: May day.

Khéc: Phan tng qua mén.

Hiém gap

Toan than: Nhic dau.

Mau: Mat bach cdu hat, giam toan thé huyét cau, thiéu méu khong tai tao (voi ty 1§ 1/10000 -
1/40000).

Than kinh: Viém ddy than kinh thi giac, viém da than kinh ngoai bién, liét co mat, lu lan.

Khéc: Hoi chimg x4m & tré so sinh va tré nho dudi 2 tuan tudi.

- Dexamethason:

Thuong gap

R&i loan dién giai: Ha kali huyét, giir natri va nude gdy tang huyét ap va phu né.

Noi tiét va chuyén hoa: Hoi ching dang Cushing, giam bai tiét ACTH, teo tuyén thuong than,
giam dung nap glucid, 16i loan kinh nguyét.

Co xuong: Teo co héi phue, lodng xuong, gy xwong bénh 1y, nit dot séng, hoai tir xwong vo
khuén.

Tiéu héa: Loét da day ta trang, loét chay mau, loét thiing, viém tuy cp.

Da: Teo da, ban d, bdm mau, rim ldng.

Thén kinh: MAt ngt, sang khodi.

It gap

Qué mén, ddi khi gdy choang phan vé, tang bach ciu, huyét khdi tic mach, tang can, ngon
miéng, budn ndn, kho &, nic, ap xe vd khuan.

Piu tri kéo dai gy ting ap luc trong mit va giam thi luc.

8. Nén tranh diing nhirng thude hoic thue phim gi khi dang sir dung thudc nay?

- Khong dung ddng thoi véi nhing thube ¢6 thé gdy suy giam tiy xuong.

- Khéng dung ddng thoi véi cac thube nho mit e chira khang sinh khac hogc sulfamid.

9. Cin lam gi khi mjt lin quén khong ding thude:
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Néu quén khéng ding thude mot lin, dung ngay khi nhé ra va sau d6 dung thude tiép tuc theo
dung liéu luong chi din. Khong dugc gép doi lidu dung sau khi quén thube mot lan.

10. Cén bao quin thuéc niy nhw thé nao?

Dé noi kho rdo, nhiét d6 khong qua 30°C, tranh anh séng truc tiép.

11. Nhirng ddu hi¢u va tri¢u ching khi ding thudc qui liéu:

- Qua liéu Dexamethason gdy ngd dc cdp hodc gy chét rat hiém. Khong c6 thube gidi doc dac
hiéu. Khong ¢6 chi dinh cho viéce diéu tri ngd doc man, trir truong hop nguoi bénh qua nhay cam
v6i corticosteroid, gdy bénh 1y; luc d6 can diéu trj cée tridu chimg. Choang phan vé hodc phan
{mg qua man c6 thé duge diéu tri bing epinephrin, hé hép nhén tao va aminophylin. Nguoi bénh
nén dugc gitr 4m va yén tinh.

- Qua liéu cloramphenicol ¢6 thé gay thiéu mau, nhiém toan chuyén hoa, ha than nhiét va ha
huyét ap. Xir tri bing cach diéu tri tridu chimg.

12. Cin phai lam gi khi dang qus liéu khuyén cio:

- Xur tri qud liéu Dexamethason: Biéu tri cdc triéu chimg. Choang phan vé hodc phan tmg qua
man c¢6 thé duge diéu tri bing epinephrin, hd hip nhan tao va aminophylin. Nguoi bénh nén
duoc gitt 4m va yén tinh.

- Xtr trf qué lidu Cloramphenicol: Biéu trj triéu ching.

13. Nhirng diéu can thin trong khi dung thudc nay:

13.1. Céc tinh trang can thin trong khi ding thubc

- Chi duge ding trong trudng hop that can thiét trong cdc nhiém trung do chung nhay cam voi
cloramphenicol va khong dugc phdi hop véi thudec nho mat co chira khang sinh khac hoac
sulfamid.

- Than trong khi ding thude cho tré em dudi 2 tudi.

