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2. Céc déu hidu lwu ¥ va khuyenedo Khi dung thude:

Pé xa tim tay ciia tré em

Doc kj huwdng din sir dung trude khi ding.
3. Thanh phén cong thive thude:
M3di vién nang cing TBdarlinco chira:
Thanh plmn duwgc chit: Lincomycin (duéi dang meomycm hydroclorid) 500 mg.
Thanh phdn td dwoce: Magnesi stearat, talc, vo nang ciing 56 0,
Thanh phan vo nang cimg: Gelatin, silicon dioxyd, natri lauryl sulfat, methylparaben,
propylparaben, glycerin, acid acetic, titan dioxyd/candurin® silver fine, polyethylen glycol 400 )0,
acelylated monoglyceride, sucrose fatty acid esters, td duogc mau (brilliant blue, allura red,
carmoisine, tartrazine, quinoline yellow, erythrosine, sunset yellow, amaranth, green S, Patent blue
V, ponceau, Brilliant black BN), nudc tinh khiét.
4. Dang bao ché: Vién nang cliing.
Vién nang cimg s6 0, ndp nang mau xanh dam, thdn nang mau xanh nhat, bot thube trong nang mau
trang
5. Chi dinh:
TBdarlinco dugc chi dinh dé dleu trj cac bénh nhiém khudn nghiém trong do céc ching vi khuan
gram duong nhay cam nhu lién ciu, phé cau va cAu.
Cu thé, vién nang cimg TBdarlinco dugc chi dinh trong didu tri:
- Nhiém khudn duong hé hép trén bao gbébm viém xoang mén tinh, viém tai gitra ma mén tinh hoac
didu tri hd tro bang khang sinh c6 hoat tmh chéng lai céc vi khuan gram am.
- Nhi&m khuén dudng hd hép dudi bao g g,om viém phé quan cAp, mén tinh va viém phoi.
- Nhidm khuén da va cu tric da bao gém viém mé t& bao do cac vi khudn nhay cam gy ra, khi
penicillin khéng dugc chi dinh.
- Nhi&m khudn xuong va khép bao gdbm viém luy xuong va viém khép nhiém khuén.
- Nhidm khuén huyét va viém ndi mac. Mot sb trudng hop nhiém khudn huyét va/hodc viem mang
trong tim do céc vi khudn nhay cam da déap tmg vai lincomycin. Tuy nhién, khang sinh diét khuén
thudmg duge vu tién cho nhitng bénh nhi&m khudn nay.
6. CAch ding, lidu ding:
Cidch diing: Dung duong udng.
Liéu lugng va phuong phap ding thube phai dugc xac dinh dya trén mic do nghiém trong cua
nhiém khuan, tinh trang cta bénh nhan va do nhay cdm cla mam bénh.
Dé dal duoc sy hﬁp thu (i uu, nén uéng thude xa bira an, it nhatwr -2 gio trude hode sau khi an.

Nén uong véi mot lugng nude vira du.
+ A ~\
Liéu ditng:
Ngudi 16n: Udng 1,5g dén 2 g (3 —4 vién) trong 24 gio.
Tré em:
Dang bao ché nay chi nén ding cho tr¢ ¢6 kha nang nuot duge vién vai lidu 30 - 60 me/kg/24 gid.
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Vi cac dbi tuong ¢o lidu ding nho hon 500mg, tham khao cac dang bao ché va ham lugng khic.
Chi str dung nguyén vién thude, khong tach, bé nang.

7. Chéng chi dinh:

Quéa man v6i lincomycin, clindamyein hodc voi bat ky thanh phi‘m ndo cla thude.

Nhiém khuén mang nflo, ngay ca cac vi sinh vat nhay cam, do thube khéng dap Gng di sy khuéch
tan vao dich ndo tuy.

Phu nit cho con bo.

