
SIRO/KHONG BUGC TIEM 

Carbocisteine 15% (K1/tt) 

SBT; 02217306996/E-mall: sohavimex@sohacogroup.com.vn 

‘SOHACAREC Padmg/smt 
Carbocisteine 15% (kl/tt) “2 

H6p306ngx5ml 3% 

Sdn xudt tai: 

CONG TY 6 PHAN DUGC PHAM SOHA VIMEX 
Dubng N1- Khu cong nghi¢p Yen My Il, Thi trdn Yen My, Huyén: 

Yen Mg, Tinh Hung Yén, Viet Nam. 

Peeves eosvssensaeeneceneseneees 

Thanh phén: 
Carbocisteine .........-seceesene 15% (Ki/tt) 

Chi dinh, cach diing, chéng chi dinh va 
4c théng tin khac: xem trong td hudng 
dn stidyng thuéckem theo. 

Tiguchudn:TCCS 

Bao quan: Nai kho rao, nhiét do dudi 
30°C, tranh nh sdng. 

Déxatamtaytréem. 
Doc ky hudng din su dyng trudc khi 

ding. 

SOK/Visa No.: 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date 

SYRUPS/NO INJECTION 

SSOHACARBO 750ing/Sul 
Carbocisteine 15% (w/v) °3 

Box of 30 ampulesx5ml °% 

Manufacturer: 
SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY 

N1 Road - Yen My Il Industrial Zone, Yen My Town, Yen My 
District, Hung Yen Province, Vietnam. 

Phone: 02217306996/E-mail: sohavimex@sohacogroup.com.vn 

Composition: 
Carbocisteine.....csssssseses 15% (W/V) 

Indications, administration, contrain- 
dications and further information: 
please refer to thepackageinsert. 

Specification: In-house 

Storage: Store in a dry place at 
temperature below 30°C, avoidinglight. 

Keep out of reach of children. 
Read the package insert carefully 
beforeuse. 

Ma vach 

PESEUTSSTICOSOSOSSSSICS SSCS ee 
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| DUGC PHAM J, 
SOHA VIMEX Nhan 6ng 

a ‘SOHACARBO 750mg/50l = 
Carbocisteine 15% (kl/tt) 

CTCP DUGC PHAM 
SOHA VIMEX 

LA) sino/KHONG PUOCTIEM 

LSX
x 

HD
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SIRO 

‘SOWAGARBO 7i0iny/sul 
Carbocisteine 15% (kI/tt) 

SIRO 

SOHAGARBO 750 1g/cul 
Carbocisteine 15% (kl/tt) 

G 
Hop 119 60 ml SOHAVIME X 

Thanhphén: 
CArbOCIStEINE.sssssssesssesrssssssseereersne 15% (KI/tt), 

Chi dinh, céch dung, ch6ng chi dinh va cdc 

thong tinkhac: xem trong té hudng din su dyng 
thu6ckém theo. 

Tieuchudn:TCCS. 
Bao quan truéc va sau mé ndp: Noi khd rao, 
nhiétdo dui 30°C, tranh énhséng. 

Stidyng trong vong 30 ngay sau khimdndp. 

Déxatamtaytréem. 

Docky hudng d&n su dyngtrudckhiding. 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date 

Cosdsanxuat: 
CONG TY CO PHAN DUGC PHAM SOHA VIMEX 
‘Dudng N1- Khu cong nghiép Yen My Il, Thi trén Yen Mg, 
Huyeén Yén My, Tinh Hung Yen, VietNam. 

SBT: 02217306996 
E-mail: sohavimex@sohacagroup.com.vn 

SYRUPS 

SOWACARBO 750m)/sml 
Carbocisteine 15% (w/v) 

oS 
2 Box of 1 bottle x 60 ml SOHAVIMEX 

Composition: 

CarbOcisteine.....sssssssssssssensssssseeee 15% (W/V) 

Indications, administration, contraindi- 

cations and further information: please refer 
tothe packageinsert. 

Specification: In-house 

Storage before and after opening: Store ina 
dry place at temperature below 30°C, avoiding 
light. 

Use within 30 days after opening, 

Keep out of reach of children. 

Read the package insert carefully before use. 

SDK/VisaNo.: 

Ma vach 

Manufacturer: 
SOHA VIMEX PHARMACEUTICAL JOINT STOCK 

COMPANY 
N1 Road - Yen My Ill Industrial Zone, Yen My Town, 

Yen My District, Hung Yen Province, Vietnam. 