- Khong sir dung kéo dai Cloramphenicol vi né ¢6 thé 1am tang kha nang nhay cam va lam xuat
hién vi khudn dé khang. Thoi gian sir dung khong qua 5 ngay.

- Thén trong trong céc trudng hop réi loan thj gidc, dau ning trong mét, chimg s dnh sang.

- Than trong khi dung cho bénh nhéan c6 tién sir viém két mac, glaucom, hdi chimg mat kha,
phu thudt mét hay diéu tri laser trong vong 6 thang trudc, chén thuong mat, dang sir dung thubc
tra mét khac, dang sir dung kinh 4p trong.

13.2. Cdc khuyén cdo diing thuéc cho phu niv cé thai va cho con bii

Khong dung thudc cho phu nit ¢6 thai va phu nir trong théi ky cho con bi.

13.3. Anh hwimg ciia thuéc doi véi cong vige (ngwoi vian hanh mdy mdc, dang ldi tau xe,
nguwoi lam viée trén cao va cdc trieong hop khdc)

Thudc khdéng anh hudng dén kha nang van hanh may méc, 1ai tu xe, ngudi lam viée trén cao va

cac truong hop khac.
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14. Khi nio cin tham vin béc sy, dwge si:

Cén tham van béc sy khi dang ding thudc khéc, hoc khi ¢ bét cir dAu hiéu bat thuong nao.

Néu can thém théng tin xin hoi y kién bdc sy hodc diwoc st

15. Han dung ciia thude: 36 thang ké tu ngay san xuat, Lo thude da mo khong dung qua 30
ngay.

16. Tén, dia chi, biéu twong (néu ¢6) ciia

A Ij;‘\_- HAL [ =
Siin xudt tai: CONG TY CO PHANDUQCVAT TU Y TE HAI DUONG
102 Chi Lang - Phuong Nguyén Tréi - TP Hai Duwong - Tinh Hai Dwong

DT: 0320.3853848 Fax: 0320.3842398

17. Ngay xem xét sira doi, ciip nhét lai ngi dung hwéng din sir dung thudc:

PHAN THONG TIN CHO CAN BO Y TE
1. Cac dic tinh dwge lwe hoe, duwge dong hoc
1.1, Dwoc luc hoc:
- Nhém duge 1y: Corticosteroid két hop véi khang sinh.
- Ma ATC: D07CB04
- Cloramphenicol 14 khang sinh ¢6 tdc dung kim khuan, nhung c6 thé diét khuén & ndng do cao
hoac dbi véi nhimg vi khudn nhay cam cao. Cloramphenicol khong cé tac dung ddi voi nam.
Cloramphenicol trc ché téng hop protein & nhing vi khudn nhay cam bing cach gin vao tiéu thé
50S cua ribosom.
- Dexamethason la fluomethylprednisolon, glucocorticoid tong hop. Dexamethason ¢d cdc tac
dung chinh cta glucocorticoid la chdng viém, chdng di tmg va tre ché mién dich, con téc dung
dén cén b.%mg dién giai thi rat it. V& hoat Ie chéng viém, dexamethason manh hon hydrocortison
30 lan, manh hon prednisolon 7 lan.
- Dexamethason tac dung bing cach gin két vao thu thé & té bao, chuyén vi vao nhan té bao va &
do da tac dong dén 1 sb gen dugce dich ma.
- Hiéu lyc cta thudc nho mét Titimex 12 do su két hop gitta mot khang sinh ¢6 tinh khédng khuan
phd rong 1a Cloramphenicol véi mot chét khang viém steroid ¢ hoat tinh cao la dexamethason
natri phosphat.
1.2. Dwoc dong hoc:
- Sau khi dung tai chd & mit, cloramphenicol dugc hép thu vao thuy dich. Nhimg nghién ciru &

