Trungtamthuoc.com

Rxmua: KE DON

TO HUGONG DAN SU DUNG THUGC
Vién nang cing

NAKAI

Thubc nhy chi ding thes Son
©OF xa thon Lay tré em
Dotk hutng dha 12 dyng trudc ki ding
Thang bio ngay che Bic 5§ hodc dugc 5§ niving tic dyng khéng mong mudn
KAl o dyng thelc

=

1. THANM PHAN CONG THUC THUGC
M vide nang cdng chda:
Thanh phdn du cASL:
Chndanmycin hydeockond
tuang Suong Cin
nupunnvp
Mopress stearoe, 13k cefkose v b I siicon dewpd

2. DANG BAO Ol
Viin nang cing 34 0, thin nang vl nlp nang mly tm,

3. Ml o

Chndamycin oo tic dung Sy trl ndamng nivslen khadn St dlly do cic vi khadia ky kN
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by e chu ty chu (saphydococcl), phé clu (o e vh el

ey Chlarmmydia Dachomans shay clen vl thube,

a) Cac i khudn 0udng ho hip tria gden vidm 2-mi-Gan, viben hong. vidm soang.
wib tai A0 v bénh tinh hing nhije.

i) Cic nhidm khudn duing hd hip dedt bao gdm vidm phi quiea, vidm phél, vidm
0 mieg phil vh Sp-xe phéL

€ G nibien Khuadin da vi md e gden trding i, nhot, wiles md oF bio, chie I, cic
Sp-we v nhwim Khadn tal wit thuong VO chc nivém ihdin da va md mém d3c hidy
b vibm gudng wi vidm mé méng ipananitiemi Cic g hop ndy dip Ong tét
h b By vt cinclamyoin,

o) Cac nhudm khulin xuong v khdp Bao ghen vides xuong tly vi vides khip shilm

300 mg

) Cic nihvdm hdn phy khoa bao gdm vibm ndi mac B cung. vidm md 1 bdo,
mhuben kbl dm 390, dp-xe v - bading tring, vilm vii Bing vh vidm ving chlu
mumawmmuﬂummhummmm
udng hop vl o6 b cung do Oharmydio trachomany, S trf dhnd don
thisdn Guoc thity 1 06 hatu g Sl sach Buoc vi kv ity

1) Cic nhidm kwadn trong & bung @8 vidm phac mac v dp-ue trong & bung kN cho
oung vt mét thudc khing sinh phd vi khde 8 kN Geam dm thich hop,

g Ntuden 8ng byt va vilen ndd e mac. My qud clia cindamycin & Aux g nhin
Bong Sy ) cie trudng hop vidm ndi Lhes mapc S chon K¢ kb cindamycin cb tic
A At khwadn Moo Geg nghibes vt ndog 35 huydt Thanh At S md thich hop
Bl w08 v ket dang Y aheden,

1) Cic mhilen khules riag midng shu 3p-e quanh 1dng (ip-xe nha chul v vim
Quanh thng (vidm nha dhu).

0 Vi ndo 90 tomoplasma trén binh nhin XS, & cic bdnh rhdn khing dung map
Wi @du t thing thudng, dndarmycin phél hop vl py ducxe thiy I
& Ndu qub.

D VM phds 0o Preumacysars Jroved (han loal truoc Ay L Preumodytis cannd] trén
bieh shin AID%. O binh nhdn khing dung nap v halk khdng Qi dng dlly &)
i By tr| thing  Bhutng, clindamycin ¢6 thi sd dung phiil hop v prmaguine.
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1) Enu 1 &y phiderg viben mang 110ng tes tbn DENS shin shay chey & Jrg wil i
khing sinh perkolin

Trong 6ng nghkdben, nhing vi kiwalin nhgy cim v clndamy

8 e, B bhn, e we, G ,“‘u-u-uuanui

MApOpas e Mormervs.

4. CACH DONG, LU DONG
Ui ding & nguit kdm

CRodamyin Rydeociond vidn Nang (0w uiogl:
150 - 450 Mg/ i, 6 90 wing 1 Hn. DF trinh khd ndng kich thich thyx quidn nén wing

bt

CAc nghiin cOw Auox 83ng hac cla cndanmyoin cho thily khong o sy khic bigt oo
¥ nghia wi lim shng gHia nguth té vi ngut cao tull v chic ning gan Binh
thudng v chilc ning thin (dku chinh thes L) Bink thadng sau khi ubag hodc
B W\ viy khong cln thit phdi Sdu chinh Iy & nguin a0 tudi md Ovic ning
9an binh thutng vi chdc ndng thin (dky chinh theo Sed) Binh thedng Leem muc
13 e A¢ tinh duoe Btag hodl.

