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HUONG DAN SU DUNG THUOC CHO ¢
I. Tén thudc: OBIFERAT
2. Thanh phan: Mbi 5ml siro chita:

Carbocistein 250mg
Téd duoc vira da Sml
(Ta ditge gom: Natri citrar. acid citric, gbm arabic, nipasol, nipagl in, sucralose,

duwcng tring, vanilin, ethanol 906%%, ponceau 4R, miée tink khiét).
3. Dang bao ché: Siro,

4. DPic tinh duge Iye hoe, dugce dong hoc:

- Durge lire hoe: Thube bién dbi dich tiét. Carbocistein c6 tac dung 1&m lofing dom bing
céch cit dirt cdu ndi disulfures lién két chéo céc chudi peptid ctia mucin, yéu td lam tang
dj nhdt cta dich tiét. Tinh chit nay lam gidm d8 quanh cta chit nhdy, 1am thay ddi d¢ dac
clia dam va gitip khac dam d& dang,

- Dueoe dpng hoc:

Thuée hdp thu nhanh va dat ndng do téi da trong huyét tuong sau 2 gig.

Thude chuyén hoa manh va chiu &nh hdng khi qua gan l4n dau.

Thoi gian ban hiy khoang 2 gid,

Thudc va cdc chét chuyén hoa dao thai chu yéu qua than.

3. Quy cich dong goi:

Hop 1 chai x 100ml, kém cdc dong 15ml va t hudng din sir dung thude ban trong hop.

6. Chi dinh, liu diing, cich ding va chéng chi dinh

- Chi dinh: Carbocistein ¢o téc dung lofing dom, str dung didu tri hd tro trong cac bgnh [y
dudng hd hdp cé ting tiét chat nhiy, bao gdm ca bénh tic nghén dudmg hé hip man tinh,
Thube duoc chi dinh cho ngudi [6n va thanh thiéu nién trén 15 tudi.

- Liéu lwong va cdch ditng:

+ Cdch dung:

Thude dung dudng uéng, nén uédng thude xa bira an.

+ Liéu lirgng:

Ngueoi lon va vré em trém 13 tudi _

Udng 15ml/1in x 3 l&n/ngdy. C6 thé giam xudng 10ml/1én x 3 If'{n»"ngf > khi c6 ddp

J

e

.

Tré em duci 13 tudi:
Nén st dung thudc véi ham luong 125mg/5ml (dé thudn tién cho viéc chia lid
thudng ding 1a 20 -30 mg/kg/ngdy, chia 2 — 3 14n.

- Chéng chi dinh: /
Maén cim véi bét ky thanh phan nao cia thude.

Bénh nhin ¢6 loét dudmg tiéu hoa cép.

Tré em dudi 2 tudi.

7. Thén trong:

Thén trong khi str dung thuéc cho bénh nhén ¢6 tién su loét da day - t4 trang hodc dang st
dung dbng thdr véi céc thube b thé ghy xuit huyét dudng tiéu hoa.

Thén trong khi ding thude cho ngudi cao tudi

Khong nén st dung thuéc gidm ho cuing lac véi carbocistein.

Thuéc ¢¢ chita duong tring nén thin trong khi diing cho bénh nhan tiéy dudng, cin theo
doi dudng huyét thudng xuyén trén nhimg bénh nhin nay.

'l‘huf:)c ¢o chira ta duge ponceau 4R o thé g4y ra phan g di (mg.

Thube ¢6 chira mot luong natri (4mg/liéu ubng), than trong khi str dung cho nhitng ngirdi
dang trong ché d an kiéng mudi.

- Thot ky mang thai: Mic dl cde nghién ctru & céc loai dong vat cd v da cho thiy thudc
khéng gy qudi thai, tuy nhién carbocistein khéng khuyén cdo sir dung trong 3 thing dau

o

cua thai ky,
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https://trungtamthuoc.com/

/it

fs

¢

i
-



- Théi ky cho con bi: Thude kh ong khuyén cdo st dung cho phu nif cho con bu.

- Tdc dpng ciia thude khi ldi xe hodc vin hanh mdy méc: Chua co bao cdo vé anh hudng
ctia thude dén kha nang 14i xe va van hinh may mac.
8. Twong tic thude: Chua cé ba’.o c4o.

