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, _ SIRO/KHONG BUGC TIEM 

 SOHACARBO 250 iny/Sm 
Carbocisteine 5% (kl/tt) °23 

WHO-GMP 

SIRO/KHONG BUGC TIEM 

SOWACARBO 200 iig/cm! 
Carbocisteine 5% (kI/tt) 2 

H6p306ngx5ml 2 

Sn xudt tal: 
CONG TY C6 PHAN OUGC PHAM SOHA VIMEX 

Dudng N1- Khu cong nghiép Yén Mg Il, Thy trdn Yen Mg, Huyen 
Yen My, Tinh Hung Yén, Viet Nam. 

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

Thanh phén: 
Carbocisteine reresersssseseeeseens-5%0 (KI/tt) 

Chi dinh, cach ding, chéng chi dinh va 
cdc théng tin khac: xem trang ts hudng 
danstidyngthudckém theo. 

Tiuchudn:TCCS 

B3o quan: Noi khé rdo, nhiét do dudi 
30°C, tranh dnh sang. 

Déxatémtaytréem. 
Doc ky hudng dan sti dyng trude khi 

ding. 

SBK/Visa No.: 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date 

SYRUPS/NO INJECTION 

“SOHACARBO 250 m9/5m! 
Carbocisteine 5% (w/v) °23 

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......ssssesessssveeere 5% (w/v) 

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

Specification: In-house 

Storage: Store in a dry place at 
temperature below30°C, avoidinglight. 

Keep out of reach of children. 
Read the package insert carefully 
before use. 

PEUUUCTUCCCOSCCCOSSOSSSSCE SSS 
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A : 
re CONG TY \@) 

cO PHAN, 
ye\ DUGG PHAM |, 

SOHA VIMEX 

va 

SOWACARBO 25)ny/S 
Carbocisteine 5% (Kd/tt) 

SIRO 

‘SOMACARBO 260y/iu 
Carbocisteine 5% (ki/tt) 

H6p 119 60 ml 

Thanh phan: 
CarbOcisteine......ssssssecsesersessssese 5% (kl/tt) 

Chi djnh, cach ding, ch6ng chi dinh va cac 

théng tin khac: xem trong ts huéng din sudyng 

thuéckém theo. 

Tiguchudn:TCCS 
Bao quan truéc va sau md nap: Noi kho rao, 
nhiét do du6i30°C, tranh anhsang. 

SUdyng trong vong 30 ngay saukhiménép. 
Déxatdmtaytréem. 

Dockyhuéng dan su dung trudckhi ding. 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date 

Cosdsan xudt: 
CONG TY CO PHAN DUgC PHAM SOHA VIMEX 
ubng N1- Khu cong nghiép Yén Mg Il, Thi ten Yen My, 
Huyén Yén My, TinhHung Yen, VietNam. 
SOT:02217306996 
E-mail: sohavimex@sohacogroup.com.van 

SYRUPS 

‘SOHACARBO 230 y/iu 
Carbocisteine 5% (w/v) 

Box of 1 bottle x 60 ml 

STCOCS THOSE TOTES ESET EEO OSES EOE ES 

Composition: 

CArDOCiSteiMe....scesessssssessnssssesnessssses 5% (w/v) 

Indications, administration, contraindi- 
cations and further information: please refer 
tothepackageinsert. 
Specification: In-house 
Storage before and after opening: Store in a 

dry place at temperature below 30°C, avoiding 
light. 
Use within 30 days after opening, 
Keep out of reach of children. 

Read the packageinsert carefully before use. 

SOK/VisaNo.: 

Ma vach 

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 



4e\ DUGC PHAM Jy, 
SOHA VIMEX 

Nhan dan lo 

Thanh phan: 
Carbocistein@ssississssvissscsvsinecainssssees 5% (kl/tt) 

Chi dinh, cach ding, chéng chi dinh va cac 

théng tin khac: xem trong ts huéng dan st 
dung thuéckém theo. 

Tiéu chudn: TCCS 

Bao quan truéc va sau mé nap: Noi khé rao, 
nhiét d6 duéi 30°C, tranh 4nh sdng. 
Surdung trong vong 30 ngay saukhiménap. 

Déxatamtaytréem. 

Docky hudéng dansts dung truéckhidting. 

