Bot dong khé pha tiém

CLYODAS®

1.Thanh phin:
Lo bjt déng kho :
- Hoat chiit: Clindamycin (duéi dang clindamycin phosphat) ...... 600 mg
~Taduge: NaOH vira @il ..o i ees 1l
ng dung méi chira:

- T4 dugc: Alcol benzylic, nuéc ct pha tiém vd ......................... 4ml
2.Dang bao ché: Bt dong khé pha tiém.

3.Dwrgre lye hoc:

Nhom duwgce Iy: Khang sinh thudc nhém lincosamid.

Ma ATC: JOIF FO1

Duege Iy v co ché tdc dung: )

- Clindamycin 1a khang sinh thugc nhém lincosamid, tc ché téng hgp
protein cia vi khudn bing cich lién két véi tiéu phin 50S cia ribosom.
Clindamycin c6 téc dung kim khuén & ndng 49 thip va diét khuin & ndng
d6 cao. Co ché khing thubc cua vi khuin dbi véi clindamycin 12 methyl
héa RNA trong tiéu phin 50S ciia ribosom ctia vi khudn; kiéu khéng nay
thudmg qua trung gian plasmid. C6 sy khang chéo giira clindamycin va
erythromycin, vi nhitng thuéc ndy tic dung lén cung mét vj tri cia ribosom
vi khuén. )

- Clindamycin nhay cam in vitro véi cac vi khudn sau:

+ Chu khuin Gram dwong wa khi: Staphylococcus aureus,
Staphylococcus  epidermidis,  Streptococcus  (trir S, faecalis),
Preumococcus.

+ Tryc khuin Gram &m ky khi: Bacteroides (B. fragilis) va
Fusobacterium spp.

+ Truc khufn Gram duong ky khi khéng sinh nha bao:
Propionibacterium, Eubacterium vi Actinomyces spp.

+ Chu khuin Gram duong ky khi: Peptococcus va Peptostreptococcus
spp.; Clostridium perfringens (trix C. sporogenes va C. tertium).

+ Céc vi khuin khéc: Chiamydia trachomatis, Toxoplasma gondii,
Plasmodium falciparum, Pneumocystis carinii, Gardnerella vaginalis,
Mycoplasma brominn.

- Céc logi vi khuin khéng clindamycin: Céc trye khudn Gram dm va khi;
Streptococcus  faecalis;  Nocardia spp.; Neisseria  meningitidis;
Staphylococcus aureus khing methicillin; Haemophilus influenzae.

4.Dwgc djng hgc: Sau khi tiém bip hodc tiém tinh mach clindamycin
phosphat nhanh chéng chuyén thanh clindamycin, dang c6 tic dung.
Clindamycin dugc phin bé rong khip trong cic dich va mé cia co thé,
g6m ca xuong, nhung sy phin bé khéng dat dugc néng dd c6 y nghia
trong dich ndo tiy. Hon 90% clindamycin lién két véi protein cia huyét
tuong. Thoi gian ban thii cua thude tir 2 - 3 gio, nhung b thé kéo dai & tre
so sinh va nhimg ngudi bénh suy thin n3ng. Clindamycin c6 thé chuyén
héa & gan tao thanh chit chuyén héa N-demethyl va sulfoxid c6 hoat tinh
va mét s& chét chuyén héa khac khéng c6 hoat tinh. Khoang 10% thubc
ubng duogc bai tiét qua nuéc tiéu dudi dang hoat d6ng hay chit chuyén héa
va khoang 4% bai tiét qua phén. Tubi téc khéng lam thay ddi dugc dong
hoc cta clindamycin néu chirc nang gan thin binh thudng,

5.Quy c4ch déng géi:

Hop 1 1o bt ddng khd pha tiém + 1 éng dung méi 4 ml.

6.Chi dinh:

Didu tri nhimg bénh nhidm vi khun nhay cim véi clindamycin nhu
Bacteroides fragilis va Staphylococcus aureus, va dic biét diéu trj nhimg
ngudi bénh bj di tmg v6i penicillin. Clindamycin dugc dung trong nhimg
trudmg hep sau:

- Phong ngtra viém mang trong tim hogc nhidm khuén do céy ghép phiu thuat.
- Viém phdi sic va ap xe phoi, nhiém khuin dudmg ho hap ning do céc vi
khuén ky khi, Streptococcus, Staphylococcus va Pneumococcus.

- Nhiém khuén trong & bung nhu viém phuc mac va 4p xe trong 6 bung,

- Nhi€m khuén vét thuong mumg mi (phiu thuat hozc chin thuong).

- Nhiém khuin huyét.

- Nhiém‘tn'mg phy khoa: viém mang trong tir cung, 4p xe voi trimg khdng
do l3u cau, viém té bao chiu héng, nhidm khuén bang quén & 4m dao sau
khi phiu thuét do vi khuan ky khi.

