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SOHACARBO 250 mg/S ml
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oc ky hiwong dan siv dung triede khi ding

1. THANH PHAN CONG THU'C THUOC
Thanh phdn hoat chdt: Carbocisteine 5% (kl/tt)
Thanh phan ta diegc: Sodium hydroxide, xanthan gum, glycerin, sucralose, edctate disodium,
methylparaben, sodium dihydrogen phosphate dihydrate, huong dau long, ponceau 4R, nudc tinh
khiét.
2. DANG BAO CHE
Siro
M0 ta dang bao ché: Siro trong subt, mau do h@)ng, mui thom, vi ngot.
3. CHI PINH
118 tro diéu tri cac bénh ly duong ho hip dic trung bai dom nhiéu va nhét, bao gdm bénh phdi tic
ngh&n man tinh.
4. CACH DUNG, LIEU DUNG

Liéu dung
Ngueoi lon
Lidu khuyén cdo ban diu 1a 2250 mg carbocisteine/ngay (twong duong 45 ml siro) chia lam nhiéu
lan, giam > xudng con 1500 mg/ngay (twong duong 30 ml siro) chia lam nhidu lan khi bénh nhan ¢
ddp tng tich cuc véi thubc.
Vi du: 15 ml siro/ldn x 3 lan/ngdy giam xudng con 10 ml siro/lan x 3 lan/ngay.
Tré em
Tré 2 — 5 tdi: 1,25 —2,5 ml/lan x 4 1an/ngay.
Tré 6 — 12 tudi: 5 ml/ldn x 3 lan/ngay.
Carbocisteine chdng chi dinh véi tré em dudi 2 tudi.
Cach dung
Dung dudng udng.
Voi quy cach dang dng 5 ml don lidu, st dung hét 6ng ngay sau khi mo nép.
Véi quy cach dang lo da lidu, sir dung cbc chia lidu dé& 14y thé tich thudc phit hgp.
5. CHONG CHI DINH
Tré em dudi 2 woi.
Bénh nhin bi loét da day c6 tién trién.
Bénh nhan qua mén cam véi carbocisteine hodc véi bat ky thanh phén nao cia thudc.
6. CANI BAO VA THAN TRONG KHI DUNG THUOC
Céc truong hop can dic biét than trong khi dung thuée:

- Bénh nhan hen phé quan co tién st co that phé quan
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carbocisteine ¢6 nghia 13 lam giam dé nhét va loai bo dom, théng qua hoat dong cla té

% dom. Vi vy, khong nén két hop thube nay voi thude giam ho.

CAn than trong khi st dung carbocisteine & nhiing nguoi d& bi loét da day ta trang, vi thude tiéu

chit nhiy co kha ning phé huy hang rao niém mac da day.

Td duwoc

Thude nay ¢é chira 41,3 mg natri (1a thanh phén chinh trong mudi an) trong mdi 5 ml siro, tuong
duong x4p xi 2,1% khiu phan natri t0i da mdi ngay duoc khuyén cédo cho ngudi 16n 142 g.
Thudc nay chira methylparaben, ponceau 4R ¢6 thé gdy cac phan ung di (mg.

7. SU'DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nir ¢ thai

Mic du céc thir nghiém trén cac loai dong vét c6 vi cho thdy khong ¢6 tac dung gy quai thai
nhung khuyén c4o khong nén sir dung thude trong ba thang diu cia thai ky.

Phu nit cho con bu

Chua 16 lidu carbocisteine/chat chuyén héa c6 dugc bai tiét qua sita me hay khong. Khuyén cdo

ngimg cho con bu khi phy nir dang cho con bt st dung thudc.

Kha niing sinh san

Khong ¢6 dit li¢u lién quan vé tac dung cua carbocisteine ddi véi kha ndng sinh san.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANII MAY MOC
Carbocisteine khong co hodc anh huong khdng dang ké dén kha ning lai xe va van hanh may mac.
9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tac thudc

Khoéng nén két hop thude tiéu dom véi thudc chdng ho va/hodc céac thuée 1am kho dich tiét
(atropinic).

9.2. Tuwong ky, ciia thude

Do khong cé cac nghién cliu v tinh tuong ky cla thuée, khong tron 1in thubc nay vai cac thudc
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Bang tom tit cic phan tng ¢ hai cua thudc (ADR) dugc phan loai theo tAn sudt xay ra: rat thudng
gip (ADR > 1/10), thuong gdp (1/100 < ADR < 1/10), it gép (1/1000 < ADR < 1/100), hiém gap
(1/10000 < ADR < 1/1000), rat hiém gap (< 1/10000), khong xac dinh (khdng thé udc tinh tir dir

liGu sin co).