Barcode 

SIRO 

SOHACARBO 250 in9/5u 

G 
SOHAVIMEX 

Carbocisteine 5% (kI/tt) 

Cosdésanxudt: 

CTCP DUGC PHAM SOHA VIMEX 
Dudng N1 - Khu céng nghiép Yén My Il, Thi trén 

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

SDT: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 

SDK/Visa No.: 

LSX/Batch No 

HD/Exp. Date 
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SIRO 

SOHACARBO 250 n/m 
Carbocisteine 5% (kl/tt) 

Thanh phan: Composition: 
SIRO Carbocisteine seers 5% (kI/tt) SYRUPS Carbocisteimessssssssssssussesssee 5% (w/v) 

EY Chi djnh, cach ding, chéng chi dinh va cac “4 Indications, administration, contraindi- 
‘SOHACARBO rk mg | aml théngtin khac: xem trong té huéng dén su dyng ‘SOHACARBO re | aml cations and further information: please refer 
* thudckém theo. ‘ tothe packageinsert. 
Carbocisteine 5% (kI/tt) Tiguchusn:TCCS Carbocisteine 5% (w/v) Specification: In-house 

Bao quan trudc va sau md ndp: Noi kho réo, Storage before and after opening: Store in a 
nhiét do dudi 30°C, tranh anh sdng. dry place at temperature below 30°C, avoiding 

Stidyng trong vong 30 ngay saukhimonép. light. 
béxatdmtaytréem, Use within 30 days after opening. 

Keep out of reach of children. 
Bockyhuéng dan stidyng trudc hiding. 

Read the packageinsert carefully before use. 

SOK/VisaNo.: 

LSX/Batch No 

NSX/Mfg. Date Ma vach 

HD/Exp. Date 

Manufacturer: 
Cosdsanxuat: SOHA VIMEX PHARMACEUTICAL JOINT STOCK 
CONG TY CO PHAN DUC PHAM SOHA VIMEX COMPANY 
Budng N1- Khu cong nghiép Yén My Il, Thi trdn Yen Mg, 
Huyén Yén My, TinhHung Yen, VietNam. 
SOT; 02217306996 
E-mail: sohavimex@sahacogroup.com.vn 

1 Road - Yen My Il Industrial Zone, Yen My Town, 
Yen My District, Hung Yen Province, Vietnam. 
Phone: 02217306996 
E-mail:sohavimex@sohacogroup.com.vn 

H6p 119 90 ml Box of 1bottlex90ml 



Nhan dan lo 

WHO-GMP 
EN eee Cosdsanxudt: Thanh phan: 

Carbocisteine.sersnsnmusseenneeone 5% (kl/tt) SIRO CTP DUG PHAM SOHA VIMEX 
Chi dinh, cdch ding, chéng chi djnh va cac tf Budng N1 - Khu cong nghiép Yén Mj Il, Thy trén 

théng tin khac: xem trong té hudng dan su SO AC ARBO 'k}| il Aal Yen My, Huyén Yén My, Tinh Hung Yén, Viet Nam. 

dung thuéckém theo. za SDT: 02217306996 
Tiéu chudn: TCCS Carbocisteine 5% (kI/tt) E-mail: sohavimex@sohacogroup.com.vn 

Bao quan truéc va sau mé nap: Noi khé rdo, 
nhiét dd dudi 30°C, tranh dnh sang. 
Sudung trong vong 30 ngay sau khiménap. 

Déxatam tay tréem. 

Docky huéng danstidungtrudckhiding. “ 
SOK/Visa No.: 

Barcode G si id LSX/Batch No 

HD/Exp. Date 
SOHAVIMEX 
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SOHACARBO 250 mg/5 ml 

ye\ DUSC PHAM 
SOHA VIMiS¥ro’# 

Jtiim tay tré em 

2, khong dugc tiém 

‘MY. me as Z «75 
TD 6c kj hwéng dan sw dung trwéc khi ding 

1. THANH PHAN CONG THUC THUOC 

Thanh phdn hoat chat: Carbocisteine 5% (kI/tt) 

Thanh phan ta dwoc: Sodium hydroxide, xanthan gum, glycerin, sucralose, cdetate disodium, 

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

khiét. 

2. DANG BAO CHE 

Siro 

M6 ta dang bao ché: Siro trong suét, mau do héng, mdi thom, vi ngot. 

3. CHI DINH 

116 tro diéu tri cdc bénh ly dudng hé hap dac trung boi dom nhiéu va nhdt, bao g6m bénh phéi tac 

nghén man tinh. 

