OHACARBO T50m/5

Carbocisteine 15% (ki/tt)

Nhan hop

Thanhphdn: Compaosition:
Carbocisteing........ccou... 15% (Ki/t) Carbocisteine...........ummmmnes 15% (w/v)
SIRO/KHONG DUGC TIEM SYRUPS/NO INJECTION
Chi dinh, cach ding, chéng chi dinh va Indications, administration, contrain-
4 c4c thdng tin khac: xem trong té hudng H | dications and further information:
'.’= mg m dansudung thuickemtheo. 'e m u Ill pleaserefer tothe packageinsert.
Tiéu chudn: TCCS : ecification: In-house
Carbocisteine 15% (ki/tt) Carbocisteine 15% (w/v) e ’
s Bio qudn: Nai kho rdo, nhigt do dudi . Storage: Store in a dry place at
Hop308ngx5ml % 30°C, trénh anhsang. Boxof 30 ampulesx5ml 2 temperaturebelow30°C, avoidinglight.
Déxatamtaytréem. Keepoutofreach of children.
Boc ky huong dan st dung trudc khi Read the package insert carefully
diing. beforeuse.
SOK/Visa No.:
LsX/Batch No
Snxustigh NSX/Mfg, Date Manufacturer: Ma vach
CONG TV € PHAN DUGC PHAM SOHA VIMEX HD/Exp. Date SOMAVIMEX PHARMACEUTICAL JOINT STOCK COMPANY -
Dudng N1 - Khu cong nghien Yen My 11, Th trdn Yén My, Huyén N1Road - Yen My Il Industrial Zone, Yen My Tawn, Yen My
‘Yén My, Tinh Hung Yen, Vigt Nam. District, Hung Yen Pravince, Vietnam, : : .
SOT: 02217306996/ E-mail: sohavimex il sohatogroup com.wn Sassssssssassssasssaasties Phone: 02217306996/E-maik sohavimex@sohacogfoup.comyn = (==ssessescsccsssssas sessaang s
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4 .
T
</ | SOHAGARBO 750my 5l
Carbocisteine 15% (ki/tt) ‘ ‘
_ Nhan hop

L ] -G L
Thanhphdn: Compasition:
SIRO CAIDOCISTBINE. ... 15%0 (KI ) SYRUPS CADOCISEINE. v 15% (w/v)
- Chi dinh, cach ding, chdng chi djnh va cac : Indications, administration, contraindi-
$““Ac An Bn 75“ mu Isml thong tin khac: xem trong tdhudng ddn st dung $“IAGA nnn 75" mu lﬁ nl cations and further information: please refer
3 thusickém theo. : tothe packageinsert.
Carbocisteine 15% (kl/tt) Tiduchudn: TCCS Carbocisteine 15% (w/v) Specification:In-house
| Bdo quan trutic va sau md ndp: Noi kho rdg, | Storage before and after opening: 5tore in a
nhietdo dudi30°C, trdnhanhsng. | dry place at temperature below 30°C, avoiding
e b ﬂ?enl ithin 30 days afteropening
wi 8
DR 4 Keepoutofreach of children.

Bocky huéng din st dungtrudckhiding.

Readthe package insertcarefully before use.

SPK/VisaNo.:
LSX/Batch No
NSX/Mfg. Date Ma vach
HD/Exp. Date
Manufacturer;
Casdsin vudt; SOHA VIMEX PHARMACEUTICAL JOINT STOCK
CONG TY €4 PHAN DUOC PHAM SOHA VIMEX COMPANY

Bubing N1-Khu cdng nghidp Yén M Il, Thi trdn vén M,
Huyen Yen My, Tinh Hung ¥én, Vigt Nam,
SPT: 02217306996
E-mail- sohavimexi@sohacogroup. com.vn .
& N
HQP"QWI’I’I' PNl ENIII BB RINTRIRBRERRRTRIIY e ! Boxof 1bottlex 60 ml

N1 Road - Yen My Il Industrial Zone, Yen My Town,
YenMy District, Hung Yen Province, Vietnam,
Phone: 02217306996

p.COmam
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Nhan danlo

4 —

Thanh phén: CosGsanxudt:

CArDOCISRINE...vrerereererenenrrsenes 15% (K/tt) SIRO CTCP DUQGC PHAM SOHA VIMEX
Chi dinh, cach ding, chéng chi dinh va céc Puting N1 - Khu cong nghiép Yen My II, Thy trdn

théng tin khac: xem trong t huéng dén su Esn“ Ac A“B“ 75“ mu , 5 |II| Yén My, Huyén Yen My, Tinh Hung Yeén, VietNam.
dyngthudckemtheo. e SDT: 02217306996

Tiéuchudn: TCCS Carbocisteine 15% (ki/tt) E-mail: sohavimex@schacogroup.cam.vn
Bdo quan trudc va sau md nap: Nai kho réo,
nhiét d6 dui30°C, tranh 4nh sang.