8. Cinh bdo va thin trong khi dung thude:

Cinh bdo

Tiéu chay lién quan dén Clostridium difficile da dugc béo céo trén hau hét cac khéng sinh, bao gbm
lincomycin. Mirc do tir tiéu chay nhe dén viém dai trang gy tir vong. Do khéang sinh lam thay doi he
vi khun dudng rudt, két qua 1a din dén sy phat trién vi khuén qua mirc do C Difficile.

Céc phan (mg qua man nghiém trong bao gdm phéan (ing phan vé va phan (ng da nghiém trong nhu
hoi chirng Stevens-Johnson (SJS), hoai tu biéu bi nhiém doc (NET), mun ma ngoai ban toan than
clp tinh (AGEP) va hong ban da dang di dugc bdo cdo & nhiing bénh nhédn dugc didu tri véi
lincomycin. Néu phan tg phan vé hodic phan tmg da nghiém trong xdy ra, nén ngimg didu tri voi
lincomycin va bt dau diéu tri thich hop.

C Difficile san sinh doc té A va B, chinh céc doc t6 nay da gop phan vao sy xudt hién cia bénh tiéu
chay. Cac chang C Difficile san sinh ddc t& cao s& lam tang ty 18 méc bénh va nguy co t vong, vi
bénh nhiém khudn nay c6 thé dé khang véi diéu trj khang sinh va cAn phai cét bo dai trang. O nhiing
bénh nhén bi tiéu chay sau khi ding khang sinh, nén chuén doan nghi ngo tiéu chay do Clostridium
difficile. Tiéu chdy duge quan sat 2 thang sau khi didu tri bing khang sinh, can dic biét chi y dén
tién str bénh. |

Bat ky trudng hop tiéu chay ning ndo xay ra thdm chi vai tudn sau khi ngirng thude, ciing can duoc
wu tién didu tri. Trong trudng hop nay ciing nén tranh sir dung céc thude thic ddy qué trinh & tré
phan. Tiéu chay nay cin phai ngirng didu tri v&i khang sinh va dbi voi cac dang ndng phai nhép
vién. Khuyén céo tién hanh ndi soi.

Céac trudong hop cé tobn thuong niém mac nhe ¢6 thé tu khoi khi ngimg didu tri. Cac truong hop miic
dé trung binh hodc nang, ngoai viéc diéu tri triéu chimg dudi sy gidm sat y té chit chg, can chi dinh
ubng vancomycin (ngudi 16n: 125 - 500 mg x 4 lan/ngay trong 5 - 10 ngdy) trong trudng hop khong
déap ing metronidazol (750 mg x 2 ldn/ngay trong cting khoang thoi gian didu trj).

Viéce sir dung khang sinh cé thé thic day su phat trién cla céc vi khudn khong nhay cam, dic biét
ndm men.

V& nang clng cd chira tartrazine, sunset yellow, ponceau, Brilliant black BN, amaranth ¢o6 thé gay
cac phan tng di (mg.

Thin trong khi diing thubc

Khéng dung thude trong trudng hop viém dai trang.

Dung than trong cho bénh nhan hen suyén hodc tién sir di tng khac.

Viéc diéu tri 1au dai chi nén duoc ap dung dudi sy giam sat: cong thirc mau, xét nghiém chirc ndng
gan va chirc niang thén.

Thoi gian ban hily ctia lincomycin téng trong truong hop suy than hodc suy gan. Do do, khuyén céo
nén diéu chinh liéu theo 11611g dd huyét thanh dugc dinh lugng dinh ky.
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9. Sir dung thude cho phu nit ¢6 thai va cho con bi:

Phuy nit ¢o thai:

Khoéng cé anh hudng dén kha ning sinh san trong céc nghién clru trén dong vat.

Dit liéu vé viée sir dung lincomycin & phu nit mang thai con han ché. Thé hé con chau cia 302 bénh
nhan duge diéu trj bing lincomyein & cac giai doan khac nhau cia thai ky cho thiy di tat bim sinh
khong tang, khong cham phat trién so v6i nhom dbi chimg trong giai doan tir khi sinh dén khi Ién 7
tudi.