Hé co quan TAn suat Tac dung khong mong mudn
Roi loan tim mach Hiém gip Panh tréng nguc
' Réi loan noi tict Khéng xdc dinh | Suy gidp*
' R&i loan tiéu hoa it gap Budn ndn, ndn va tiéu chay
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AN H¢ co quan ’ Ti‘i’n suét l"dc dl_mg, khong mong mudn

N RAt hiém gap Xudt huyét da day

GO PHAN, \‘ Khong xac dinh | Kho chiu ¢ da day
DUJC PHAM 73] Hiém gap May day va co that phé quan**

R#fi loan hé thdng mién dich i
S Rat hiém gép Phat ban

SOHA VIMEX

“Réi loan co xwong va md lién két | Hiém gap Dau co

Dau ddu, chong mit, tiéu khong

R&i loan hé thin kinh Hiém gip -
tu chu, danh tréng nguc
R&i loan ho hip, 1ong nguc va Hiém gap Hut hoi
trung that Khéng xac dinh | Tdng tict phé quan
5 . ' . . Hoi chimng Stevens-Johnsons,
R&i loan da va mo dudi da Khéng xéc dinh ' o, ! :

hong ban da dang

* Dic bi¢t cht y & bénh nhén bi suy giam chuc ndng tuyén gidp do c6 nguy co xay ra chiing suy

giap thodng qua.

** Pic bi¢t chid y ¢ bénh nhan hen phé quan do nguy co xay ra co thét phé quan (co that mot co
thanh phé quan dan dén giam ludng khi). Trong nhiing truong hop nay, nén nging diéu tri.

Théng bdo ngay cho bdc si hodc dwgc st nhirng phan trng ¢6 hgi gdp phdi khi sic dung thudc

11. QUA LIEU VA XU TRI

Triéu chirng:

R&i loan tiéu hoa (dau da day, budn ndn va ndn) 1a nhitng tri¢u chirng thuong gap nhét khi dung
qua liéu carbocisteine.

Xii tri:

Tich cyc theo dbi dé co bién phép xir tri Kip thoi.

12. PAC TINH DUQC LUC HQC

Nhom duge ly: Thudc tiéu dom

Ma ATC: RO5CBO3

Carbocisteine (S-carboxymethy!l L-cysteine) dd dugc ching minh 1 ¢6 anh huong dén tinh chit
va luong chét nhdy glycoprotein duge tiét ra & duong ho hip trén-cac md hinh dong vat binh
thuong va viém phé quan. Su gia ting ty 1€ acid: glycoprotein trung tinh cua chét nhay va su
chuyén dang cia céc t¢ bao huyét thanh thanh cac té bao nhdy duoc biét 1a dap Gng ban dau dbi
véi kich thich va thuong s& dén dén sy ting tiét. Viée str dung carbocisteine ¢ dong vét tiép xuc
véi téac nhan kich thich cho thdy glycoprotein duoc tiét ra & muc binh thuong; trang thai tiét
glycoprotein trd lai binh thudng nhanh chong néu sir dung thude sau khi da tiép xtc vdi tdc nhan
kich thich. Mot s& nghién ciru da chimg minh rang carbocisteine 1am giam sur ting sinh t& bao hinh
dai. Do vay, carbocisteine ¢ vai tro trong viée kiém sodt cac bénh ly dudng ho hédp dic trung boi
chit nhdy bat thudng.

13. PAC TINH DUQC DONG HOC

Carbocistcine duge hdp thu nhanh chong qua dudng tiéu hoéa. Trang thdi cdn bing vé dugc dong

hoc khi duing 2 vicn nang carbocisteine 375 mg, 3 lin/ngay trong 7 ngdy O cac tinh nguyén vién
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'0901 U3-:)ux o¢ manh cho céc thong sb duoc dong hoc sau: Tmax trung binh [a 2,0 gid' (khoang gia tri 1,0 —

"@ TY\'\{&\Q I'; 1a 1,87 gior (khoang gid tri 1,4 —2,5); KEL 1a 0,387 gio” I (khoéang gia tri 0,28 — 0,50) va

CO PHAN AUbo 25 12 39,26 meg.gio/ml (khoang gié tri 26,0 — 62,4). Cic gid tri duoc dong hoc CLS la 331
Dsléiz \7!’:“’; L 1?ut L VD 131052 1, va VD 1,4 Likg.
UY CACH DONG GOI

Hop 30 éng x 5 ml

Hop 1 lo x 60 ml, kém 1 cbe chia lidu
[16p 110 x 90 ml, kem 1 cbe chia lidu
15. PIEU KIEN BAO QUAN, HIAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Diéu kién bao quan:
- Quy céach hop chira dng:
Noi kho rao, nhiét do dudi 30°C, tranh anh sang.
- Quy cach hop chira lo:
Trude va sau khi md nép: Noi khé rao, nhiét do dudi 30°C, tranh anh sang
Han ding: '
- Quy cdch hop chira dng: 24 thang ké tir ngay san xuat
- Quy cach hop chara lo: 24 thang ké tir ngay san xuét; 30 ngay sau khi mo nap lo
Tiéu chudn chdt hwong thuée: TCCS
16. TEN, DIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC PIIAM SOHA VIMEX
Dia chi: Duong N1 - Khu cong nghiép Yén My IL, Thi trdn Yén M9, Huyén Yén My, Tinh Hung
Yén, Viét Nam.