Lidu @ung 0 bénh nhin suy thin

Khéng cin thft ddu chinh Mu cindamycin & binh nhin wy thin,

Ly dung & binh nhdn sy gan

Onbis chinh u ding & bieh nhan wy Gan ning.

Ly diang Oho nhiing Nl djoh dic bidt

() Ahdvm B i D €3 Tor Pyt

Theo cic By chi @inh & trén, Osbu tr] nn 2 tuc & shit 10 ngly

18) Vidm AWM ving o - AU tr] Sk nhdn s

Chindamycn phosphat 200 mg (tieh mach) o § 90 ln, ding hang nglly cing vt
mit khing sinh phd wi khedn & K Gram &m thich hop theo &utng tinh mack
Chilng han gentamycin 2.0 mg/ kg Bdp theo 1,5 mg/ kg ¢l & g mde L, ding hing
gy, O DNk shin ¢8 chix alng thin bink Bhutng. THD e 0lng thud (nh mach)
ong it ahit 4 noly wh it nhit 48 0 sau kN theh trang binh @3 cli thidn, Talp tuc
bing chindamycin hydrociond wing 450 mg ol 6 g mit Un, ding Ning noly &
hniaunéogtblo 14 nghy Gt

(€] Vi o6 0 cung B Ohlarmydi Srachomatic:

Chndamycin hydeockond wing 450 mg. 4 Ua mé ngly trong 10- 14 ngly.

10 Vidm ado do fosoplarma tnin Sdnh nhén ADS

Clindarmycin hydsocond uing 600 mg, o 6 gid mia lin, trong hal tuda, tiép theo
BIng 300 - 600 g wing U 6 ghd Mt Lin. Tng tht glan &dy trf U 8 8fn 10 taln.
Uy cla pyrimethamine & 25 dén 75 mg wéng hing ngly tong 8 8fn 10 tula.
N dlng Folinic acid 10 - 20 mo/ ngly khi dUng My pyrimethamine (20 hom
() Videon phdl G0 Praesemocystis caned tnén bénh nhdn ADS:

Clindamycin hydrociond 300 - 450 mg. wing, <d 6 giy mdt L, trong 21 agly vi
primaquine 15 dén 10 mg. wlag mét L mii ngly trong 21 noly.

() D% ) viden omnd S/ vidm oy oip B0 n cduc

Uiy chnciamycin hydeocknd vidn nang 300 mag. uéing bl Lin mit nglly tong 10 agly.
() O b 3¢ it

Vil mang Olexarmycin bydrockond (Gudeg ulng)

Nguot Knx 10 - 20 Mg/ ki ngly va tré em 10 mg/ kp/ ngly chia thinh ci Ik blng
i Léng 1.2 gk mé Un trong 7 nglty kit hop vl qrateine (12 Mg/ kg 12 gk mide n),
hode chicroguine (15 - 25 mg 24 g mde Ll ooy 3 - S noly.

(N Dy ey widem adv 18m mnoc & Dk ahdn nhgy cdm w¥ Pervcilin:

Cind (e apT

yon hy 9 i8sng uing)
Nguth K 600 mg 1 g trudc ki philu thadt; Tk em: 20 ma) kg 1 g e trude ki
phiu thade.