9. Tac dung khing mong mudn ciia thube (ADR): :
Réi loan hé thdng mién dich: Phan ung phan ve. U"ﬂc PH Y
Rbi loan tiéu hoa: Budn 16, non, xudt huyét tigu hoa. N HA
Kha ning gay di tmg, céc roi loan trén da va td chire duéi da; Mé dalhd 2
mach, hdi ching Stevens-Johnson.
Huéng dan cach xtr tri ADR: Céc ADR nhe thi nén giam lidu, ADR nang nén ngirng thube
va diéu trf triéu chimg.
10. Qui liéu va cach xir tri:
- Triéu chitng qud liéu: Céc trudng hop qua liéu carbocistein chwa éuwoc ghi nhin.
- Cdch xit tri: Trong trirdmg hop qué liéu, bénh nhan nén duge gy nén v nén. Néu khong
gy ndn durge, nén tién hanh cac bién phép thudmg quy, bao gdm rira da day.
11. Khuyén cdo: Khéng co6 bio cao.
12. Piéu kién bdo quan va han ding:
- Bdo quan: Noi kho, nhi€t do dudi 30°C.
- Han diing: 24 thang ké tir ngay san xuét. Khong dwoc ding thuéc da
* Lirw y: Khi thay thude bi mbc hay ]ang, cin, nhin thude in s6 16 SX,
bidu hién nghi ngd khéc phai dem thude t61 hoi lai noi ban hodc noi sa
rong domn.
13. Tén, dia chi clia cor s& sin xuit:
Tén co so sin xuit : CONG TY CO PHAN DUQC PHAM HA TAY
Dia chi: Té din phd sd 4 — Phuong La Khé — Quan Ha Pong - TP. Ha Ngi
BT: 0433522204 FAX: 04.33522203
PT: 0433824685 FAX: 0433829054
Hotline: 0433522525
14. Ngay xem xét sira dbi, eAp nhat lai ndi dung hwéng din su dung thudc:
Ngay...... e, o Bi i cmavenis

4 han di
0. Rdy co cac
uaf theo dia chi

n}.-
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' HUONG DAN SUDUNG THUOC CHO NGUOI BENH
1. Tén thudc: OBIFERAT
2. Khuyén cdo:
“Poc ky hutng dan su dung trrde khi dung™
“Pé xa tam tay tré em”
“Thong bao ngay cho bic sy hodc duge sI nhiing téc dung khong
khi st dung thuée” '
3. Thanh phén, ham lrong :
MGi 5ml siro chira;
Carbocistein 250mg
Ta duge vira du 5ml
(Ta dirge gom Natri citrat, acid citric, gém arabic, nipasol, nipagin, glycerin, sucralose,
duong trang, vcmrfm ethanol 96%, ponceau 4R, niede tinh .fchzes)
4, Mo ti san pham Chét 1éng sanh, trong, mau do, mui thom, vi ngot.
5. Quy cich déng goi:
Hoép 1 chai x 100ml, kém cbe dong 15ml va t& hudng din st dung thude bén trong hop.
6. Thube diing cho bénh gi?
Carbocistein CD tac dung lofing dom, st dung diéu tri hd tro trong cdc bénh ly dudmg ho
hip c6 tang tiét chit nhiy, bao gbm c& bénh tic nghen drong ho hap man tinh.
Thude duge chi dinh cho ngudi 16m va thanh thiéu nién trén 15 tudi.
7. Nén diing thudc nay nhur thé nao va liéu lrong?
+ Cidch dimg: Thubde ding dudng udng, nén udng thube xa bira an.
+ Liéu lwong:
Ngici l6n va (ré em trén 15 tuéi: Ubng 15ml/lén x 3 lan/ngay. C¢ thé gids
10ml/lén x 3 ldl"u ngay khi c6 dap ng.
Tre em dwol 15 tudi: Nén st dung thube véi ham lugng lz.,mj'
viée chia lidu). Lidu thudong diing 12 20 -30 mg/ke/ngay, chia 2 — 3 I?
8. Khinao khong nén dung thude nay? |
Man cim v6i bit ky thanh phan nio cla thude.
Bénh nhin c6 loét dudng tidu hoa cép.
Tré em dudi 2 tudi.
9. Tdc dung khoéng mong mudn (ADR):
R6i loan hé théng mién dich: Phan ung phan ve.
Réi loan tiéu hoa: Budn non, non, XUt hmet tl.,u hoéa.
Kha ning gdy di mg, céc réi loan trén da va t6 chire dudi da: M3 day, nglta, phat ban,
pht mach, hoi chirmg Stevens-Johnson.
- Huéng din cdch xiv tri ADR: Céc ADR nhe thi nén gidm lidu, ADR niing nén ngimg
thube va diéu trj triéu chimg,
Negtmg thude va hoi y kién bac ¥ néu c6 bt k¥ déu hidu mdi bét thudng nao xay ra.
10.Nén tranh dung nhiing thuéc hojic thwe phdm gi khi dang sir dung thube nay?
Chwra ¢0 bdo cdo,
11.Cén lam o1 khi mjt lin quén khong ding thudce?
Bé sung ligu ngay khi nhé ra, Tuy nhién, néu thoi gian gian cach véi liéu tlep theo qud
ngin thi bd qua licu da quén va tiép tuc lich ding thude, Khéng dung liéu gip ¢oi dé bu
cho lidu &7 bi bd 13,
12.Can bao quén thude nay nhw thé nao?
Giit thude trong hép kin, ngoai tim véi cia tré em.
Bio quén thudc & noi khd, nhiét dé dudi 30°C.
13.Nhirng déu hiéu va triéu ching khi ding thube qua lidu?
Céc trudmg hop qua lidu carbocistein chua duoc ghi nhan.