ngudi bénh duc thé thay tinh cho thAy muc do hip thu thay déi theo dang thuc va sb lan ding
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thude. Thir nghiém trén dong vat cho thdy cloramphenicol ngdm vao giac mac hoan toan, va
ndng do hiéu qua vé mat didu tri dat duoc trong thuy dich sau khi nho thude chi 15 dén 30 phut.
- Cloramphenicol phdn b6 rong khip phén 1én mé co thé va dich, ké ca nudce bot, dich ¢b
truéng, dich mang phdi, hoat dich, thuy dich va dich kinh. Nong do thudc cao nhét trong gan
va than. Nong d¢ trong dich ndo - tiy bing 21 - 50% ndng dé trong huyét tuong & ngudi bénh
khong bi viém mang nfo va béng 45 - 89% ¢ ngudi bénh bi viém mang ndo. Cloramphenicol
gén két khoang 60% véi protein huyét tuong.

- Nira doi huyét trong ctia cloramphenicol & ngudi 16n ¢ chire ning gan va than binh thuong la
1,5 - 4,1 gio. Nira doi huyét tuong cua cloramphenicol kéo dai ¢ nguoi bénh c¢6 chire nang gan
suy giam. & ngudi bénh ¢6 chirc nang than suy giam, nira doi huyét tuong cta cloramphenicol
kéo dai khong dang ké.

- Cloramphenicol bi khir hoat chii yéu & gan do glucuronyl transferase va thai trir chi yéu qua
nude tidu.

- Dexamethason natri phosphat dugc hép thu tot & ngay vi tri dung thude va sau dé duoce phén b
vao tAt ca cac mé trong co thé. Trong vong 10 dén 20 phut sau khi nho 1 liéu dexamethason natri
phosphat vao mit, thude nay s€ hién dién vai nong do cao & két mac, gidc mac va tién phong.

- Thuée lién két vé6i protein huyét twong (161 77%) va chi yéu la albumin. Thube duge hép thu
cao & gan, than va céc tuyén thugng than. Chuyén héa & gan chém va thai trir chu yéu qua nuéc
tiéu, hiu hét & dang steroid khdng lién hop.

2. Chi dinh, lidu dung, cich ding, chéng chi dinh.

2.1. Chi dinh:

Didu tri:

- Viém két mac, viém gidc mac.

- Viém mbng mit.

- Thc va nhiém khudn 1¢ quan.

- Khir nhidm khuén truée va sau phiu thuat mét.

2.2. Liéu ding, cdach diing:

- Nho mdi 1an 1-2 giot, ngay 3-4 lan.

2.3. Chéng chi dinh:

- Ngui bi di tmg v6i mot trong céc thanh phén cua thude.

- Herpes giac mac, glaucom.

- Bénh ndm mat.

- Tré so sinh.

- Ngudi bi bénh thiéu mau bét san.

- Ngubi bi loét gide mac.
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3. Cic trwong hop thén trong khi ding thude:

3.1. Cic tinh trang cin thin trong khi ding thubc

- Chi duoc dung trong truomg hop that can thiét trong céc nhiém tring do chung nhay cam véi
cloramphenicol va khong dugc phdi hop véi thude nhé mét 6 chia khang sinh khac hoidc
sulfamid.

- Than trong khi ding thude cho tré em dudi 2 tudi.

- Khong sir dung kéo dai Cloramphenicol vi n6 c6 thé lam tang kha nang nhay cam va lam xuit
hién vi khuan dé khang. Thoi gian sir dung khong qua 5 ngay.

- Thén trong trong cac truong hop roi loan thi gidc, dau nang trong mat, chimg s¢ anh séng.

- Than trong khi ding cho bénh nhan ¢6 tién sir viem két mac, glaucom, hoi chimg mit kho,
phau thuat mét hay diéu tri laser trong vong 6 thang trudc, chén thuong mit, dang sir dung thudc
tra mét khéc, dang str dung kinh ap trong.

3.2. Cic khuyén cdo diing thudc cho phu nit cé thai va cho con bii

Khong dung thude cho phu nir ¢6 thai va phu nit trong thoi ky cho con bu.

