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THANH PHAN: BAO QUAN: Noi khd mat, nhiét 6 khéing qua 30°C, trong bao bi kin.
Clindamycin 150mg  TIEU CHUAN: TCCS S8 16 SX/ Batch No.:
(dudi dang clindamycin phosphat ... 178,50 mg) SDK/Reg.No: XXXXXX Ngay SX/ Mfg.Date:
T, T4 dugc viadi15gam  Pé xm..nm:_. tay u_...m em HD/ mx_y. cm.ﬂmu
TV .y CHIDINH, CHONG CHIBINH, LU LUONG & cAcH  Doc ki hudng dan st dyng trude khi dung.
2= \*]\DUNG VA CAC THONG TIN KHAC: San xusit béi: CONG TY CP HOA DUGC VIET NAM
= |7, Xindoc trong trhuing din strdyng, S6 192, Phé Bc Giang, Quéan Long Bién, Thanh phd Ha Néi
[ - <
n.m._u. %
= i -
’ m Prescription Drug GMP-WHO
Q .
T o 5 & b bz g x.m\.\ A = = , o[
.\.s:\
COMPOSITION: STORAGE: Temperature not exceeding 30°C, protect from light and
Clindamycin 150mg  humidity.
(As clindamycin phosphate .... 178,50 mg) SPECIFICATION: in house's  Keep out of reach of children
Excipients s.q.f 159  SDK/Reg.No: XXXXXX Please read the leaflet carefully before use
INDICATIONS, CONTRAINDICATIONS, DOSAGE & Manufactured by: VIETNAM CHEMICO - PHARMACEUTICAL
ADMINISTRATION AND FURTHER INFORMATIONS: JOINT STOCK COMPANY

Please see the leaflet insert.

No. 192, Duc Giang Street, Long Bien District, Ha Noi City

Chindamytin

-~ [dui dang dindamyc phosphat . 1 78,50 mg)
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Rx-thuéc bdn theo don

HUONG DAN SU DUNG

1. Tén thudc: JOTEROX

“ Dé xa tam tay tré em ”

“ Doc ky huéng dan sir dung trude khi ding”
2. Thanh phin céng thire thude: Mdi tuyp 15g chira:
' Duoc chat:
Clindamycin 150 mg
dudi dang clindamycin phosphat ..... 178,50 mg
Ta dugce vira du 1tuyp
(Td dugc gom: Carbopol 941, Propylene glycol 400, Polyethylene glycol, Sodium hydroxide
10%, Nudc tinh khiet)
3. Dang bao ché cia thuoc: Gel bdi ngoai da.
4. Chi dinh: diéu tri:

- Mun trimg cé nhe dén vira dic biét 1a nhitng thuong ton bi viém

5. Liéu dung, cach dung: Theo chi din cua bac s§, duoc s¢ hoic theo lidu sau:
Liéu ding:
- Ngueoi [om va thanh thiéu nién: Ding clindamycin gel mot 1an mdi ngay vao budi tdi, bdi thube
1€n ving da bi bénh sau khi da rira sach va lau khd, xoa nhe nhang cho thude ngém vao da

- Sir dung cho tré em: chua xac minh duge tinh an toan va hiéu qua khi sir dung clindamycin gel [/ <

cho tré em dudi 12 tudi do & nhém tudi nay hiém khi c6 mun trimg ca

- Sir dung ¢ ngudi cao tudi: khdng c6 khuyén cdo dic biét ; /)y/

- Khi diéu trj v6i clindamycin gel khong nén dung lién tuc vugt qua 12 tuan
Cidch diing:
- B6i Ién da va chi dung ngoai
6. Ching chi dinh:

