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Hop 20 vi x 10 vién nang clirng

GMP - WHO

Ry Thubc ke don

+

thephoco

LINCOMYCIN

Hép 20 vi x 10 vién nang cing

500 mg |

—_—

+

thephoco

500 mg
THANH PHAN: M&i v rang chua
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LIEU DUNG, CACH DUNG:

Uding xa bire @n. it nhdt 1 gitr e hodc ssu ki dn.

- Niguéri km: 500 myg (1 vidn) / i, 3 - 4 e | ngay

- Treb o wib iré W 1 thiing tudh o Kn

Udng 30 = B0 mg / kg thik trong /24 gicr chia Lm nhisy lan
= Vel mgurdn sury thiln niing

Litu ding thich hop bing 25- 30% héu binh thuomg

TIEU CHUAN AP DUNG: DEVN

k LTI

115131

™

LINCOMYCIN
500mg

(GMP-WHO)

Lincomycin...........500 mg

LINCOMYCIN

Box of 20 blisters x 10 capsules

500 mg |
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gdy ra, oy thé

- Vidm tai, mdi, hong.

- Vim phé qudn, viém phi.

- Viém nha khoa.

- Viém da.

~ Nhidm khudn phy khoa

= Vidm xirong va khép.

- Didu trf sau philu thudt byng.

- Mhiém khudn huyét

CHONG CHI BINH VA CAC THONG TIN
KHAC: Xem trong tir udmg diin sir dung thudic
kem theo

BAO QUAN:

Nori khd, nhiét khang gua 30°C, tranh anh sang.

| SAN PHAM

| KICH THUGC

MAU SAC

MAU NHAN XIN DANG KY THUOC :

LINCOMYGIN 10020 vix 10 vien

OOmg

Hép (93 x 60 x 93)mm
Nhan vi: (57 x 90)mm

.r‘w .

NggLf b

thang 5 nam 2018
GIAM POC
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Lincomycin......

Bao quan:

tranh anh sang

Ta duorc . vd

Thanh phén: Cho 1 vién

.....500 mg
1 vién

Noi kho, nhiét d6 khéng qua 30°C

J"Ji‘ 131 E_’_UUU"““

Rx
Thudc ké don

GMP - WHO

L I N MY I N Tiéu chuan: DBVN
SDK:

S00 mg e
NEX
Lo 100 vién nang cing Ho

ﬂ Chi dinh, cach dung, chéng chi
dinh va cac théng tin khac:
thephoco TR VI S I S Y

Xin doc trong t& hwéng dan s
dung thudc kém theo

IC - VTYT THANH HOA

thephoco

MAU NHAN XIN BANG KY THUGC

Ngay 4 thang 5 ndm 2018
4 TONG GIAM BOC

SAN PHAM

LINCOMYCIN ;100 vien

500 mg

i KICH THUOC

Nhén: (170 x 60)mm

MAU SAC

c100
MO
Ko

co
M0
Y

Ko
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Thanh phan: Cho 1 vién RX Thudc ke don ﬂ
Lincomycin... q ..500 mg GMP - WHO thephoco

Ta dugc. vd.. e 1 VIEN

Bao quan:

Noi khé, nhiét @ khong qua 30°C,
tranh anh sang

500 mg

N

155

Lo 200 vién nang cirng

[

s s3n xuat

CONG TY CP DUQC - VTYT THANH HOA

4 Qua

Chi djnh, cach ding, chéng chi
dinh va cac thong tin khac:

Xin doc trong t& huwdng dan s
dung thuéc kém theo

Tiéu chudn: DBVN

SBK:

5416 5X
NSX
HD

thephoco
SN PHAM LINCOMYCIN ;200 vien
500 mg

Nhan: (180 x 65) mm
KICH THUOC (xS

MAU SAC - . :‘

[ thang 5 nam 2018

Nga
‘ﬁ' MAU NHAN XIN DANG KY THUOC ‘ TONG GIAM POC
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Rx
TO HUONG DAN SU DUNG THUOC

1. Tén thube: LINCOMYCIN 500 mg

2. Cdc diu hi¢u lru y va khuyén cdo khi ding thudc

Thuéc nay chi dimg theo don thudc
Dé xa tdm tay tré em
Poc kj hieéng dan sir dung truce khi dimg
3. Thanh phén cong thire thude: Cho 1 vién.