5, CHONG Ol D
Chéing N dinh dlindarmycin & binh nhin trud Gy 6 1sén s i Grv Wil Chndanmycon
RoBe Bnconmycin Bode bt ki thaeh phin ako 1ang cdng thix:

6. CANH BAO VA THAN TRONG KMI DONG THUGC

Wi d ing ol mac Uk Bio cho vl M hit cic thulk ing snh teo gém
AT vk UK 34 b e Sén de Goa toh ming. D6 vy S quan tipng W cde nhdc
chin odn bl cic binh nhi 00 G dile hidu ol tie chily sau ki ding kiving sieh.
izt BIng Tholic khdng tinh L thay 36 hi sinh vit cia Gy trdng vi b thé tyo co
% Cho chostridia thag tradng qui nhanh. Cic aghién civ cho thily &ic 5 o a do
Clostrichum Gficie 1 nguytn nhdn dly thn gy £a vilm &yl tring do kiing snh. Sau
chiin dode Ban Ay v v i tring gh mac U xi¢ Ginh, cin tn hieh cic bidn
phip Oyt

Cic truing hap vidm Gyl trang g mac nhe thuting dip Ing khi ngung thudc. Trong
< truing hap via 6én ndng. cin cin shic vic quln I B nude v chit den gu, b6
Jung protein, v Adu trf wit mdt khing s ¢6 by qui lm s3ng Wil Clostidium
dficile colors.

Do chndamycin khing khuybch tin nislu vio dich ndo ty, khing nibn ding thudc
@ By 1) viévn ming ndo.

N Ol b o A, e Laen CAC it nghidm chix ndng gan va thin,
Tobus iy do Cloptrium dfclle (Clontridium dicle associated diarrhea - COAD) @4
o bdo cho M s deng S5 v hiu Mt cic thodc khing sieh, Bao gdm
chndamycin, vi mOc 30 cd thif 53 this chily nhe S viben rudt kit dlin Gén 03 veng.
Ok ) Bng ¢i¢ thudc khing snh 14 B thay 06 qudn th v sinh ty nhibn cla rade
@ 04 g phat i qui mdc cla Caole

Clostridium dificle snh ra 64¢ 16 A vh 8 90 phin L phit trién COAC. Cic ching
Caicie sinh shiba GO 15 K nguyn nhdn L thng ty M mdc binh va 1 vong, vi ci
mhwlm khwdin ndy oo B kho chiza khi ding cic Iu phip khing sinh vh ¢ I cln
SO CIt B rudt kL Cla phill sghl dén bieh CDAD & 1t ¢ cic binh nhin wult hidn
s chlly 3au b ding cac ot khing khulin, clin ghy binh Sa cle thin v &b 06 Bio
<o COAD xby 3 sau Sy trf Blng khing sinh 106 hom 2 thing.

7. 50U DUNG THUGC CHO PHY N €O THAI VA CHO CON 80

SU dyung thule cho phy nlr cb thal

Cac nghsbn cdu GOC T Mn khd ndng sinh sin qua Guiing wing vh tihe dus da &
chodt vi th khdng phit hipn bilng ching nbo wi suy gl khd alng sinh shn holc
Gy hi S that o clindarmycn, fow B & CAc Iy hagng gy 30 cho me. Nghidn
O trin K ndeng sinh sha Cla 009 wit khdng phik Kix ndo cing dy doln dux Sip
9ng trin ngut,

Cindamycin qua S0 nhau that sguil. Sau ki ding da M, ndng 36 cindamydin
wong dich & dat khodng 30% ndng 30 trong méu ol me.

Trong cic B nghsie Um 13ng vil phy nd dang mang thal, vibe ding dindamycn
0 BN My rong sedt ba thang 1 hat v ba thing cedl cia thal ky khdng n
Quian Gdn vei thng thn sudt wdk hide i te Bm sinh, Chita ¢ cic nghie cow phvs hop
v B ki sodt 55 Soin phy nd mang thal Bong 1LSE Ba thing Gl tn ola T k.
O v g chindimmycins Cho Py il €O thal K T sy chn thide.
ammumnumu A :

Dk oo 1 o

7-Myg/mi,
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8. AN HUONG CUA THUSC LEN KHA NANG LA XE, VAN MANM MAY MOC
Anh hulng cla chndamycin tn khi ndng U xe vi vis hish miy chua dugc dish
g mdt cich o hi théeg.