Phone: 02217306996 
E-mail: sohavimex@sohacograup.com.vn 

PEUUUUSSSCSOCCCCSCSSSS SOOO Cee eee 
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cO PHAN, 

SOHA VIMEX 
Nhan dan lo 

Thanh phan: 
Carbocisteine........secssccssecseceeesseeses 15% (kI/tt) 

Chi dinh, cach ding, chéng chi dinh va cac 

théng tin khac: xem trong to hudng dan st 

dung thudéckém theo. 

Tiéuchudn:TCCS 
Bao quan trudc va sau mé nap: Noi khé rao, 
nhiét d6 dudi 30°C, tranh anh sang. 

St'dung trong vong 30 ngay saukhi m6 nap. 

Déxatdm tay tréem. 

Docky huéng dan sttduyng trudéckhi diing. 

Barcode 

SIRO 

SOWACARBO 750ng/am 

G 
SOHAVIMEX 

Carbocisteine 15% (kl/tt) 

Cosésanxudt: 

CTCP DUOC PHAM SOHA VIMEX 
Dudng N1 - Khu cong nghiép Yén My Il, Thy trén 

Yén My, Huyén Yén My, Tinh Hung Yén, Viet Nam. 

SDT: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 

SDK/Visa No.: 

LSX/Batch No 

HD/Exp. Date 
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a > 

SIRO 

SOHACARBO 750 m/l 
Carbocisteine 15% (kI/tt) 

SIRO 

‘SOWAGARBO 75ig/Su 
Carbocisteine 15% (kI/tt) 

G 
SOHAVIME X Hép 119 90 ml 

Thanh phan: 
CAPDOCISTINE....cesssscsssssssessseecsseceesenen 15% (kI/tt) 

Chi dinh, céch ding, chéng chi dinh va cdc 

théngtinkhdc: xem trong té hudéng dan stidyng 
thuéckémtheo. 
Tieuchugn;TCCS 
Bao quan truéc va sau mé ndp: Noi khd do, 
nhiét do dudi30°C, tranhanhsang. 
Surdyng trong vong 30 ngay sau khimdnép. 

Déxatamtaytréem. 

Docky hudng dan su dung trudckhi ding. 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date 

Cosésan xust: 
CONG TY C6 PHAN DUGC PHAM SOHA VIMEX 
Buding N1-Khu cong nghiép Yén Mg Il, Thy trdn Yen My, 

Huyén Yén Mg, Tinh Hung Yén, VietNam. 
SOT: 02217306996 
E-mail: sohavimex@sohacogroup.com.vn, 

SYRUPS 

‘SOHAGARBO 750n)/5u 
Carbocisteine 15% (w/v) 

G 
SOHAVIMEX Box of 1 bottle x90 ml 

Composition: 

Carbocisteine..svssssvsssessssssssssssessssssssse 15% (w/v) 

Indications, administration, contraindi- 

cations and further information: please refer 
tothe packageinsert. 

Specification: In-house 

Storage before and after opening: Store ina 
dry place at temperature below 30°C, avoiding 

light. 
Use within 30 days after opening. 
Keep outofreach of children, 
Read thepackageinsert carefully beforeuse. 

SOK/VisaNo.: 

Ma vach 

Manufacturer: 
SQHA VIMEX PHARMACEUTICAL JOINT STOCK 

COMPANY 
N1 Road - Yen My Il Industrial Zone, Yen My Town, 
Yen My District, Hung Yen Province, Vietnam. 

Phone:02217306996 

E-mail: sohavimex@sohacogroup.com.vn 



https://trungtamthuoc.com/ 

oe 7, 

&/CONG TY \@: 
CO PHAN, ia in 

‘eee Nhan dan lo 
8 SOHA VIMEX 

‘ pric Thanh phan: he Cosésanxudt: 

Carbocisteine.......cccsseseeseseseeeseeeeee 15% (kI/tt) SIRO CTCP DUOC PHAM SOHA VIMEX 

Chi dinh, cach ding, chéng chi dinh va cdc Dudng N1- Khu cong nghiép Yen Mg Hl, Thi trén 

théng tin khac: xem trong to hudng dan suv ‘SoH AG ARBO hl Ing | aml Yén Mg, Huyén Yén My, Tinh Hung Yén, Viet Nam. 
dung thuéckéemtheo. " SPT: 02217306996 

Tiéuchugn: TCCS Carbocisteine 15% (kI/tt) E-mail: sohavimex@sohacogroup.com.vn 

Bao quan truéc va sau mé nap: Noi khé rao, 

nhiét dé dudi30°C, tranh nh sdng. 
Strdung trong vong 30 ngay sau khimdnap. 

Déxatamtay tréem. 