Thanh ph:"in hoat chit:

Lincomycin 500 mg
Thanh phén t4 dwoc:

Magnesi stearat, vé nang s6 0 (xanh ddm — xanh nhat.) Vira du 1 vién

4. Dang bao ché
- Dang bao ché: Vién nang cimg.

- M ta san phAm: Vién nang cimg sb 0, mot ddu mau xanh d4m, mot ddu mau xanh nhat, bot

thudc trong nang mau tring ddng nhét.

5. Chi dinh

Lincomycin chi dinh dung trong céc truomg hgp nhiém khuan do céc ching vi khuén nhay
cam gay ra, cu thé:

- Viém tai, miii, hong.

- Viém phé quan, viém phdi.

- Viém nha khoa.

- Viém da.

- Nhiém khuan phu khoa

- Viém xuong va khop.

- Diéu tri sau phau thuat bung.

- Nhiém khuan huyét.

6. Cach ding va li¢u ding

Céch dung: Udng xa biva an, it nhét 1 gi&r truée hodc sau khi an.

Liéu luong:

- Ngudi 16m: 500 mg (1 vién)/ lan, 3 — 4 lan/ ngay.

- Tré em va tré tir 1 thang tudi tré 1én udng 30 — 60 mg / kg thé trong /24 gi&r chia 1am nhiéu

1 ¥

14n.
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- V6i ngudi suy thén niing, liéu ding thich hop bing 25-30% lidu binh thudng.
7. Chong chi dinh.

- Quéd min véi lincomycin, clindamycin hay bt cir thanh phan nao cta thube.
- Céc bénh nhiém tring mang néo (do thudc it vao dich néo tiy). '
- Cho con bu.

8. Cinh bdo va thén trong khi ding thude.

trang. Ngudi bénh cao tudi va nit c6 thé d& bi tiéu chay ning hodc viém dai trang co mz:mg gia.
- Can than trong ddi véi ngudi bi di img, nguoi ¢6 nguy co di img ning.

- Thén trong khi sir dung cho ngudi bi suy gan hogc suy thin ning. Pbi voi nhimg nguoi nay,
phai diéu chinh lidu hrgng cho phi hop.

- D6i v6i ngudi bénh diéu tri lau dai bang lincomycin va véi tré nho cin phai theo doi dinh ky
chirc ning gan va huyét hoc. Lincomycin c6 tac dung chen than kinh - co, nén cin thin trong
khi ding v&i céc thube khac c6 tic dung tuong tir (céc thude chéng ia chay nhu loperamid,
thudc phién lam ning thém viém dai trang do 1am chém bai tiét doc td).

- An toan va hiéu luc cua lincomycin déi véi tré dudi 1 thang tudi chwa duge xéc dinh.

- Nguy co mic CDAD dugc bdo cdo khi ding cac tac nhin khang khuin, bao gdm ca
Licomycin, mic dg tir tiéu chay nhe dén viém dai trang gdy tir vong.

9. Sir dung cho phu nir ¢6 thai va cho con bu.
- Phu nit ¢6 thai:

Nghién ciru trén dong vat thi nghiém chua c6 thdong tin vé lincomycin gy ra khuyét tat bam
sinh. Thudc di qua nhau thai va dat khoang 25% ndng d6 huyét thanh me & day rn. Chua c6
nghién ctru ¢6 kiém soat ddy du vé sir dung thude cho ngudi mang thai, lincomycin chi nén sir
dung cho ngudi mang thai khi thét cn thiét.

- Phu nit cho con bu:

Lincomycin dugc tiét qua sita me, do tiém niing vé tac dung phy nghiém trong ciia lincomycin
déi voi tré b me, nén can cin nhic dung thudc hodc cho con bu. Can tranh cho con b khi
dang diéu tri bing lincomycin.

