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/ CONG TY 
CO PHAN, 

DUGC PHAM ] 4. 
SOHA VIMEX 

DUNG DICH USNG 

SOHACARBO 750mg/10m1 
Carbocisteine 750 mg/10 ml i 

M6i10 ml dung dich chia: Each 10 mlsolutioncontains : 
Carbocisteine........... a Carbocisteine...e-eeeren on DUNG DICH U6NG H6p 30 gdix 10 ml Chi inh, céch ding, ehéng chi dinh va.cdc thong ORAL SOLUTION Box of 30 sachets x 10 ml indi administration, dications 

and further information: please refer to the 

SOWACARBO 750mg/10ml | ex Specification:in-house 
Storage: Store in a dry place at tem-perature 

tin kha: xem trong td hudng dan si dung thudc 

SOWACARBO 7a0mg/t0ml | xs Tiduchugn:TCCS 
Bao quan: Noi khé ro, nhiét dO dudi 30°C, tranh 

Carbocisteine 750 mg/10 ml i 4nhsdng, Carbocisteine 750 mg/10 mi if below 30°C, avoldinglight. 
‘Déxatdmtay tréem. Keepout of reach of children. 
‘Pocky hudng dan siidyng trudckhi dung. Read the package insert carefully before use. 

ay Barcode 
Manufacturer: SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY 

NIRoad- Yen My: Yen My Town, y Vietnam. 

Phone: O2217 if com. weseseecesensessessansssseusses 

SOK/Visa No.: 

4 LSX/BatchNo 
NSX/Mfg. Date 

Cosd'sin xuSt: CONG TY CO PHAN OUQCPHAM SOKA VIMEX HO/Exp, Date 
‘Dudng Ni - Khu cong nghi¢n ¥en Mp i, Thitrdn Yen Mp, Huyen Yen Mp, Tinh Hung Yer, Viet Nam. 

Phone: 02217306996 -ma:sohavimex@sohacogroupcom.m POSeeTTSOSSOOSISTOST SST OS TES TTT) 
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NHAN GOI 
sacnsnennsncipattnseranutnsmertomnuecionaocinssouamnssten ¥ 

DUNG DICH UGNG WHO-GMP 

SOHACARBO 750mg/10m! 
Carbocisteine 750 mg/10 ml 

em 

| Thanhphdn: Mdi10 mi dung dich chia: Carbocisteine.........csccessesesssesseesseee FSOMG 

| Chidjnh, cach ding, chéng chi dinh va cdc thong tin khac: xem trong ts hudng din 

|  sidyngthudckémtheo. 
| Tiéuchudin:TCCS 
‘Bao quan: Noi kh6 réo, nhiét do dudi 30°C, tranh anh sdng, 86 xa tam tay tré em. 

Bockyhudngdan strung trudckhi ding. 
! SDK/Visa No.: 

i} 

i} 

i} 

1 

Cosd san xuat: CONG TY CO PHAN DUOC PHAM SOHA VIMEX 

LSX/Batch No 
r 

HD/Exp. Date Barcode 
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DUNG DICH UGNG 

SOHACARBO 750 mg/ 10m! 
Carbocisteine 750 mg/10 ml 3 

DUNG DICH UGNG 

SOHACARBO 750mg/10m 
Carbocisteine 750 mg/10 ml = 

Hép 30 6ngx 10 ml # 

4 
San xudt tal: CONG TY CO PHAN DUGC PHAM SOHA VIMEX 

udng NI - Khu cong nghiep Yen Mp I, Thy trén Yen My, Huyen 
Yen Mg, Tinh Hung Yen, Viet Nam. 

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

Thanh phan: 
M6i10 midungdichchtia: 
Carbocisteine.... 

Chi dinh, cach ding, chéng chi djnh va 
cdc théng tin khac: xem trong to huéng 
dan stidyng thuéckém theo. 

Tiéuchudn: TCCS. 

Bao quan: Noi khd rdo, nhiét do dudi 
30°C, tranh dnhsang. 