9. TUONG TAC. TUONG KY CUA THUOC

Tic dyng 08 @3 Guox thity g chndamycin vl erytheomycin tong i wivo, Do
€0 A S0 bE v L 3300, Khing nba Sing 2 thadc ndy ddag thal,
Chndarmycin dux thily <8 @ik tink chen thiln kinh co il 6O thi lm theg Lic dung cla
G thuSc Chpm thie kinh 0o Do vity, €88 thin bong tén cie bileh nhin dang ding cic

Bk ndy.
Tueng ky: Khdey s durg

10. TAC DYNG KHONG MONG MUON CUA THLOC

T8 8 e b Gung khdng meng mswsn Mt kb trde nhin B do MedDRA SOC (Medical

Dictionary for Reguiatony ACtivities System Osgan Class) Ovia 1. Taong ml mex tin
1ulit, i e dyng khing mong medn duc tinh bty theo th by the sult mult hige*

i sau 85 3én thm quan hong vi Bm sng
lh.dﬂkm_hh.-n.-do
Thatny | Rolp oo Chwia i Sehs
LN thing' | oo ﬂnMHn ":* Oux tin vt
9 quan 20 " o U tinh Bucx
W< 10| <110 | <1100 Bing &I Mu sha o8
Nhiben trieng | Vb
vhohidm | dpiting
&y sioh trdng | gul mac
REi loan méy Mt bach chu hat,
= bocn ko ik
SIS Sk — tinh, ghden i cu
R bogn Phdn Ong
M midn dich cang phis v
R&I logn L
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RSilogn [Ty chdy, néa, Vidm thye qudn,
b sy héa | dau nda odt o qudn
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hudng
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Stevens-Johnion,
wim da troc vy,
Milsmdawd |, Pyt b da bong nusc.
5 dutt da My dry n::" o e
Wl den a0, noow
tan mun md todn
thin cip tinh AGEP)
* Phan loai IOMS Il vé t8n sust: RiL thudng gdp > 110 (2 10%K Thuong gie
2 17100906 < 110 (2 19% v < 109 ft gdp 2 171,000 10N < 17300 {2 0,1% vh < Ik
Hm gdp 2 1719000 3¢ < 1/1.000 (2 0.01% wh < O, 1%k Rit halm gdp < 1/10.000
(<00

Thedc c6 thé gdy A ¢d¢ (¢ dung INOng mong mude khdc, ibuyén binh shén thing
D0 08¢ N3¢ Aung Ihdng mang mede oo DY KN ding thedc.

Mwu(mﬂﬂ
Thim phdn miu vh dich mbng busg khing b Mdu qud Bong v kol bd
chndamyon trong huyét thanh.

12. OAC TINK DUGKC LIC HOC

NN e bt KNG sind ahden Lincosared

M ATC: J01FF,

Wi iy Chndlarmrpoin due Bhily U ¢6 tie dung chiing cic chdng phin Lo cla che v

o, eyl T St p,

(Prevmocaccl)
Cac o ki Gram e by KN, gl
Lo Bacresoide (e nivie Bacteroides Soplls vh rivden Boctertides melannogenious)

Lol Fusobex terkem
Cic oy khwadin Gram dviong iy ki khang 120 nha bao, gden:
Progeonbocterum

Eubecterms
Lok Actnomyces

Cie ol khudn Granm dwone ky ki vi 81N, gden:
Lol Amptococcs

LoM

Libe chu vl 8N

Clostridia: Closasdia khing v chndamycin nhidu hon hiu hét cie v khuds ky khi
Py it chc Clontrighum perfringens nhgy chm nhwing ci¢ ol khic nhw Caporogenss
v Crertium thi thudng khing vl clindamycin,

Chn Lhem wét nghiben v khd ndog shgy cln.

Khing chéo giia Bncomycin wi clindasycn a3 duoc dhamg mrd.

D& khing nhay g chndanmycin vl enytheomycin Suoc ching minh.

13, DAL TINH DUGK DONG HOC

Cic nghiin cly nding & thadc trong huytt thanh vis 24 ngui trudng thanh binh
Butng Geh ngupdn khi ulng M cindamycin hydrociond 150 mg cho thiy
dindamycin nhash ching Nip the sau kN ving. Nbag 45 dinh trusg binh Bong
Buylt Shanh 1 2.50 mog’ mi Gt GUpc 1ong 45 phat Cac mik ndng 65 Bong huyét
Bhanh dat trung bink U 1,51 mcg/ ml vho J g0 vl .70 mag/ mi vio 6 gk Mip thu
ca mdt e kN w0 gSa shu hala badn (SO%L, vi chi dink thudk 830 tht khi dn
g Lam thay & ddng i cic ndng 8) thudc trong