10. Anh hwéng ciia thudc 1én khi niing lii xe, vin hanh miy mée.

Chura ¢6 biing chimg vé anh huéng ctia thudc 1én kha néng lai xe, van hanh may méc.

11. Twong tic, twong ky ciia thude.

- Twong tic: Aminoglycosid: Lincomycin khong anh huéng dén duge dong hoc cua
gentamicin, nhung do an toan chua dugce danh gia khi phéi hop hai thudc do.

Kaolin: Céc thudc chdng ia chay c6 chira kaolin lam rudt giam hap thu lincomycin. Pé tranh
diéu nay, cho udng lincomycin 2 gi¢s sau khi dung kaolin.

2
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Theophylin: Lincomycin khdng twong tic véi theophylin.
Thude tréinh thai uéng: Téc dung ciia thuée tranh thai loai ung c6 thé bi tre ché hoic giam do
roi loan vi khuan chi binh thuémg & rugt lam chen chu ky rudt - gan.

tinh chét tuong tu.
Erythromycin: Do ¢6 tinh d6i khang in vitro giita erythromycin va lint _
dugc phéi hop 2 thudc do. s
Thitc an va natri cyclamat (chat lam ngot): Lam giam manh sy hp thu lincom};;aéi mic
2/3).

- Twong ky: Do khong ¢6 cdc nghién ciru vé tinh tuong ky cua thude, khéng tron 13n thube
ndy voi cac thude khac.

12. Tdc dung khong mong mudn.

Téc dung khong mong muén thudmg gép nhét 1a & duong tiéu hoa, chi yéu 1a ia chay.

Thuodng gap, ADR > 1/100

Tiéu héa: Budn nbn, nén, ia chay, doi khi do phat trién qué nhiéu Clostridium difficile giy

nén,

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

Da: May day, phat ban.

Hiém giip, ADR < 1/1000

Toan than: Phan ing phan vé.

Mau: Giam bach cdu trung tinh (c6 thé phuc hdi dugc).

Tiéu hoa: Viém dai trang mang gia, viém thyc quan khi diéu trj bing duong udng.

Gan: Tang enzym gan (phuc hdi duoc), nhu ting transaminase.

Cac phan tmg qua min nhu: Phi, cic bénh huyét thanh, séc phan vé da dugc béo céo trén
nhimg bénh nhan dung Lincomycin. Hiém gip truong hop hong ban da dang, hoi chimg
Stevens - Johson,

Thén: Khong gy ton thuong than, hiém gip cac biéu hién : Réi loan chirc ning than, ting ure
huyét, thiéu niéu va hodic protein niéu.

Tim mach: Hiém giip cc truong hop ngimg tim va ha huyét ap

13. Qua liéu va cich xir tri.

- Qud lidu:

Céc triéu chimg qua liéu biéu hién trén dudng tiéu héa nhu: Pau bung, budn nén, nén mira va
tiéu chay. Ngoai ra mét moi, hoa mét, chong mit, tut huyét ap, khé thd, budn ngu, ngia ciing
duge béo cdo trong trudng hop qua liéu.

- Cdch xir tri khi diing thubc qud lidu:

h
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Tich cyc theo ddi dé c6 bién phap xir tri kip thoi

14. Théng tin vé& dwoe Iy va 1Am sang;

14.1. Dic tinh dugc lue hoc:

- Nhoém duge 1y va ma ATC cua Lincomyein hydroclorid: Khéng sinh nhc')m
Ma ATC: JO1FF02.

Lincomycin la khang sinh thudc lincosamid thu dwoc do nudi cdy S{rep!amyce;
céc lodi lincolnensis khac hay bing mot phuong phap khéc.

* Co ché tic dung: Lincomycin ciing nhrr céc lincosamid khac gén vao tiéu thé 50S cia
ribosom vi khuin giéng cac macrolid nhur erythromycin va can tr& giai doan dau cta tong hop
protein. Tac dung chi yéu cta lincomycin 12 kim khuén, tuy viy & ndng dj cao co thé diét
khudn tir tir d6i véi cac ching nhay cam.