Strdung trong vong 30 ngay saukhimdnap.
Déxatdmtaytréem.

Docky huéng dansidyngtrudckhiding.
SPK/Visa No.:

LSX/Batch No
HD/Exp. Date

Barcode
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If

SIRO

/SOHACARBO 750my 5l

Carbocisteine 15% (ki/tt) ‘ .

SIRO

SOHACARBO 730mg /5ml

Carbocisteine 15% (kl/tt)

£3

G

Hop1lo 20 ml

SOHAVIMEX

Thanhphén:
Carbocisteine. 15% (ki/tt)
Chi dinh, cich ding, chng chi dinh va cac
théng tin khac: xem trongtd hudng dénsd dyng
thudc kéem theo.

Tiéuchudn: TCCS

Bao quédn trudc va sau md nép: Noi kho rdo,
nhietdo du6i30°C, tranh anh séng.
Strdyngtrang vdng 30 ngay sau khimdndp.
Béxatdmtaytréem.

Boc ki huding dansidung trudckhi ding.

LSX/Batch No
NSX/Mfg. Date
HD/Exp. Date

Co 56 sn xudt:
CONG TY 6 PHAN DUGC PHAM SOHA VIMEX
Buding N1-Khu coing nghiép Yen My I, Thy trdn Yen My,
Huy@n Yén Mg, Tinh Hung Yén, VietNam,
50T:02217306996

E-mall: sohavimex@sohacogroup com.yn

sessssssiatsesssesRedinRbReRRES

SYRUPS

SOHAGARBO 730my/sni

Carbocisteine 15% (w/v)

£N

Box of 1 battle x 0 ml

BASEAEEEARNIERIRBRBRRRRRRNTRIRRS

Compaosition:

(1] 1o (| ———— 15% (w/fv)
Indications, administration, contraindi-
cations and further information: please refer
tothe package insert.

Specification:In-house

Storage before and after opening: Store in a
dry place at temperature below 30°C, aveiding
light.

Use within30daysafteropening.
Keepoutofreach of children.
Readthepackageinsertcarefully befy

SPK/VisaNo.:

Ma vach

Manufacturer:

SOHA VIMEX PHARMACEUTICAL JOINT STOCK
COMPANY

M1 Road - Yen My II Industrial Zone, Yen My Town,
Yen My District, Hung Yen Province, Vietnam.

Phone: 02217306996

E-mail: schavimex@sohacogroup.com.vn

SSEEEEINIIEEOSOENTREBNRNRREEES
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N ‘Dsﬁmgf 5 Nhan dan IO

Thanh phén: ARl Casésan xut:

CArDOCIStEINe. .. 15% (K1) SIRO CTCP DUGC PHAM SOHA VIMEX
Chi dinh, c4ch dl]ng, ch&ng chi dinh va cac Pudng N1 - Khu cong nghiép Yen My I, Thy trdn

thong tin khac: xem trong t& huéng dan su :‘sn“ AB Aan 75“ mu l 5"" Yén My, Huyen Yen My, Tinh Hung Yen, Vit Nam.
dyngthudckémtheo. " SPT:02217306996

Tiéuchudn: TCCS Carbocisteine 15% (kl/tt) E-mail: sohavimex@sohacogroup.com.vn
Bao quan trudc va sau md nap: Nai kho réo,
nhiétdo dudi30°C, tranh anh sang.
Strdungtrong vong 30 ngay sau khiménap.
Déxatdmtaytréem.

Pocky hudng dén strdyng trudc khidung.
SPK/Visa No.:
LSX/Batch No

HD/Exp. Date

Barcode
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SOHACARBO 750 mg/S ml

DUGGBHEN,
S0 U

ng dugc tiem

fre em

1. THANIH PHAN CONG THUC THUOC
Thanh phan hoat chdt: Carbocisteine 15% (kl/tt)
Thanh ph(fr.: 1 chroe: Sodium hydroxide, xanthan gum, glycerin, sucralose, edetate disodium,

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

khiét.
2. DANG BAO CHE
Siro

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

3. CHI DINII

[16 tro ditu tri cac bénh 1y dudng hd hép dac trung boi dom nhicu va nhot, bao odm bénh phoi tic
ngh&n man tinh & nguoi I6n va tré em tir 13 tdi tro 1én.