Dockyhuéng dan su dung truéc khiduing. 
SDK/Visa No.: 

Barcode Gg aii LSX/Batch No 

HD/Exp. Date 
SOHAVIMEX 
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cO PHAN, 
DUGHD WBNS, 
SoBe! fay iy tré ent 

1. THANIL PHAN CONG THUC THUOC 

Thanh phan hoat chat: Carbocisteine 15% (kI/tt) 

Thanh phan té dwgc: Sodium hydroxide, xanthan gum, glycerin, sucralose, edetate disodium, 

methylparaben, sodium dihydrogen phosphate dihydrate, huong dau long, ponceau 4K, nude tinh 

khiét. 

2. DANG BAO CHE 

Siro 

M6 ta dang bao ché: Siro trong sudt, mau do hong, mui thom, vi ngot. 

3. Cli DINH 

116 tro diéu tri cac bénh ly duong hé hap dae trung boi dom nhiéu va nhot, bao g6m bénh phéi tic 

nghén man tinh 6 ngui lén va tre em tir 15 tudi tro lén. 

4. CACH DUNG, LIEU DUNG 

Liéu ding cho newoi Ién va tré tir 15 tudi tro 1én 

Liéu khuyén cao ban dau hang ngay 1a 750 mg carbocisteine/lan x 3 lan/ngay (tire 1a 5 ml siro/lan 

x 3 ldn/ngay). 

Khi cae trigu ching duoc cai thigén, liéu hang ngay cé thé gidm xudng con 750 mg/lan x 2 lan/ngay 

(tire 1a 5 ml siro/lan x 2 lan/ngay). Liéu hang ngay tdi da 1a 2250 mg ttre 1a 15 ml/ngay. 

Cach dting 

Dung dudng udng. 

Véi quy cach dang éng 5 ml don liéu, str dung hét 6ng ngay sau khi mo nap. 

Voi quy cach dang lo da liéu, str dung céc chia liéu dé lay thé tich thuéc phi hop. 

5. CHONG CHI DINH 

Bénh nhan qua man cam voi carbocisteine hodc voi bat ky thanh phan nao cua thudc. 

Bénh nhan bi loét da day ta trang cé tién trién. 

6. CANH BAO VA TIAN TRONG KHI DUNG THUOC 

Can than trong khi ding thude 6 ngudi cao tudi, ngudi 6 tién str loét da day ta trang hode ngudi 

dang ding déng thoi véi cdc thudc c6 tac dung khéng mong mudn gay xuat huyét dudng tigu hoa. 

Vi thudc tiéu nhay cé thé pha v6 hang rao niém mac da day nén can than trong 6 nhiing bénh nhan 

c6 tin str loét da day ta trang. Néu xudt huyét tiéu héa xay ra, bénh nhan nén nging thudc. 

Ta duge 

Thudc nay c6 chita 121,8 mg natri (1a thanh phan chinh trong mudi an) trong mdi 5 ml siro, tuong 

duong xap xi 6,1% khau phan natri toi da mdi ngay duge khuyén cao cho nguoi ldn 1a 2 g.
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PHAM 

Kehoe ¥ ° 

Khong cé dir liéu vé viée carbocisteine c6 duge bai tiét qua stra me, hay cé anh hudéng dén tré bua 

me hay khong. Khuyén cao phy ni dang cho con bt khéng nén str dung thuéc. 

Kha nang sinh san 

Kh6ng co dit ligu vé tac dung ctia carbocisteine déi voi kha ning sinh san. 

3. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANIT MAY MOC 

Carbocisteine kh6éng cé hoac anh huong khong dang ké dén kha nang lai xe va van hanh may moc. 

9, TUONG TAC, TUONG KY CUA THUOC 

9.1. Twong tac thudec 

Khéng nén két hop thudc tiéu dom voi thuéc chéng ho va/hoac céc thuéc lam khé dich tidt 

(atropinic). 

9.2. Tuong ky ctia thudéc 

Do khong cé cdc nghién citu vé tinh tuong ky cla thudc, khéng tron lin thudée nay voi cac thuéc 

khac. 

10. TAC DUNG KIIONG MONG MUON CUA THUOC 

Bang tom tat cdc phan ting cd hai cla thuédc (ADR) dugc phan loai theo tan suat xay ra: rat thuong 

gap (ADR > 1/10), thudng gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap 

(1/10000 < ADR < 1/1000), rat hiém gap (< 1/10000), khong xée dinh (khéng thé ue tinh tir dit 

ligu san cd). 