O ngudi, lincomycin di qua nhau thaiva dat ndng dd trong huyét thanh & day ron bang 25% ndng dé
trong huyét thanh ctia me. Khong c6 su tich tu dang ké trong nude bi.

Dé phong ngira, tot nhit nén tranh sir dung lincomycin trong thoi ky mang thai trir khi viée diéu tri
thuc su cén thiét.

Phu nit cho con bu:

Do kha ning xay ra phan (mg nghiém trong véi lincomycin & tré bi me, cin dua ra quyét dinh
ngimg cho con ba hay ngting diéu tri bing thudc, nén tinh dén loi ich cta viée cho con ba déi véi tré
va loi ich cua viée diéu trj cho ba me.

10. Anh hwéng cia thude Ién kha ning [4i xe, vin hinh may méc:

Chua cé bing chimg vé anh hudng cia thude 1én kha ning ldi xe, van hanh may méc nhung thi
thoang c¢6 béo céo vé cac trudng hop chong mit.

11. Twong tic, twong ky ciia thude:

Cdc phéi hop can chong chi dinh:

Erythromycin: Khong két hop vai erythromycin dé tranh dbi khang c6 thé xay ra.

Céc phdi hop can than trong khi sir dung:

Thude dudng tiéu héa dung tai chd, thude khéng acid va than hoat tinh: Giam hép thu lincosamides
qua dudng tiéu héa. Do d6, nén ding ca thue nay céch xa lincosamides (hon 2 gidr trude khi ding
lincosamides).

Cic phdi hop cdn xem xét:

Tuong tc v6i cac thir nghiém cén lam sang: Lincomycin c¢6 thé anh huong dén viée xédc dinh
alkaline phosphatase kiém trong huyét thanh. Do dé, cac gié tri thu duge cao gia tao.

Sw mdt ¢dn bdng IRN (ty 1é chuan héa quéc té):

Nhiéu trudng hop da dugc bdo cdo ting hoat tinh cta thudc chéng déng méau ding duong ubng &
nhiing bénh nhan ding khang sinh. Trong bdi canh viém hodc nhidm khuédn di duoc xéc dinh, tudi
va thé trang chung cta bénh nhan dudng nhu la céc yéu t6 nguy co. Trong nhing truong hop nay,
khi xay ra sy mat cdn bang IRN, rit kho dé nhén ra 1 do bénh Iy nhiém khudn hay do thudc diéu trj
gy ra. Tuy nhién, mdt sb loai khang sinh sau ¢6 nhiéu kha ning lién quan: fluoroquinolones,
macrolide, cyclins, cotrimoxazole va mot s6 cephalosporin.

Twong ky:

Do khéng c6 cac nghién ciru vé tinh tuong ky cta thude, khong tron lan thube nay véi cée thube
khac.

12. Tdc dung khéng mong mudn ciia thube:

Téc dung khong mong mudn thudng gip nhit 1a & dudong tidu héa, cha yéu 1a ia chay.

Thuong gap, ADR > 1/100

Tiéu héa: Budn ndn, non, ia chay, doi khi do phat trién qua nhiéu Clostridium difficile gay nén.

B N A A



https://trungtamthuoc.com/

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

Da: Ban d6 da dang, hdi chiimg Steven — Johnson, hoai tir da nhiém doc, ngira, phat ban, ndi mé day.
Hiém gdp, ADR < 1/1000

Toan than: Phan ung phéan vé, pht mach.

Mau Giam bach céu trung tinh (c6 thé phuc hdi dugc), mét bach cdu hat, ban xuat huyét giam tiéu
cau, thiéu mau bat san.

Tiéu héa: Viém dai trang mang gid, viém thyuc quan khi didu tri bing dudng ubng.

Gan: Tang enzym gan (phuc hdi dugce), roi loan chire ndng gan nhu ting transaminase.