4. CACH DUNG, LIEU DUNG

Liéu dune cho noudi I6n va tré tir 15 tudi trd 1én

Liéu khuyén céo ban dau hang ngay la 750 mg carbocisteine/lan x 3 lan/ngay (twe 1a 5 ml siro/lan
x 3 lan/ngay).

Khi cac tricu chimg duoc cai thién, lidu hang ngay c6 thé giam xudng con 750 mg/ldn x 2 lan/ngay
(tire 12 5 ml siro/lan x 2 lan/ngay). Liéu hang ngay t6i da 12 2250 mg tdce 14 15 ml/ngay.

Cach dung

Dung duong udng.

Vi quy cach dang 6ng 5 ml don lidu, sir dung hét dng ngay sau khi mo nip.

Vi quy cach dang lo da liéu, st dung cde chia lidu dé 1ay thé tich thude phi hgp.

5. CHONG CHI DINH

Bénh nhan qua man cam vai carbocisteine hodce voi bt ky thanh phdn nao cua thudc.

Bénh nhén bi loét da day ta trang c6 tién trién.

6. CANH BAO VA THHAN TRONG KHI DUNG THUOC

Cén than wong khi ding thuée & ngudi cao tudi, ngudi cd tién sir lodt da day 14 trang hodic ngudi
dang dung dong thoi vai cac thude ¢6 tac dung khong mong mudn géy xudit huyét dudng ticu hoa.
Vi thudc tiéu nhiy ¢ thé pha v hang rao niém mac da day nén can than trong ¢ nhitng bénh nhan

¢6 tién sur loét da day 14 trang. Néu xuat huyét tiéu héa xay ra, b¢nh nhan nén ngimg thudc.

Td dwrge
Thudc niy 6 chira 121,8 mg natri (12 thanh phan chinh trong mudi an) trong m&i 5 ml siro, twong

duong xdp xi 6,1% khau phan natri t6i da méi ngay duge khuyén cdo cho ngudi lon 1a 2 g.
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soi hﬁ’ %:c);o i )&u v& sir dung thude trén phu nir ¢6 thai, chi nén ding thude néu loi ich vuot trdi so
Nng /00, /ﬁhuw.n céo khong nén st dung thude trong ba thang dau cua thai k.

\&%Wﬁ‘l}ﬁﬁé,con bu

Khong ¢o dir liéu vé viée carbocisteine ¢6 dugce bai tiét qua stra me, hay ¢6 anh huéng deén tré ba

me hay khong. Khuyén cdo phu nir dang cho con bt khéng nén st dung thudc.

Kha ning sinh san

Khdng co di licu vé tac dung cua carbocistcine ddi voi kha ning sinh san.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN IIANII MAY MOC
Carbocisteine khong ¢6 hodc anh huong khong dang ké dén kha ning lai xe va van hanh méay moc.
9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tic thude

Khong nén két hop thude tiéu dom véi thude chéng ho va/hode cac thude 1am kho dich tiét
(atropinic).

9.2. Twong ky cua th ube

Do khong ¢é cac nghién ciru vé tinh trong ky cua thudc, khong tron 14n thude nay véi cde thube
khdc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Bang 16m tat cic phan (g co hai clia thude (ADR) duoc phan loai theo tén sudt xay ra: rit thuong
gip (ADR > 1/10), thudng gap (1/100 < ADR < 1/10). it gdp (1/1000 < ADR < 1/100), hiém gip
(1/10000 < ADR < 1/1000), rat hiém gap (< 1/10000), khong xéc dinh (khong thé ude tinh tir div

liéu sin o).

I1¢ co quan ' Tén suit Tac dung khong mun«r mudn

N o e i o Phan (mg qua man va ban do nhiém i
ROi loan h¢ thong micn dich | Khong xde dinh | .,
sdc ¢o dinh

s . [ ... . et Tiéu chay, budn nén. non, kho chiu
RGi loan ticu hoa | Khong xéc dinh | | o b
ving thuong vi va xuat huyct tiéu héa

Phét ban, phat ban di ing do thudc,
' Réi loan da va md dudi da | Khong xdc dinh | viém da bong nude nhu hdi ching
Stevens-Johnsons, hdng ban da dang

Bao cdo cic tac dung khéng mong m ubn

Viée bdo cdo cdce tde dung khong mong mudn sau khi thude luu hanh la rit quan trong. Diéu ndy
cho phép tiép tuc theo déi danh gid loi ich/rii ro ctia thude. Can théng bao cho bac s9, dugc sy
ddi voi cac phan g ¢6 hai gap phai khi sur dung thude hodc bdo cdo cdc phan g co hai cia
thuée vé Trung tam Qudc gia vé Thong tin thude va Theo dai phan mg co hai cia thude