Déxatdmtaytréem. 

Doc ky hudng dan st’ dyng trudc khi 
ding. 

KHONG BUC TIEM 

SBK/Visa No.: 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date 

PUSSSESSSUCOSCTOSSSOOOSSO OS eee 

ORAL SOLUTION 

SOHACARBO 750ing/ 10m 
Carbocisteine 750 mg/10 ml 

Box of 30 ampules x10 ml i 

4 
‘Manufacturer: SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY 

Ni Road - Yen My I! industrial Zone, Yen My Town, Yen My District, 

Hung Yen Province, Vietnam. 
Phone: 02217306996/E-mail: sohavimex@sohacogroup.com.vn 

Composition: 
Each10 mlsolution contains: 
Carbocisteine.....ssesoseeessssseeesss 750 MQ 

Indications, administration, contrain- 
dications and further information: 
please refer tothe package insert. 

Specification: In-house 

Storage: Store in a dry place at tem- 
perature below 30°C, avoiding light. 

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

NO INJECTION 

Ma vach 
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Whe Wan sir dung thudc 

SOHACARBO 750 mg/10 ml #\ DUC PHAM J., 

‘Opa ty tré em 
yy 
‘ong g dan sit dung truéc khi ding 

tong duoc tiém 

Théng béo ngay cho bac sf hoc dugc sf nhiing phan tng cé hai gap phai khi sw dung thudc. 

1. THANH PHAN CONG THUC THUOC 

M6i 10 ml dung dich chia: 

Thanh phan hoat chat: Carbocisteine 750 mg 

Thanh phan ta duoc: Sodium hydroxide, Sorbitol solution (sorbitol 70%), glycerin, 

sucralose, edetate disodium, methylparaben, sodium dihydrogen phosphate dihydrate, 

huong dau long, ponceau 4R, nuéc tinh khiét. 

2. DANG BAO CHE 

Dung dich uéng 

M6 ta dang bao ché: Dung dich trong sudt, mau d6 héng, mui thom, vi ngot. 

3. CHI DINH 

Thuéc nay duoc chi dinh & nguoi lon va tré em trén 15 tudi dé diéu tri hé tro cac réi loan 

dudng hé hap dic trung do tang tiét chat nhay, bao gdm ca bénh tac nghén dudng hé hap 

man tinh. 

4. CACH DUNG, LIEU DUNG 

CHi DANH CHO NGUOI LON VA TRE EM TREN 15 TUOI 
Liéu ding 
Liéu khuyén cdo 1a 1 6ng/g6i mdi lan x 3 lan/ngay. Nén giam liéu xuéng 1 éng/g6i mdi lan 

wD lan/ngay khi co dap tng thuéc mong muén. 

Cach ding 

Ding dudng udng. 

5. CHONG CHi DINH 

Bénh nhan bi loét da day cap. 

Bénh nhan qua man cam voi bat ky thanh phan nao ctia thudc. 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC 

Nhiing con ho cé dom 1a mét yéu té co ban trong viéc bao vé phé quan-phdi. 

Su két hop cua cac thuéc lam bién déi chat nhay phé quan voi cac thuéc chéng ho va/hoac 

cdc thuéc lam khé dich tiét (atropinic) 14 khéng hop ly. 

Can than trong & ngudi cao tuéi, nhing ngudi cé tién str loét da day ta trang hodc nhtng 

neuoi dung déng thoi cac thudc gay xuat huyét tigu héa. Vi thuée tiéu chat nhay cé thé pha 

vo hang rao niém mac da day nén can than trong @ nhitng bénh nhan cd tién str loét da day 

ta trang. Néu xuat huyét tiéu héa xay ra, bénh nhan nén ngtng thusc. 
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Thuéc nay co chira natri. Thuéc nay chtra 122,86 mg (5,34 mmol) natri moi don vi phan 

liéu. Ham luong nay nén duge tinh dén 6 nhing bénh nhan tuan theo ché d6 4n it natri 

nghiém neat. 