Hé co’ y quan Tan suat Tac dung khéng mong muon 

Phan tg qua man va ban do nhiém 
R6i loan hé thong miéndich | Khéng xdc dinh |. 

sac co dinh 

Tiéu chay, buén nén, ndn, kho chiu | 
RGi loan tiéu héa Khong xdc dinh | wee agen ges i Ba] 

ving thuong vi va xuat huyét tiéu hda | 

Phat ban, phat ban di tng do thudc, 

R4i loan da va m6 dudi da | Khong xdc dinh | viém da bong nude nhu hdi ching 

Stevens-Johnsons, hong ban da dang 

Bao cdo cac tac dung khéng mong muon 

Viéc bdo cdo cdc tac dung khéng mong muén sau khi thuéc luu hanh 1a rat quan trong. Diéu nay 

cho phép tiép tuc theo déi danh gid loi ich/rui ro cua thuéc. Can théng bdo cho bac s¥, duge s¥ 

déi voi cac phan tng co hai gap phai khi str dung thudc hoac bdo cdo cdc phan ting cé hai cla 

thuédc vé Trung tam Quéc gia vé Théng tin thuéc va Theo ddi phan tg cé hai ctia thude 

Thong béo ngay cho bac si hodc duge si nhitng phan ing co hai gap phai khi sw dung thudc
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12. DAC TINH DUOC LUC HOC 

Nhom dugc ly: Thuéc tiéu dom 

Ma ATC: ROSCBO3 

Co ché tac dung 

Carbocistcine (S-carboxymethyl L-cysteine) da duoc chttng minh 1a cé anh hudng dén tinh chat 

va luong chat nhay glycoprotein duge tiét ra & dudng hd hap trén cdc m6 hinh déng vat binh 

thudng va viém phé quan. 

Tac dung dugc lure hoc 

Su gia tang ty Ié acid: glycoprotein trung tinh cua chat nhay va su chuyén dang ctia cdc té bao 

huyét thanh thanh cac té bao nhay duge biét la dap ting ban dau déi voi kich thich va thudng sé 

din dén su tang tiét. Viée str dung carbocistcine 6 déng vat tiép xtic voi tac nhan kich thich cho 

thay glycoprotein duoc tiét ra 6 mite binh thudng; trang thai tiét glycoprotein tré lai binh thudng 

nhanh chong néu sir dung thuéc sau khi da tiép xc voi tac nhan kich thich. 

Hiéu qua lam sang va an toan 

Cac nghién ectru 6 ngudi da ching minh ring carbocisteine lam giam sy tang sinh té bao hinh dai. 

Do vay, carbocistcine co vai tro trong viéc kiém soat cdc bénh ly dudng hé hap dic trung boi chat 

nhay bat thuong. 

13. DAC TINH DUOC DONG HOC 

Carbocisteine duoc hap thu nhanh chéng qua dudng tiéu héa. Trong 1 nghién ctru, trang thai can 

bang vé duoc déng hoe khi diing 2 vién nang carbocisteine 375 mg, 3 lan/ngay trong 7 ngay 6 cac 

tinh nguyén vién khée manh cho cac thong s6 duoc déng hoc sau: 

Chi sé hh huyét tong | Gia u tri trung binh Khoang. gid wri 

Tmax (210) 2,0 | 1,0 3,0 
Ty (gid) 1,87 1,4 —2,5 

KEL (gid") 0,387 0,28 — 0,50 

AUCo.75 (meg. gid.mt! | 39,26 26,0 — 62,4 

Thong : s6 duoc déng hoc - 7 

*CLs 20,2 (L.gio'!) 

CLs 331 (mL phat!) 

Vp 1 105,2 (L) 

Vp 1/75 (L Kg ty a 

“Tinh tw lidu ding cho ngay eay tht 7 cua nghién cuu.
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15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CIIAT LUQNG CUA THUOC 

Diéu kién bao quan: 

- Quy cach hdp chtta éng: 

Noi khé rao, nhiét d6 dudi 30°C, tranh anh sang. 

- Quy cach hdp chia lo: 

Truée va sau khi mo nap: Noi khé rao, nhiét dd dudi 30°C, tranh anh sang 

Han ding: 

- Quy cach hdp chtra dng: 24 thang ké tir ngay san xuat 

- Quy cach hép chifa lo: 24 thang ké tir ngay san xuat; 30 ngay sau khi m6 nap lo 

Tiéu chudn chat long thudc: TCCS 

16. TEN, DIA CHI CUA CO SO SAN XUAT THUOC 

CONG TY CO PHAN DUQC PHAM SOHA VIMEX 

Dia chi: Duong N1 - Khu céng nghiép Yén Mf II, Thi tran Yén My, Huyén Yén My, Tinh Hung 

Yén, Viet Nam. 