Théng bdo ngay cho bdc st hogc dwge sT nhitng phan irng c6 hai gip phai khi st dung thudc
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A LIEU VA XU TRI

cd W%dﬂ

idtl hoa 1 tri¢u chimg thuong gap nhét khi diing qud liéu carbocisteine.
s
am lidu carbocisteine. Tich cuc theo dai dé ¢6 bién phéap xu tri kip thoi (vi du nhu raa

12 DAC TINH DUQC LUC HQC

Nhém dwoe Iy: Thudce tiéu dom

Mai ATC: RO5CBO03

Co ché tac dung

Carbocisteine (S-carboxymethyl L-cysteine) dd duge ching minh 1a ¢6 anh hudng dén tinh chit
vl luong chit nhiy glycoprotein duge tiét ra & dudng ho hdp trén cac mé hinh dong vat binh
thuong va viém phé quan.

Téc dung duoc lyc hoe

Su gia ting 1y 1¢ acid: glycoprotein trung tinh cua chit nhdy va su chuyén dang cua cic t¢ bao
huyét thanh thanh cac té bao nhdy duoc biét 1a dap Gmg ban dau déi vai kich thich va thudng s¢
dAn dén su tang tiét. Viée sir dung carbocisteine ¢ dong vit tiép xtc véi tac nhan kich thich cho
thdy glycoprotein dugc tiét ra & mire binh thuong; trang thdi tiét glycoprotein trg lai binh thuong
nhanh chéng néu sir dung thudc sau khi da tiép xiic vdi tac nhan kich thich.

Hi¢u qua lam sang va an toan

Céc nghicn cau ¢ nguoi da chimg minh ring carbocisteine lam giam sy tang sinh (& bao hinh dai.
Do vay, carbocisleine co vai trod trong viée kiém soat cac bénh 1y dudng hé hép dic trung boi chit
nhdy bt thuémng.

13. DPAC TINII DUQC DONG HQC

Carbocisteine dugc hip thu nhanh chéng qua dudng tiéu hoa. Trong 1 nghién ctiu, trang thdi cén
biang vé duoc dong hoc khi dung 2 vién nang carbocisteine 375 mg, 3 lin/ngay trong 7 ngdy & cic

tinh nguyén vién kh{)c manh cho céc thong s6 duoc dong hoc sau:

| Chi s6 huyu lLl’U’Il“ ' (nma binh Klm_an g g,ld ri
| Tinax (210) 2,0 1030
T (gid) 1,87 1425
KEL (gio™h 0,387 0,28 — 0,50
AUCo75 (m(.g gioml ™) 39.26 126,0 - 62,4
_ T hunt1 s0 duoc dong hoc -
*CLs |2012 (Lgio) |
0 | 331 (ml.phut™")
Vb 105,2 (L)
%\ﬂ) 1175 (L. Kgh

*I'inh tir lidu dun" cho mcay thir 7 cua nvhlcn cuu.
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A\ "ACH DONG GOI
(CONﬁ 0 ﬂf_i‘,‘D ml, dng mang PVC/PE, kém 01 1o huong dan suir dung

0 PH;
Uac ]LQPAMD x 60 ml, lo thiy tinh tron ndu 60 ml, nap HDPE. kém 01 cbe chia lidu va 01 t& hudng

ﬁdﬂlﬂﬁﬁ

D

e ) X 90 ml, lo thiy tinh tron nau 90 ml, ndp HDPE, kém 01 cbe chia liéu va 01 O huong
. &&zmsu dung.
15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Diéu kién bao quan:
- Quy céch hop chira dng:
Noi kho rdo, nhiét dé dudi 30°C, tranh anh séng.
- Quy cach hop chia lo:
Trude va sau khi mo nap: Noi kho rdo. nhi¢t do dudi 30°C. tranh anh séng
Han ding:
- Quy céch hdp chirta dng: 24 thang ké tir ngdy san Xudt
- Quy céch hop chira lo: 24 théng ké tir ngay sin xuét; 30 ngay sau khi mé ndp lo
Tiéu chuan chat lwong thuéc: TCCS
16. TEN, DPIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC PHAM SOHA VIMEX
Dia chi: Duong N1 - Khu céng nghi¢p Yén My 11, Thi tran Yén My, Huyén Yén M3, Tinh Hung
Yén, Viét Nam.