4. CACH DUNG, LIEU DUNG 

Liéu ding 
Ngias lon 

Liéu khuyén cdo ban dau 1a 2250 mg carbocisteine/ngay (tuong duong 45 ml siro) chia lam nhiéu 

lan, giam xudng con 1500 mg/ngay (tuong duong 30 ml siro) chia lam nhiéu lan khi bénh nhan cd 

dap tng tich cue voi thuéc. 

Vi du: 15 ml siro/lan x 3 lan/ngay giam xudng con 10 ml siro/lan x 3 lan/ngay. 

Tre em 

‘Tré 2 —5 tudi: 1,25 —2,5 ml/lan x 4 lan/ngay. 

Tré 6 — 12 tudi; 5 ml/lan x 3 lan/ngay. 

Carbocisteine chéng chi dinh véi tré em dudi 2 tudi. 

Cach diing 

Ding duong udng. 

Voi quy cach dang éng 5 ml don liéu, sit dung hét éng ngay sau khi mo nap. 

Voi quy cach dang lo da liéu, sir dung céc chia liéu dé ldy thé tich thudc phu hgp. 

5. CHONG CHI DINH 

Tré em duéi 2 tudi. 

Bénh nhan bj loét da day c6 tién trién. 

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

6. CAN BAO VA THAN TRONG KHI DUNG THUOC 

CAc truong hop can dic biét thin trong khi dung thuéc: 

-  Bénhnhan hen phé quan cd tién sit co that phé quan 
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Bénh nhan suy hé hap nang 

sf os TY No *\BEénh nhan suy nhuoc. Lam giam phan xa ho sé co nguy co gay tic nghén dudng thd do 

lugng dich tiét tang lén. 

y oa cathoelbleing ¢ cé ae 1a lam een dé nhot va loai bd dom, neg qua hoat dong ctia té 

CAn than trong khi str dung carbocisteine 6 nhitng ngudi dé bi loét da day ta trang, vi thudc tiéu 

chat nhay cé kha nang pha hi hang rao niém mac da day. 

Ta duoc 

Thudéc nay cé chira 41,3 mg natri (1a thanh phan chinh trong mudi 4n) trong mdi 5 ml siro, tuong 

duong xdp xi 2,1% khau phan natri ti da mdi ngay duge khuyén cdo cho ngudi lén 1a 2 g. 

Thuéc nay chira methylparaben, ponceau 4R c6 thé gay cdc phan tng di tng. 

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

Phu nif co thai 

Mac di cdc thir nghiém trén cdc loai déng vat cd vu cho thay khéng cé tac dung gay quai thai 

nhung khuyén cdo khéng nén str dung thuéc trong ba thang dau cla thai ky. 

Phu nf cho con bu 

Chua r6 ligu carbocisteine/chat chuyén héa c6 duge bai tiét qua stta me hay khong. Khuyén cdo 

ngimg cho con bi khi phy nti dang cho con bu sir dung thuéc. 

Kha nang sinh san 

Khong co dit ligu li¢n quan vé tac dung cla carbocisteine déi voi kha nang sinh san. 

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

Carbocisteine khéng co hoac anh huong khéng dang ké dén kha nang Idi xe va van hanh may moc. 

9, TUONG TAC, TUONG KY CUA THUOC 

9.1. Tuong tac thudc 

Khéng nén két hop thudc tiéu dom véi thuédc chéng ho va/hoae cdc thudc lam khé dich tiét 

(atropinic). 

9.2. Twong ky cia thuéec 

Do khong cé cac nghién ctru vé tinh tuong ky ctia thuédc, kh6ng tron lan thudc nay voi cdc thuéc 

khac. 

10. TAC DUNG KHONG MONG MUON CUA THUOC 

Bang tom tat cdc phan ting cd hai cla thuéc (ADR) duge phan loai theo tin sudt xay ra: rat thuong 

gap (ADR 2 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), khéng xac dinh (khéng thé uéc tinh tir dir 

liéu san cd). 

Hé co quan Tan suat Tac dung khong mong muén 

Réi loan tim mach Hiém gap Danh trong nguc 

Réi loan ndi tict Khong xac dinh | Suy gidp* 

| R6i loan tiéu hoa It gap Bu6n noén, nén va tiéu chay 
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N Hé co quan Tan suat Tac dung khéng mong muén 

fo Rat hiém gap Xuat huyét da day 

Khéng xac dinh | Khé chiu 6 da day 

el] ; . Hiém ga May day va co that phé quan** 
or loan hé théng mién dich vol By sayia be inat phs quan 

i 
Rat hiém gap Phat ban 

/R6i loan co xuong va mé lién két Hiém gap Dau co 

Dau dau, chong mat, tiéu khong 
R6i loan hé than kinh Hiém gap : 

tu cha, danh trong nguc 

Rdi loan hé hap, léng ngye va | Hiém gap Hut hoi 

trung that Khong xac dinh | Tang tiét phe quan 

: Hi chimg Stevens-Johnsons, 
R6i loan da va m6 dui da Ritnexiotiah | 

hong ban da dang 

* Dac bidt chi y & bénh nhén bi suy giam chire nang tuy€n gidp do co nguy co xay ra ching suy 

giap thodng qua. 