- Chin thuong xuyén mit.

- Hoai thu sinh hoi.

7.Liéu hromg va cch dimg:

* Cdch dang:

- Hoan nguyén 1o bét véi éng dung méi kém theo. Thube duge ding tiém
bap hodic tiém tinh mach hogc tiém truyén tinh mach.

- Théi gian dicu trj véi clindamyecin tiy thuge vao loai bénh nhiém khudn
va mic d6 ning nhe cia bénh. Trong cic nhidm khuin do cac
Streptococcus beta tan mau nhém A, didu trj clindamycin phai tiép tuc it
nhét 10 ngay. Trong céc nhidm khudn nang nhy viem mang trong tim hogic
viém xuong tity, phai diéu trj t nhit 1a 6 tu%n.

- Thubc tiém bap hay tinh mach ngft uing hay lién tuc véi dung dich pha
lo@ng khéng vugt qua 12 mg/ml, véi the 46 khong qué 30 mg/phit. Trong 1
gid khéng tiém tinh mach qué 1,2 8, cling khdng nén tiém bap qua 600mg
mét lan,

. Liéu dfmg.- Liéu ding duoc qui vé sb lugng twong duong vai
clindamycin.

- Chén thuong xuyén mét: Tiém tinh mach gentamicin 1,5 mg/kg cung véi
clindamycin 600 mg.

- Hoai thu sinh hoi ¢ nhitng ngudi bénh min cam véi penicillin:
Clindamycin 600 mg, tiém tinh mach 8 giy mot lin.

- Viém phdi sic: Tiém tinh mach chdm 600 mg clindamycin, 8 gid' mot lan.
- Tré em: Liéu clindamycin tiém bip hogic finh mach cho tré em trén 1
thang tudi, thuong tir 15 - 40 mg/kg/ngdy, chia 1am 3 - 4 lan. Liéu tiém bip
hodic tinh mach cho tré so sinh dudi 1 thang tudi 1a 15 - 20 mg/kg/ngdy,
chia 1am 3 — 4 lin. DPéi véi tré so sinh thiéu thdng, 15mg/kg/ngay c6 thé
thich hgp. ) y i )

- Ngudi suy thin va suy gan: Nén gidm liéu Flmd_.amycm 4di voi ngudi
bénh suy gan vi suy thin ning, khong cén thiét didu chinh lidu néu suy
thin nhe dén vira va bénh gan.
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- Nguiri cao tudi: Thiri gian ban thai, thé tich phin b, d¢ thanh thii vi mirc
A6 htp thu sau khi tiém clindamycin phosphat khong bj thay Aabi bari sy gia
waing twdi tdc. Phin tich dir ligu tr cdc nghién ciru lim sang khong cho 1hAy
s lién quan gitra tudi tic va ddc tinh cia thubc. Vi vy, khong cin didu
chinh lidu & bénh nhdn cao tudi.

8.Sir dyng cho phy nir ¢6 thai v cho con bi: ’
- Thari ky mang thai: Clindamycin di qua duge nhau thai. DO an todn khi
ding clindamycin cho phy nir mang thai chua duge xéc dinh. _H1¢n’kh6ng
c6 cc bing chimg vé ngd doc thai va qudi thai trong cc nghién clu trén
dong vit nhumg cfing chua c6 cac nghién ciru théa ddng va duge k!ém tra
chat ch vé vie ding clindamycin cho nguéri mang thai hofic khi sinh dé;
vi viiy khong ding clindamycin cho ngudi mang thai, trir khi thit clin thiét,
khé6ng con li¢u phap nao thay thé va phai theo ddi thit céin than.

- Théi ky cho con bi: Clindamycin bai tiét vao sira me, vi vdy nén trinh
cho con b trong théi gian diéu trj thube.

9.Téc djng cia thufc khi 14i xe va vin hanh méy: Thubc khong anh
hudémg dén kha ning 1ai xe va vin hanh may.

10.Chdng chi djnh:

Ngudi bénh mn cam véi clindamycin hojc bét ¢t thanh phén nao cia
thudc. Ngudi bénh bj tiéu chay ning.

11.Thén trong:

- Ngudi bénh cé bénh dudng tiéu hoa hoiic 6 tién sir viém dgi trang.

- Théin trong diing cho bénh nhan: xdy ra phan {mg phan vé véi thudc, viém
dai trang gia mac do Clostridium difficile, tiéu chay ning.

- Khéng ding thudc cho bénh nhin bi viém mang néo.

- Ngudri bénh cao tudi nhay cam dic biét véi thugc.