3.3. Anh hwong cita thubc d@oi véi cong viéc (ngwéi vin hanh mdy méc, dang lii tau xe, nguoi
lam vigc trén cao va cdc truong hop khic)

Thudc khong anh huéng dén kha nang van hanh may méc, ldi tau xe, ngudi lam viée trén cao va
céac truong hop khac.

4. Twong tic cua thube véi cic thude khice va cdce logi twong tac khac:

- Khong ding ddng thoi véi nhimg thude ¢6 thé gay suy giam tuy xuong.

- Khong ding ddng thoi véi cac thude nho mét ¢6 chira khang sinh khéc hodc sulfamid.

5. Téc dung khéng mong muén:

- Cloramphenicol: Nhimg tic dung khong mong muén ctia cloramphenicol ¢6 thé rat nghiém
trong, do d6 phai tranh viéc didu tri kéo dai hodc nhéc lai. Tac dung khong mong mudn nghiém
trong nhét la thiéu mau khong tai tao, khong phuc héi do suy tiy xwong, thudmg gay tir vong va
¢6 tin sudt khoang 1 trong 10000 ca diéu tri. Ddc tinh v&i tuy xuong xay ra dudi 2 dang: phu
thudc vao liéu va khong phu thude vao lidu, Nhing tdc dung khdng mong mudn vé than kinh phu
thudc vao lidu déi khi c6 thé phuc hbi.

Thuong gap, ADR>1/100

Da: Ngoai ban.

Tiéu héa: Budn ndn, ndn, ia chay.

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

Méu: Giam bach ciu hat, giam tiéu ciu va thiéu mau véi giam hdng cau ludi, tt ca co thé phuc
hoi.

Da: May day.
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Khéc: Phan tmg qui man.

Hiém gap, ADR< 1/1000

Toan than: Nhire du.

Méu: Mét bach cau hat, giam toan thé huyét cdu, thiéu mau khong tai tao (véi ty 16 1/10000 -
1/40000).

Thén kinh: Viém day than kinh thi gidc, viém da than kinh ngoai bién, li¢t co mét, la 1an.

Khac: Hoi chimg xam & tré so sinh va tré nho dudi 2 tuan tudi.

- Dexamethason:

Thuwong gap, ADR>1/100

R&i loan dién giai: Ha kali huyét, giit natri va nuéc gdy tang huyét ap va phu né.

Noi tiét va chuyén hoa: Hoi chimg dang Cushing, giam bai tiét ACTH, teo tuyén thuong than,
giam dung nap glucid, r6i loan kinh nguyét.

Co xuong: Teo co hdi phuc, lodng xwong, gy xwong bénh ly, nut ddt séng, hoai tir xwong vo
khuén.,

Tiéu héa: Loét da day ta trang, loét chay mau, loét thung, viém tuy cap.

Da: Teo da, ban d6, bAm mau, rdm 16ng.

Than kinh: Mat ngi, sang khoai.

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

Qua man, dbi khi giy choang phan vé, ting bach cdu, huyét khdi tic mach. tang can, ngon
miéng, budn non, kho &, ndc, ap xe vo khuan.

Diéu tri kéo dai gay ting ap luc trong mat va giam thi lue.
6. Qui lidu va cach xir tri: . \
- Qué liéu Dexamethason gy ngd doc cip hodc giy chét rit hiém. Khong c6 thude giai doc dac 4
hiéu. Khong ¢6 chi dinh cho viéc diéu tri ngd doc man, trir trudong hop ngudi bénh qua nhay can‘l
voi corticosteroid, gdy bénh ly; lic d6 cin diéu tri céc triéu chimg. Choang phan vé hodc phan
{mg qua man c6 thé duoc didu tri bing epinephrin, ho hép nhan tao va aminophylin. Nguoi bénh
nén dugc giit &m va yén tinh.

- Qua liéu cloramphenicol ¢ thé gy thiéu mau, nhiém toan chuyén hoa, ha than nhiét va h
’ a X = ik ” w

huyét ap. Xir tri bang cach dicu tri tri¢u chimg.

7. Céic déu hi¢u cAn lwu y va khuyén cio: Khong co. 5
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