** Dac biét chu y 6 bénh nhan hen phé quan do nguy co xay ra co that phé quan (co that mot co 

thanh phé quan dan dén giam ludng khf). Trong nhimng trudng hgp nay, nén ngting diéu tri. 

Thong bdo ngay cho bac si hogc duge st nhieng phan ing cé hai gdp phai khi sw dung thudc 

11. QUA LIEU VA XU TRI 

Triéu ching: 

Réi loan tiéu héa (dau da day, budn nén va non) 1a nhing triéu chiming thuong gap nhat khi ding 

qua liéu carbocisteine. 

XW tri: 

Tich cuc theo déi dé c6 bién phap xv tri kip thoi. 

12. DAC TINH DUQC LUC HOC 

Nhom dugc ly: Thudc tiéu dom 

Ma ATC: ROSCB03 

Carbocisteine (S-carboxymethyl L-cysteine) da duge ching minh 1a cé anh hung dén tinh chat 

va luong chat nhay glycoprotein duge tiét ra @ duong hé hap trén-cdéc mé hinh d6ng vat binh 

thudng va viém phé quan. Su gia tang ty I¢ acid: glycoprotein trung tinh cua chat nhay va su 

chuyén dang ctia cdc té bao huyét thanh thanh cac té bao nhay duoc biét 1a dap img ban dau déi 

véi kich thich va thudng sé dan dén su tang tiét. Viéc str dung carbocisteine 6 dong vat tiép xtic 

véi tac nhan kich thich cho thay glycoprotein duge tiét ra 6 mu binh thudng; trang thai tiét 

glycoprotein tré lai binh thuong nhanh chong néu sir dung thudc sau khi da tiép xtic voi tac nhan 

kich thich. M6t sé nghién ciru da chimg minh rang carbocistcine lam gidm sw tang sinh té bao hinh 

dai. Do vay, carbocisteine c6 vai tro trong viéc kiém soat cdc bénh ly dudng hd hap dac trung bdi 

chat nhay bat thudng. 

13. DAC TINH DUOC DONG HOC 

Carbocisteine duoc hap thu nhanh chéng qua duong tiéu héa. Trang thai can bang vé duge déng 

hoe khi dting 2 vién nang carbocisteine 375 mg, 3 lan/ngay trong 7 ngay 0 cac tinh nguyén vién 
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shoe manh cho cac thong sé duge déng hoc sau: Tmax trung binh 1a 2,0 gio (khoang gid tri 1,0 — 

ot y, la 1,87 gid (khoang gid tri 1,4 — 2,5); KEL 14 0,387 gio” ' (khoang gid tri 0,28 — 0,50) va 

cé PHAN, AUQo.75 18 39,26 meg.gid/ml (khodng gid tri 26,0 — 62 4). Cac gid tri duge dong hoc CLS 1a 331 

g\ DUC PHAN, mapa Is VD 1a 105,2 L va VD 1,4 L/kg. 
SOHA. VINES Ay, UY CACH DONG GOI 

6p 30 6ng x 5 ml 

Hép 1 lo x 60 ml, kem 1 céc chia liéu 

H6p 1 lo x 90 ml, kem | céc chia liéu 

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

Diéu kién bdo quan: 

- Quy cach hép chura éng: 

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

- Quy cach hép chia lo: 

Trude va sau khi m6 nap: Noi khé rao, nhiét d6 dudi 30°C, tranh anh sang 

Han ding: , 

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

- Quy cach hdp chtra lo: 24 thang ké tir ngay san xuat; 30 ngay sau khi mo nap lo 

Tiéu chudn chat lugng thudc: TCCS 

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

CONG TY CO PHAN DUOC PHAM SOHA VIMEX 

Dia chi: Duong NI - Khu cong nghiép Yén MY II, Thi tran Yén MY, Huyén Yén M¥, Tinh Hung 

Yén, Viet Nam. 