- MAan cam voi cac thanh phin cia thube

- Khéng ding cho nhitng bénh nhan di biét qua mén véi clindamycin, lincomyein.
7. Canh bdo va thin trong khi dung thudc:
- Tranh dé thubc tiép xtc véi mét, miéng, niém mac va nhiing ving da bi trdy xudc hoic bi
eczema. Nén cin than khi boi thudc 1én cac ving da nhay cam. Trong truong hop vo tinh dé
thude tiép xUc vGi mit, nén rira mét voi nhiéu nude sach.
- Nén thédn trong khi dung clindamycin gel cho nhiing bénh nhén ¢6 tién sir viém rudt timg vung
hodc viém loét két trang hoic c6 tién sir viém két trang do dung khang sinh.
- Ciing nén than trong & nhimng bénh nhén ¢6 co dia di img, & nhitng nguoi nay c6 thé lam da kho
hon. Néu co kich tng hoic khd da xay ra, nén giam s 1an dung thude. ‘
- Clindamycin, khi dugc sir dung, twong tw nhu cac khang sinh khéc, c6 thé gay tiéu chay trim
trong va viém két trang gia mac. Mic du ghi nhan cac tic dong nay cia dang clindamycin diing
ngoai da 1a hiém gap, nhung néu co tiéu chay hodc viém két trang do khang sinh xuét hién trong
thoi gian didu tri, hily dén gap béc si. Néu tiéu chay kéo dai va ning trong sudt qua trinh diéu tri,
phai ngung dung thude.
- Nén giam dén mure tbi thiéu su tiép xuc véi anh sang mat troi hodc anh sang nhén tao.
- C6 thé xay ra su dé khang chéo véi cac khang sinh khac nhu giita lincomycin véi erythromycin
khi dung don tri liéu khéng sinh.
8. Sir dung thudc cho phu nir c6 thai va cho con b:

- Thoi ky mang thai: Khong nén st dung cho phu nir ¢6 thai
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~ Thoi ky cho con bii:Thube cé thé bai tiét vao sita me vi thé can ngung ding cho con bi khi me
ding thudc. Nén céan nhic giira loi ich va nguy co khi me dung thube.

9. Anh hwéng clia thudc d6i voi cong viée (nguoi vin hainh miy méc, dang lai tau Xe va cac
trwomg hop khac): Chua ghi nhdn duge bdo céo phan ting bét loi hodc chua c6 nghién ctru ndo
vé anh hudng cua thudc 1én kha nang van hanh may méc, 1ai tau xe, ngudi lam viée trén cao va
cac truomg hop khéc.

10. Twong tac, twong Ky thude:

- Nén than trong khi ding céc khang sinh diing tai chd voi cac chét tiy rira hay xa phong c6 tinh
an mon, cac m§ pham c¢é tinh lam kho da manh va nhitng ché phidm c6 chira ndng d9 con cao
va/hodc cac chit 1am san da do c6 thé xay ra tac dung kich ung hiép déng

- Nén tranh ding déng thoi clindamycin véi cac ché phdm tri muc tai chd c6 chita dan chét
Vitamin A

- Dé tranh nhiing tuong tac c¢6 thé ¢6 gitra nhiéu thude, phai bao cho bac si hodc duge s biét vé
tAt ca céc thudc khac dang dung.

11. Tac dung khong mong mudn:

- Tac dung khong mong mudn hay gap nhét 1a khé da, tiéu chay, tiéu chay phan c6 mau,viém
rudt két (k& ca viém két trang gia mac) dd dugc md ta & bénh nhén sir dung clindamycin voi tac
dung tai chd. o8]
- Céc tac dung khac duge md ta sau khi sir dung clindamycin tai chd nhu sau: )
+ Tac dung tai chd: viém da tiép xuc, kich ung (ban do, troc vay, cam gidc bong rat), nhon da, |5 en

viém da do vi khuan Gram am {0A DI
+ Tac dung toan than: dau bung, cac bénh rdi loan dudng tidu hoa o ET
* Cach xit Iy ADR: Ngimg sir dung thubc khi gap tac dung khéng mong mubn va diéu tri triéu | ;-

chim
“Thoig bdo ngay cho bdc si hodc dwoc sy biét nhitng tdac dung khéng mong muon khi sir dung
thuéc”
12. Qua lidu va cdch xir ly:
* Qu lidu: Qud liéu: Chua c6 truong hop qué lidu nao duge md ta trir khi nudt phai thude
* Cdach xw ly:
- Xt tri: Néu v6 tinh bi clindamycin dang gel bdi bam vao mit v&/ hodc mang nhdy hdy rira bing
nudc lanh ngay lap tac.
Trong truong hop qua lidu hay sir dung mdt cach vo ¥, hdly bao cho bac si biét hoic lién lac véi
bénh vién noi gin nhat dé dugc diéu tri, ludn dam bao ¢6 su kiém sodt vé mit y té.
13. Pic tinh duoe luce hoc:

- Ma ATC: D10A FO1
- Nhém duge ly: Khang sinh ho lincosamid
Clindamycin thudc nhém lincosamid la mot khang sinh ban téng hop din xuét cia lmcomycm

ldy tir mdi truomg nudi cdy Steptomyces lincolnensis. Clindamycin c6 tac dung kim khuén hoc
diét khudn tiy theo nﬁ“mg d6 thube dat duoc & vi tri nhidm khuin va mic do nhay cam cua vi
khuin déi véi thube. Clindamycin phosphat khong ¢6 hoat tinh cho toi khi dugc thuy phan
nhanh in vitro thanh clindamycin ty do ¢ hoat tinh. Clindamycin trc ché tdng hop protein cta vi
khuén bing cach gén véi tiéu don vi 50S ribosom tac dung chinh 1a e ché su tao thanh lién két
peptid va anh huong dén qua trinh bat dau chudi peptide. Vi tri tac dung cta lindamycin ciing
gidng vi tri tac dung cua erythromycin, lincomycin, cloramphenicol.