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

Phu nvr co thai 

Khong co dit ligu vé viée str dung carbocisteine & phu ni mang thai. Khong thé rat ra két 

ludn nao vé viéc ligu carbocisteine cé an toan khi sir dung trong thai ky hay khéng. Viéc 

‘str dung carbocisteine 0 phu ni mang thai khéng duoc khuyén khich, dic biét lA trong ba 

thang dau. 

Phu nt cho con bu 

Khéng co dtr ligu vé su phan bé ctia carbocisteine trong sita me, san xuat sita hodc anh 

hung dén tré so sinh bu sita me. Khéng thé rat ra két ludn nao vé viée liu carbocisteine 

cé an toan khi str dung trong thoi ky cho con biti hay khéng. Khéng nén su dung 

carbocisteine 6 phu nt dang cho con bu. 

s. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY 

MOC 
Carbocisteine anh huéng khéng dang ké dén kha nang lai xe va van hanh may moc. 

9, TUONG TAC, TUONG KY CUA THUOC 

9.1. Twong tic thude 

Khéng nén két hop thuéc tiéu dom véi thudéc chong ho va/hoac cac thudc lam khé dich tiét 

(atropinic). 

9.2. Tong ky ctia thudec 

Do kh6éng cé cdc nghién ctu vé tinh tuong ky ctia thude, khdng tr6n lan thudéc nay voi cac 

thuéc khac. 
10. TAC DUNG KHONG MONG MUON CUA THUOC 
Bang t6m tat cdc phan img cé hai cha thuéc (ADR) duge phan loai theo tan suat xdy ra: rat 

thuong gip (ADR = 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 

1/100), hiém gZp (1/10000 < ADR < 1/1000), rat hiém gap (< 1/10000), khéng xac dinh 

(khéng thé u6c tinh tir dif liéu san c6). 

Réi loan hé théng mién dich 

Di cé bao cao vé phan img phan vé, phat ban da di tng va phat ban cé dinh do thuéc. 
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Da cé bao cao ve phat ban da va phat ban di tg da. Cac trudng hop riéng lé cua bénh 

viém da bong nude nhu héi chimg Stevens-Johnson va héng ban da dang ciing da duge 

bao cao. 

Théng bdo ngay cho bac si hogc dwoc si nhitng phan tng cé hai gdp phai khi sw dung 

thudc 

Bao cao cdc tac dung khéng mong muén 

Viée bao cdo cae tac dung khéng mong muén sau khi thuéc uu hanh la rat quan trong. 

Diéu nay cho phép tiép tuc theo déi danh gia loi ich/rii ro cua thuéc. Can théng bao cho 

bac s¥, duge s¥ déi voi cac phan tmg cé hai gap phai khi st: dung thudc hodc bao cdo céc 

phan ung co hai cua thuédc vé Trung tam Quéc gia vé Théng tin thuéc va Theo déi phan 

img c6 hai cua thudc. 

11.QUA LIEU VA XU TRi 

Triéu chirng: 

R6i loan tiéu héa la nhiing triéu ching thong gap nhat khi ding qua liéu carbocisteine. 

Xit tri: 

Co thé giam liéu, rtra da day va theo ddi tich cy. 

12. QUY CACH DONG GOI 
Hop 30 éng x 10 ml, 6ng mang PVC/PE 

H6p 30 g6i x 10 ml, gdi mang nhém phic hop 

13. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA 

THUOC 
Diéu kién bao quan: Noi khé rao, nhiét d6 duéi 30°C, tranh anh sang. 

Han ding: 24 thang ké tir ngay san xuat. 

Tiéu chudn chat long thudc: TCCS 

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

CONG TY CO PHAN DUQC PHAM SOHA VIMEX 

Dia chi: Dudng N1 - Khu céng nghiép Yén My II, Thi tran Yén MY, Huyén Yén My, Tinh 

Hung Yén, Viet Nam. 

3/3 