- Clindamycin tich liy & nhimg ngudi bénh suy gan ning, do d6 phai diéu
chinh liéu ding va dinh ky phan tich enzym gan cho nhitng ngudi bénh ndy.
12. Twong téc thube va cdc loai twong tac khéc:

- Téng tac dung ciia céc tac nhin phong bé thin kinh co.

- Giam tac dyng ctia thudc tranh thai steroid uéng.

- Erythromycin, vi cic thudc nay tac dung & cling mft vj trf trén ribosom vi
khuan, béi vy lién két cia thubc nay véi ribosom vi khudn cé thé irc ché
tac dung cua thude kia.

- Diphenoxylat, loperamid hojic opiat (nhing chit chéng nhu déng rudt)
lam trdm trong thém héi chimg viém dai trang do dung clindamycin, vi
ching lam cham thai dgc t6.

- Hon dich kaolin - pectin, vi lam gidm hép thu clindamycin.

13.Tic dyng khong mong mubn:

- Thirdng gap: Budn ndn, nén, dau bung, tiéu chay do C.difficile, viém thyuc
quan, vi kho chju hodc cé vi kim loai.

- It gap: May day, n6i mé day, phan tmg tai ch sau tiém bip, viém tic tinh
mach sau tiém tinh mach.

- Hiém gap:

+ Tim mach (tim ngimg d4p, ha huyét 4p khi tiém truyén finh mach
nhanh). Sinh dyc - niéu (viém 4m dao). Thén (chirc ning thin bét thwéng).
Toén than (sbc phan vé). Da (hdi chimg Steven-Johnson, hing ban da dang,
viém da tréc vay). Mau (ting bach cau ua eosin; gidm bach céu trung tinh
hdi phyc dugc, chimg mét bach cdu hat, giam tiéu cdu). Tiéu hoa (viém
thyc quan, viém dai trang gia mac, do doc t6 cia C.difficile ting qué mirc.
Diéu nay xay ra khi nhimg vi khuin thudmg cé & dudmg rudt bj clindamycin
phé hiy (dfic biét & ngudi cao tudi va nhimg ngudi c6 chirc ning than
giam). Gan (vang da, chirc ndng gan bt thuémg, ting transaminase gan hdi
phuc giuvc).

+ O mét s6 ngudi bgnh (0,1 - 10%) viém dai trang gia mac c6 thé phit
trién rét ning va dan dén tir vong. Viém dai tring gia mac dugc dic tnmg
béi: dau bung, tiéu chay, sét, cé chit nhdy va mau trong phén. Soi tryc
trang thiy nhimg mang tring ving trén niém mac dai tring.

+ Huéng din céch i tri khi gap viém dai trang gid mac, tiéu chay do
C.difficile: ngimg ding clindamycin, diéu tri bing metronidazol lidu 250 -
500 mg ubng, 6 gi mot lan, trong 7 - 10 ngay. Diing nhya trao ddi anion
nhw: cholestyramin hofic colestipol dé hdp thu doc t6 cia Cdifficile.
Cholestyramin khéng dugc udng ddong thodi v4i metronidazol vi
metronidazol lién két véi cholestyramin va bi mét hoat tinh. Khéng thé logi
clindamycin khéi méu mét céch c6 hiu qua biing thim tach.

Théng bdo cho Bic si nhitng tdc dung khéng mong muén

8dp phdi khi sir dung thuéc.

14.Qus liu va cdch xir tri:
- Co giét va trdm cdm 12 nhimg biéu hign gip phai & chugt thir nghiém.
- Chay thin nhén tao va thim phan phiic mac khong hi¢u qua trong viée
logi clindamycin khoi huyét thanh.
15. Céic ddu hi¢u ciin lwu ¥ va khuyén cdo:
Hién chua tim thiy trong céc tai liéu
Han ding:
- Lo bjt déng kho pha tiém: 36 théng ké tir ngay san xuét.
- Ong dung méi pha tiém: 48 thang ké tir ngdy san xuit.
- Han ding cua dung dich sau khi hoan nguyén: nén dung ngay hojic én
dinh trong 16 ngdy khi bio quan & 25°C, 32 ngay & 4°C,
Bio quan:
Noi khé réo, khong qué 30°C, tranh 4nh séng,

Dé xa tim tay tré em.

DPoc kj hurong diin sit dung triede khi ding.

Thubc ndy chi ding theo don ciia Bic si.

Néu cin thém thong tin, xin héi y kién Bdc st.

Ngdy xem xét sira abi, cdp nhit lgi ndi dung hwéng din sic dyng:
13/11/2017

Cong ty sdn xudlt:

CONG TY CO PHAN DUQC - TRANG THIET B} Y TE BINH P|NH
(BIDIPHAR)

56 498 Nguyén Thai Hoc, Phuong Quang Trung, Thanh phé Quy Nhon,
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