Bubc trong huplt thanh khing thay 88 vh o8 the dy

d0ng. Cic tghin ol v nlng 30 Buic trong huylt Buch kN dlng da My
clndamycin hydrocond ¢ho b 14 ngly cho thily khing o bing ching wé tih Ky
Bay tiin 86 chuyén hoa Budc. Thix glan bén thil cds chndamycin ting nhe &
mhng bied shin sy chic alng thin ré sit. This phin mik vi misg byng khéng
0 tC ung O loal b indamycin ra i huyft hanh. Néng 6) dindamycin trong
Byt thanh ting tupn tinh kN ting . Cic ndng 83 tong huydt thanh wiot qud
ey 84 Oc chl 16 thiu (MIC) <3¢ vi ink vt Brong 1t ahit 6 gks sau khi il dinh By
Thidng Bhstng. Clndanmyon phis S khip trong dich vi cic md cla co thé (weng cb
vongh, Thix glan bin B sinh hoc trung bink 1 2.4 gk, Khodng 10% chit chuyén
B 6 hogt tinh sinh hoc ducx thill trr ges nusk téu vi 1.6% qua phin, phin con g
Ss0c thil trr dus daery Ohie Chuyén hoa khing hoat tink. Coc by Mn 3% 2 g
chndarmycin mdi nglry trong 14 ngiy Gunx deng nap b5t & nhing nguiX tiah nguytn
hie manh, ngog &+ t 1 ti dyung phy trin 8ng thiy héa ting khi ting Mu. Néag
B chindanmycin o trong dich mdo tly khdeg Slng ki, thim o b cb kN ot hén
wibm mdng nbo. Sau O dnh dindamycin hydrodond duinmg wing, Thi glan bin
this thng Mn khodng 4 gio (rong khodng 14 - 5,1 gl & nguid cao tull 1o v 1.2 g&
(ong kholag 2.1 - uwowv\mmwuuuwmm
nhibn, khdng khac nhare g che nhden ol vi khdng cin thay 85 My cho ngudd
20 tudl wit Ok ndng gan bish Bung v chic ning thin (G chinh theo tud)
Bink thutng,

14, DOUEY AN TOAN THEN LAM SANG

00 tioh glly ung Sy
CHC rhin U SN hpn & 30ng vt chusa AU tén hish vl cindamycin 36 Sinh g
hS ndng gdy eng B tém tang.

¢ th nghbben B Bl vin b gem AU b Minh o g&m thd aghiben Ahn ahd &
Ol ofng va thi nghibm Ames Salmanela 5o nguoc €I 2 B nghidm Gl cho kit
Qul dm ik,

Suy gilen khi 503 sinh sher

Cac nghin 00 v khi g sinh shn & chdt 80 cho udng 10 Iy 300 mo/ b/ nody
fchadng 1,1 L s khaylin <50 Km shit & nguts trudng think dya trén mg/ m) cho
thify khéng ¢ Sn huding Mn kil ndng sinh tdn halk glao phil

Trong che aghidn e wh phit ke phél thal qua dudng ubeg & chubt vh phit tiés
P! thai qua dutng Tim dudt da & chudt va thé, khing quan sit thiy S5 tinh tén
tridin nbo, ngonl trir & cic My hugng gdy 8¢ cho me.

15. QUY CACH DONG GOU
Hip 3 vix 10 vider
19 10 x 10 vidn.

16. DU KIEN BAO QUAN, HAN DONG, TIEU CHUAN CHAT LUONG COA THUGC
W kign bdo quin:

G Ui ong Bao b g6¢ <l rhd e ult, Sy,

OF thodc nct kd rda, traah 3nh séng. nhit 30 khing qud 30°C vl ngoll thm vl ol
ré e

Man dings 36 thing b 12 noy sin xust
Thbu chulin chit bigng: Ty chidn nhd she nadt

17. NGAY XEM XET SUA OGL CAP NMAT LA NOI DUNG HUONG DAN SU DUNG
14122008

DAVIPHARM

Sdn xudt i CONG TY CO PHAN DUGC PHAM DAT VI PHU (DAVIPHARM)
L8 M7A, ©udng D17, Khu Cong nghidp M Phudc 1, Phudeng Thai Haa,
Thi xa B&n Cat, Tinh Binh Duang. Viét Nam
Tel: 0274,3567 687 Fax: 02743567688
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