* Pho tic dung: Thudc cé tdc dung d6i véi nhiéu vi khudn wa khi Gram dwong, bao gém cdc
Staphylococcus, Streptococcus, Pneumococcus, Bacillus anthracis, Corynehacterium
diphtheriae. Tuy nhién, khong cé tdc dung véi Enterococcus. Phén 16m cac vi khuén wa khi
Gram am, nhu FEnterobacteriaceae khang lincomycin; khac vdi  erythromycin,
Neisseriagonorrhoeae, N.meningitidis va Haemophilus influenzae thudng khang lincomycin.
Lincomycin ¢6 phd tac dung rong dbi véi cac vi khudn ky khi. Cac vi khuin ky khi Gram
duong nhay cam bao g{:':tm Eubacterium,  Propionibacterium,  Peptococcus,
Peptostreptococcus v nhiéu ching Clostridium perfringens va Clostridium tetani. Vi liéu
cao, lincomycin ¢ tac dung d6i voi cdc vi khuan ky khi Gram am, trong do ¢ Bacteroides
spp. Thudc ciing co6 mdt vai tac dung dbi véi sinh vat don bao, nén da duge dung thir trong
diéu tri bénh viém ph(A)i do Pneumocystis carinil va bénh nhiém Toxoplasma. Nf“mg do tbi
thiéu trc ché cua lincomycin dbi véi cac ching vi khuén nhay cam nhit nim trong khoang tir
0,05 - 2 microgam/ml.
14.2. Cic dic tinh dwge dong hoc

Hip thu: Ubng 1 lidu 500 mg lincomycin, khoang 20 dén 30% lidu duoc hip thu qua dudmg
tiéu hoa va dat duge ndng dé dinh huyét twong tir 2 — 3 microgam/ml trong vong 2 - 4 gio.
Thire &n 1am giam manh téc do va muc d9 hap thu.

Nira doi huyét twong cta lincomycin khoang 5 gi& & ngudi ¢6 chirc ning thin binh thudng,
nhung c6 thé ting 1én gép dbi & ngudi suy gan va kéo dai téi 3 1an & ngudi suy thin ning.
Phin bé: Lincomycin duoc phan bé vao cic md, bao gdm ca md xuong va thé dich. Thube it
vao dich ndo tily nén khong ding trong diéu trj viém mang néo. Thudc khuéch tan qua nhau
thai va phan bd vao sita me véi néng 6 0,5 - 2,4 microgam/ml. Lincomycin khong loai duge

bing thAm phan mau hodc phic mac.

4

Chuyén héa: Lincomycin bi bat hoat mdt phan & gan. ﬁ/




https://trungtamthuoc.com/

Thii trir: Lincomycin duge bai xuat qua nuéc tiéu va phan, dudi dang khong bién déi va
dang chuyén héa.
15. Qui cach dong goi:
Hop 10 vi x 10 vién, hop 20 vi x 10 vién.
Lo 100 vién, lo 200 vién.
16. Diéu kién bao quin, han ding, tiéu chuin chit lwgng ciia thudc.
16.1. Diéu kién bao quan:
- Noi khd, nhiét do khéng qua 30°C, tranh 4nh sang.
16.2. Han dung:
- 36 thang ké tir ngay san xuét.
16.3. Tiéu chudn chdt lvong: DDVN
17. Tén, dia chi co s sin xuit thude.
Sin xuit tai:
Nha may san xuét thuc Tan dugc
CONG TY CO PHAN DUQC - VAT TU' Y TE THANH HOA
S6 04 Quang Trung - TP. Thanh Héa
Pién thoai: (0237) 3737.888 - Fax: (0237) 3724.853
Ngay {0 thing 5 nam 2018

.
ay
o o

"f‘UQ.CpCTRU{'ﬁNG
PTRUONG PHONG

/Vgteyén Q/V(g_a(: Ank