Phd khdng khudn:

Nhay cam: Vi khuén gram duong ua khi: Streptococci, Staphylococci, Bacillus anthracis va
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Corynebacterium diphteriae.
Vi khudn gram duong ky khi: Eubacterium, Propionibacterium, Peptococcus va
Peptostreptococcus spp, nhiéu ching Clostridium perfringens va C. tetani.
Mot sé chiing Actinomyces spp va Nocardia asteroides
Mot vai hoat tinh khang Toxoplasma gondii va Plasmodium spp
Khdng thuéc
Co ché khang thubc mic phai cua vi khudn dbi véi clindamycin 12 do methyl hoa RNA trong tiéu
don vi 508 ribosom cua vi khuan; kiéu khang nay thuong qua trung gian plasmid. Khang thude
xdy ra & mirc dd khac nhau trén céc ving mién theo phan bé dia ly. C6 su khang chéo giita
clindamycin, lincomycin va erythromycin vi nhiing thudc nay déu tac dung 1én cling mét vi tri
ctia ribosom vi khudn.\
Céc loai sau ddy thuong khang vi khuan clindamyein:
Hau hét cac vi khudn Gram am ua khi bao gdm: Enterobacteriaceae pseudomonas spp va
Acinetobacter spp., thuc té di khing clindamycin cling nhu erythromycin, Neisseria gonorrheae,
N.meningitidis, Haemophilus influenzae, Enterococci déu da khang thudc. Mycoplasma spp.
Cung mdt vai chiung Staphylococcus aureus khang methicilin cling da khang véi clindamycin
Theo m()t s6 nghién ctru cho thay ti 1é khang trong nhom B.fragilis khoang 25% hodc cao hon
Mot s6 vi khudn ky khi ciing it nhidu khang clindamycin: Clostridium spp (10- 20%)
Peptostreptococci spp (8%), Fusobacterium spp (9%), chung Prevotella (11%) N
14. Céc dic tinh duwoce dong hoc: (Vg \O
- Hdp thu: Mt lugng nho clindamycin co thé duoc hp thu khi ding ché pham bai tai chd tréf || |
da, sinh kha dung cua clindamycin phosphat la 2%. M ,5
- Phdn bé: clindamycin dugc phan bd rong khép trong cac dich va mé cua co thé gom ca xucrrrg/,

nhung su phan bd khong dat dugc nong dod co ¥ nghla lam sanh trong dich ndo tuy Thube
khuyéch qua nhau thai vao tudn hoan thai, thudc ciing xuét hién trong sira me va c6 nong do cao
trong mat. Thudc tich lujtrong bach cau va dai thuc bao tdn. Trén 90% néng dd clindamycin
trong hé tudn hoan lién két voi protein huyét tuong.
- Chuyén héa: Thube duge chuyén héa & gan thanh chét chuyén hoa 1a N-démthyl va sulfoxid c6
hoat tinh va mot sb chét khac khong c6 hoat tinh
- Dao thai: Thoi gian ban thai cua thudc khoang 2-3 gid, khoang 10% dugc bai tiét qua nudre tiéu
dudi dang hoat tinh hay chét chuyén hoa va khoang 4% bai tiét qua phan, sb con laibai tiét cham
duéi dang khong hoat tinh sau vai ngay.
15. Quy cich déng géi: Hop 1tuyp 15g va t& hudng déan sir dung.
16. Piéu kién bio quin vi han ding cia thudc, tiéu chufn chit lwong ciia thube:

* Piéu kién bdo qudn: Noi kho, nhiét d6 duai 30°C, trdnh anh sang.

* Han diing: 36 thang k& tir ngay san xuat.

* Tiéu chudn chét leong: Tidu chuin co s&

¥

17. Tén, dia chi co sé sin xuét: /. /%

CONG TY CO PHAN HOA DUQC VIET NAM
Dia chi nha may san xudt: 192 Dic Glangjl -
Long Bién, Ha Noi. X7

Dién thoai: 04.3655.7842/2243.1603

TUQ.CUC TRUGNG
PTRUONG PHONG




