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MAU NHAN VIEN NANG CLORAMPHENICOL 250MG A
1. NHAN LO 100 VIEN NANG

Lo 100 vién nang cirng

CLORAMPHENICOL

250mg

“pé A TAM TAY COA TRE EN"
BOC K HUCING DAN 51 DUNG TRUOGC KHI DING

CONG TY CO PHAN DUCC PHAM QUANG BINH
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3. NHAN HOP 10 Vi X 10 VIEN NANG
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Storage: Store in dry, place, protect from light, at a temperature 5 £
KEEP OUT OF REACH OF CHILDREN ‘
READ CAREFULLY INSTRUCTIONS BEFORE USE ;
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Chi dinh; Xin doc
Cach ding - Liéu dung: } trong 3 hudng [
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BE€ xA TAM TAY CUA TRE EM,
BOC K¥ HUONG DAN U DUNG TRUDIC KHI DUNG
Tidu chudin: DBVN IV 5618 SX:
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4. TO HUGNG DAN SUDUNG o
Ry Thu6c bén theo don GMP - WHO GB

Vién nang cimg CLORAMPHENICOL 250MG : .Lk,m 1§

Thanh phan: Tinh cho moét vién nang cimg: }‘ <
Clotainpheonll. ..o 250 mg

T4 duge............ M Al 1 vién

(Tinh bot sén, DST, Talc, Magnesi stearat, Aerosil, Natri laurylsulfat, EDTA, nu6c tinh
khiét.)

Duoc Iy va co ché tac dung:

Cloramphenicol thudng c6 tic dung kim khuén, nhung c6 thé diét khuén & néng do cao
hodc d6i véi nhitng vi khuin nhay cdm cao.

Cloramphenicol ttc ch€ téng hop protein & nhitng vi khudn nhay cam bang céch gan vao
tiéu thé 50S ctia ribosom. Thuéc c6 cling vi tri tic dung véi erythromycin, clindamycin,
lincomycin, oleandomycin va troleandomycin.

Cloramphenicol ciling tic ché téng hop protein & nhitng t& bdo tang sinh nhanh ctia dong
vat c6 vii; cloramphenicol cé thé géy ic ché tiy xuong va c6 thé khéng héi phuc duge.
Cloramphenicol ¢6 hoat tinh ttc ch€ mién dich néu cho ding toan than trude khi khang !
nguyén kich thich co thé; tuy vay, dép tng khéng thé c6 thé khong bi 4nh hudng déng ké ;
khi diing cloramphenicol sau khdng nguyén.

Nhiéu vi khuén cé su khéng thudc cao véi cloramphenicol & Viét Nam; thudc nay gin nhu
khong c6 tdc dung d6i v6i Escherichia coli, Shigella flexneri, Enterobacter spp., i
Staphylococcus aureus, Salmonella typhi, Streptococcus pneumoniae va it c6 tic dung doi
véi Streptococcus pyogenes. Cloramphenicol khong ¢6 tac dung d6i véi ndm.

N6i chung, cloramphenicol tc ché in vitro nhiing vi khudn nhay cdm & néng d¢ 0,1 - 20
microgam/ml.

Khdang thudc: Ty 1& khang thudce d6i véi cloramphenicol, thir nghiém in vitro & Viét Nam
trong nam 1998: Shigella flexneri (85%), Escherichia coli (83%), Enterobacter spp.
(80%), Staphylococcus aureus (64%), Salmonella typhi (81%), Streptococcus
pneumoniae (42%), Streptococcus pyogenes (36%), Haemophilus influenzae (28%). Thix
nghiém in vitro cho thdy su khéng thu6c déi véi cloramphenicol tang dan timg budce. Su
khang thuéc nay 1a do sir dung qui mifc va dugc lan truyén qua plasmid. Su khdng thuéc
déi v6i mot s6 thude khang khudn khéc, nhu aminoglycosid, sulfonamid, tetracyclin,
cling c6 thé dugc lan truyén trén cling plasmid.