Huéng din cich xiv tri ADR:

fa chay ning c6 thé lién quan dén viém dai trang mang gia do doc tb giai phong tir sy phat trién qua
muc Clostridium difficile gdy ra. Diéu nay c6 thé xay ra sau khi diéu tri bang lincomycin. Ngudi cao
tudi c6 nguy co cao. C6 thé didu trj phat trién qua mic Clostridium difficile bang metronidazol hoic
vancomycin.

Thong bdo ngay cho bdc sy hodc duge sy khi gap cde ldc dtmg khéng mong muoén nhw trén khi sir
dung thuoc hodc bdo cdo cde phan img cé hai ciia thuée vé Trung tdam Thong tin thuoc va Theo doi
phan itng c6 hai cua thuée (ADR) Quéc Gia. Dja chi: 13 - 15 Lé Thanh Tong -Hoan Kiém - Ha Ngi.
Dién thogi: 024.3.9335.618, Fax: 024.3.9335642; Email: di.pvcenter(@gmail.com

13. Qua li¢u va cich xik tri:

Khong co trong cac tai liéu tham khao dugc.

14. Dic tinh dwge lye hoe:

Nhom duge ly: Khang sinh nhém lincosamide. Ma ATC: JOIFFO02.

Lincomycin la mdt khang sinh thudc ho lincosamide.

Co ché hogt djng

Lincomycin 1a mot khang sinh dugce san xuét bang qué trinh 1én men coa vi khuan Sncpmmyce
lincolnensis. Lincomycin (¢ ché tong hop protein cua v1 khudn bing cach lién két voi tiéu don vi
50S ctia ribosome vi khuan. Hoat tinh kim khudn 1a cht yéu.

Méi quan hé giita (Iuor: dpng hoc — dwgc luc hoc

Phan tram thoi gian nong dd khang sinh trén nong do tre ché toi thiéu (MIC) giita hai lan ding thude
(%T > MIC), la théng sb du doan chinh xéc nhit vé hiéu qua cua lincomycin.

Co ché dé khdng

D& khang v&i lincomycin thuong 1a do thay dbi dich dén cta vi khuan, dot bién tai vi tri lién két
khéng sinh trén rRNA, ho@ic methyl héa nucleotide 23S RNA déc hicéu trong tiéu don vi 50S cua
ribosome. Nhiing thay dbi nay cé thé xac dinh tinh dé khang chéo dbi véi macrolide va
streptogramins B (kiéu hinh MLSg).

Ngoai ra, sur dé khang véi lincomycin ¢6 thé 14 do co ché bom tran dich hoat dong.

Cac chflng vi khudn dé khéang macrolid ¢6 thé ciing dé& khéng véi lincomycin.

C6 su dé khang chéo giita clindamycin va lincomyein.

Ty 1& khang véi lincomycin cao hon & cdc chung tu cAu khang methicillin va céc chiing phé cau
giam nhay cam voi penicillin.

Néng dj t6i han

Theo CA-SFM (Uy ban khang sinh dd ctia Hiép hoi vi sinh vat hoc Phap): S <2mg/l; R > 8 mg/l.
Phé khdng khuin
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Ty 1& d& khang méc phai ¢6 the thay ddi tiy thude vao viing dia [y va thoi gian dbi voi | sb loai. Do
d6, rit hitu ich khi cé thong tin vé ty 1& khang thube dia phuong, dic biét trong diéu trj cac bénh
nhidm khuan néng. Né&u cén, nén xin y kién chuyén gia khi loi ich coa thube véi mot so bénh nhiém
khuén nhét dinh da duge ghi nhdn dua trén dir liéu ty 1€ khang thudc dia phuong.

Cic chiing nhay cam thuong gap:

Vi khudn Gram duong: Corynebacterium diphtheriae, Staphylococcus nhay cam methicillin,
Streplococcus pyogenes.

Ky khi: Actinomyces, Capnocytophaga, Clostridium perfringens, Eubacterium, F usobacterium,
Gardnerella vaginalis, Mobiluncus, Porphyromonas, Prevotella, Veillonella.