~Xudng

¢ thudn ticn cho

b
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14.Can phai lam gi kkhi dung thude qua | |eu l{huven cao?

Néu xay ra qué liéu, phai ngimg ngay thude, dén gip béc s§ hodc trung tAm cAp ciru gin
nhét, nén mang theo hop thude.

Trong trudng hop qua liu, bénh nhin nén duge gdy nén va non. Néu khon
duoc, nén tién h’mh céc bién phép thuomg quy, bao gbém rira da day. T
15.Nhitng didu cin thin trong khi ding thudc nay? CONG T
Thén trong khi siv dung thuée cho bénh nhén c6 tién str loét da day ;ﬂ trang, 1%'0
sir dung déng thoi vai céc thude c6 thé g gy 1{mt huyét dudng tidu ho .*\ aue pH;:g‘M
Thén trong khi ding thuoc cho ngudi cao tudi o\ HA TAY

Khoéng nén str dung th uoc gidm ho cling lic véi carbocistein. G 4
Thube ¢6 chira dudng tlano nén thén trong khi diing cho bénh nhan tiéu
ddi duong huyét thudmg xuyén trén nhitng bénh nhan nay.

Thube ¢6 chira td duge ponceau 4R cd thé gay ra phan ung di (g,

Thube ¢o6 chira mot lwong natri (4mg/ liéu udng), than trong khi st dung cho nhitng nguoi
dang trong ché d6 an kiéng mubi.

- Thoi kp mang thai: Mic du cac nghién clru & cac loai déng vit ¢6 vii da cho thiy thube
khéng gy qudi thai, tuy nhién carbocistein khéng khuyén céo st dung trong 3 théng du

cua thai ky.

- Thoi ky cho con bu: Fhuc)(, khang khuyén cdo str dung cho phu nit cho con ba.

- Tac dong ciia thude khi ldi xe hofic vin hanh mdy mdc: Chua co béo cdo vé anh
huéng ciia thude dén kha ning 141 xe va van hanh may mée:

16. Khi nio cin tham vin bic s¥, duge s1?

Khi thay cd nhitng tac dung khong mong mudn gip phai khi sir dung thude.

Khi ding thube ma théy triéu chirng cuia bénh khong thuyén giam.

Néu cin thém théng tin xin hdi v kién bac sy hodc duroc si.

17.Han dung cia thube:
- Han dung: 24 thang ké tr ngay san xuél. Khong dwgce dung thude da gqua ha

géy nén

chi trong don.
18.Tén, dia chi, biu twong cfia nha sin xuit: _
Tén cosé san xuit : CONG TY CO PHAN DUQC PHAM HA TAY
Dia chi: T4 dan phd s6 4 — Phuong La Khé — Quin Ha Dong TP. Ha N1
BT: 0433522204  FAX: 04335222030 ...
PT: 04. "382463« FAX: 04.33829954
Hotline: 043352252 [+
Bién tirong:

DUT

HATAPHAR . ;

CONG TV CF DU PH AN WA ThY

19. Ngay xem xét stra ddi, cip nhit lai ni duuu hwong din sir dung thude:
Ngay ....... BUGHE s vaum 57 1 PR

LUQ. CUC TRUONG

. TRUONG PHONG

Q" a T AL,

Yattyen fffrf-;y -/_/ Uy
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