Duoc dong hoc:

Cloramphenicol duge hép thu nhanh qua dudng tiéu héa. Sau khi uéng li€u 1 gam khoéang
2 - 3gid, thuéc dat néng do t6i da trong méu la 10 - 13microgam/ml. Cloramphenicol
phén b khip trong phin 16n mé co thé va dich. Néng d6 thuéc cao nhit trong gan va
than. Cloramphenicol gin két v6i khoang 60% protein huyét twong. Cloramphenicol bi
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khir hoat chi yéu & gan do enzym glucuronyl transferase, tao chét chuyén héa khéng con
hoat tinh. Thai trir chi y&€u qua nudc tiéu. Thoi gian bin théi khoang 4 gio.

Chi dinh:

- Chi ding cloramphenicol dé diéu tri nhimg nhi&m khudn nang do vi khudn nhay cam.

- Céc nhiém khudn & dudng tiéu héa: Bénh thuong han, phé thuong han, ly truc khufn va
bénh ta.

- Viém mang n#o do vi khuén gram 4m nhat 1a Haemophillus.

- C4c nhiém khuin ning & dudng ho hép, tiét niéu di khing hodc di ting véi cdc khang
sinh it doc hon.

- C4c bénh do vi khudn noi bao: Brucella, Rickettsia, Klebsiella.

Liéu lugng va ciach dung: /}L\/

Tré em uéng 50 mg/kg thé trong/ngdy, chia thanh 4 liéu nho. : /
Ngudi 16n uéng 4 dén 8 vién/ngay, chia 1am 4 lan.

Chéng chi dinh:

- Chéng chi dinh Cloramphenicol d6i v6i ngudi bénh c¢é bénh sit qua mén va/hodc phan

ting doc hai do thuéc.

- Khong duogc diing Cloramphenicol dé diéu tri nhitng nhiém khuén thong thudng hodc
trong nhitng trudng hop khong duge chi dinh, nhu cam lanh, cim, nhiém khuén hong;
hodc lam thuéc du phong.

Téc dung khong mong muén (ADR)
Nhitng tic dung khéng mong muén ctia Cloramphenicol c6 thé rdt nghiém trong, do dé
phai trénh viéc diéu tri kéo dai hodc nhéc lai. Téc dung khéng mong muén nghiém trong
nhit 12 thi€u m4u khéng tai tao, khong phuc héi do suy tiy xuong, thudong gay tir vong va
¢6 tin xudt khoang 1 trong 10.000 ca diéu tri. Pdc tinh véi thy xuong xay ra dudi hai
dang: phu thudc vao liu va khéng phu thudc vao li€u. Nhitng tic dung khoéng mong
mudn vé thdn kinh phu thudc vao liéu va déi khi c¢é thé phuc héi.
Thuong gdp, ADR > 1/100
Da: Ngoai ban.
Tiéu héa: Buén nén, ndn, ia chay.
[t gdp, 1/1000 < ADR < 1/100
Mau: Giam bach cdu hat, giam ti€u cu va thiéu mau véi gidm hdng céu luéi, tat cé c6 thé
phuc héi.
Da: May day.
Khéc: Phan ing qué mén.
Hiém gdp, ADR < 1/1000
Toan than: Nhitc dau.
Méu: M4t bach cu hat, gidm toan thé huyét cdu, thi€u m4u khong tdi tao (véi ty 1&
1/10000 - 1/40000).
Thén kinh: Viém déy thén kinh thi gi4c, viém da thin kinh ngoai bién, liét co mat, va li
l4n.
Khéc: Hoi chimg x4m & tré so sinh, v tré nhé duéi 2 tufn tudi: dic biét nguy co & liéu
cao.

Théng bdo cho Bdc sy nhiing tdc dung khéng mong muén
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gdp phdi khi sit dung thudc.