Khéc: Leptospires, Mycoplasma pneumoniae.

Cic ching nhay cam khong nhit quan (dé khing > 10%):

Vi khudn Gram duong: Enterococcus faecium, Erysipelothrix rhusopathiae, Staphylococcus khang
methicillin, Streptococcus agalactiae, Streplococcus pneumoniae, Streplococcus viridans.

Vi khuén Gram am: Campylobacter coli, Legionellu sp.

Ky khi: Bacteroides, Clostridium (iriv  perfringens va difficile), Peptostreptococcus  sp.,
Propionibacterium acnes

Khac: Chlamydia trachomatis, Mycoplasma hominis.

Cic chiing dé khdng tw nhién:

Vi khudn Gram duong: Corynebacterium jeikeium, Corynebacterium urealyticum, Enterococcus sp.
(tely Enteracoceus faecium), Listeria monocylogenes, Nocardia asteroides, Rhodococcus equi.

Vi khuan Gram am: Truc khudn Gram dm, Haemophilus sp., Branhamella catarrhalis, Neisseria
sp., Pasteurella sp.

Ky khi: Clostridium difficile.

Khac: Mycobacteria, Ureaplasma urealyticum.

15. Pic tinh dwge ddng hoc:

Hiip thu:

Lincomycin dung dudng ubng duge hap thu nhanh chéng. Diing ciing v6i thire dn lam cham sy hép
va gidm ndng do dinh trong huyét tuong. Sau khi ding 500 mg dudng ubng, ndng do téi da trong
huyét thanh dat dugc sau 4 gio, thay dbi trong khoang tir 2,0 dén 7,0 pg/ml. Sau khi tiém bap 600
mg lincomycin, nong do t6i da trong huyét thanh dat dugc sau mot dén hai gio, thay ddi trong
khoang tir 8,0 dén 18,0 pg/ml.

Phin bo:

Lincomycin dugc phén bd rong khap co thé, duong nhu khong tap trung & bét ky co quan cy thé
nao. Thoi gian ban hay trung binh tir bén dén sau gio. Lién két v6i protein huyét tuong la 70%.
Nong dé trong dich néo tiy thip.

Lincomycin duge tim thiy trong stta mg & ndng do 0,5 - 2,4 pg/ml.

Lincomyein qua hang rao nhau thai.

KKhuéch tan tot vao hé xuong.

Chuyén héa:

Sy chuyén héa ctia lincomycin dién ra & gan.

Thai trir:
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Lincomycin duge bai tiét qua nude tiéu va mat, va duge tim thiy trong phan. Bai tiét qua mat 1a rit
quan trong, ndng dd thu duoc 16n hon ndng dé trong mau hai dén sau lan va giam trong truomg hop
suy gan.

Bai tiét qua nudc tiéu s& khac nhau tiy thude vao dudng ding thude:

- Tur 1 dén 31% sau mot lidu udng 500 mg (trung binh 4%).

- T 1,8 dén 24,8% sau mét lidu tiém bap 600 mg (trung binh 17,3%).

- Tur 4,9 dén 20,3% sau khi truyén 600 mg trong 2 gio (trung binh 13,8%).

Su thai trir qua phan 1a 40% lidu udng vao va chi 4 dén 14% lidu tiém.

16. Quy cich dong goi:

Hop 10 vi x 10 vién nang ciing, kém huéng dan sir dung thude.

17. Pidu kién bio quén, han ding, tidu chufn chit lwong ciia thude:

Piéu kién bao quan: Bao quan trong bao bi kin, dudi 30°C, tranh anh séng truc tiép.

Han diing: 24 théng ké tir ngay san xuét.

Tiéu chuén chét luong: TCCS

18. Tén, dia chi ciia co sé sédn xuat thude:

Cong Ty C6 Phin Dwoe Phim Pharbaco Thai Binh
L.6 CNO1 — Cum cong nghi€p An Ninh, X& Tién Hai, Tinh Hung Yén

PHARBACOTHAIBINH