/Ltl-“/

Nhitng phén tng nghiém trong, déi khi gay tir vong, & ngudi bé¢nh dung Cloramphenicol
da duoc théng bdo. Cin phai diéu tri ngudi bénh diing cloramphenicol tai bénh vién dé c6
thé thuc hién nhitng xét nghiém thich hgp va khdm nghiém lam sang.
Phéi ngitg liéu phip cloramphenicol néu xdy ra giam héng cdu ludi, gidm bach cdu, giam
tiéu cdu, thi®u mdu, hoic cdc ching huyét hoc bdt thudng khic dugc quy cho
cloramphenicol. Khéng thé dua vao nhitng xét nghiém méu ngoai bién dé tién doén su iic
ché tlly xuong khong héi phuc va thi€u mau khong tdi tao ¢ xdy ra hay khéng.
Phai nging ngay liéu phép cloramphenicol néu xdy ra viém day thin kinh thi gidc hodc
ngoai bién. Ciing nhu nhiing khéng sinh khéc, ding cloramphenicol c6 thé din dén su
sinh trudng qué mitc nhitng vi khudn khong nhay cam, ké cd ndm. Néu xdy ra boi nhiém,
phai tién hanh liéu phéap thich hop.
Phai ding thén trong Cloramphenicol cho ngudi bénh suy gidm chitc ning than va/hoac
gan va giam li€u lugng theo ty 1€ tuong tng.
Thoi ky mang thai
Chura x4c dinh duge su an todn cia liéu phdp cloramphenicol déi véi ngudi mang thai.
Cloramphenicol d& dang di qua nhau thai, vi néng do trong huyét tvong thai nhi ¢6 thé
bing 30 - 80% ndng do huyét tvong déng thdi cia me. Khong diing cloramphenicol cho
phu nit mang thai gin dén ky sinh n& hodc trong khi chuyén da vi ¢6 thé xdy ra nhiing tdc
dung doc d6i véi thai nhi (nhu hoi chitng xdm).
Thoi ky cho con bii
Cloramphenicol dugc phan b6 vao trong sita. Phai ding thén trong cho ba me cho con bd
vi nhitng tdc dung doc d6i véi tré so sinh va tré nho b sita me.
Tuong tac thudc va cic dang tuong tac khac

- Cloramphenicol tc ch€ enzym gan nén lam tang tic dung dong thoi tang doc tinh cla
mot s& thuéc khi ding déng thdi véi né: phenytoin, tobutamid, clopropamid,
dicoumarin...

- C4c thuéc gdy cdm ng enzym nhu phenobarbital, rifampicin lam gidm tdc dung cta
cloramphenicol.

- Khi ding déng thdi véi nhilng ché phdm séit, vitamin B,, hodc acid folic,
Cloramphenicol c6 thé 1am cham dép g véi nhiing thuéc nay.

- Khi ph6i hgp Cloramphenicol véi cidc khang sinh lincosamid, macrolid, aminosid thi
tdc dung kh4ng khudn bi gidm do c4c khdng sinh nay c6 ciing dich tic dung.

- Trinh diing déng thai Cloramphenicol véi nhiing thuéc c6 thé giy suy giam tiy xuong.

Tac dung cua thudc khi ldi xe va van hanh may moéc
Chura thay c6 tdc dong anh hudng t6i kha ning 14i xe va van hanh mdy méc khi sir dung
Cloramphenicol trong céc tai liéu tham khao.

Qui liéu va xir tri

Nhiing triéu chiing qué liéu gém thi€u m4u, nhiém toan chuyén héa, ha than nhiét va ha
huyét 4p. Diéu tri triéu chiing sau khi rira da day.

Pong goi:  Hop 10 vi x 10 vién nang cing; Lo 100 vién nang ciing.

Bao quan:  Dé noi kho réo, trinh 4nh sing, nhiét do khong qua 30°C.
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o
Han ding: 36 thang ké tir ngdy sén xudt. /U/\‘ /

Tiéu chudn 4p dung: DDVN IV

POC KY HUGNG DAN SUDUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY
THUOC NAY CHI DUNG THEO PON CUA BAC SY
Nha san xudt:  Céng ty c6 phian Duoc phdm Quang Binh
Pia chi: 46 DPuong Hitu Nghi, Dong Héi, Quang Binh, Viét Nam
Pién thoai:  052.3822475 Fax: 052.3820720

Ngay 11 thang 09 nim 2013
Cong ty ¢o phan duoc pham Quang Binh
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