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’/ ‘SOHACARBO 250ms lﬁml

Carbocisteine 5% (ki/tt) :

SIRO/KHONG DUGC TIEM

SOHAGARBO Zﬁllmulﬁml

Carbocisteine 5% (ki/tt) :%

SOT: 02217306996/ E-malk

Hop306ngx5ml %

Shn oudt tal:

CONG TY £ PHAN DUGC PHAM SOHA VIMEX
Duing N1~ K céng nghigp Yen M7 1, Th trdn Yen Mg, Huyen

Yién My, Tinh Hung ¥eén, Viet Nam,

Thanhphan:
CarbociSteing .oonvvvessrmmcrnasss 5% (ki/ftt)

Chi dinh, cach dung, chéng chi dinh va
cac théng tin khac: xem trong té hudng
dénstdyngthudckémtheo.

Tiéu chudn: TCCS

Bdo quan: Nai kho rdo, nhigt do dudi
30°C, trénh &nhsang.

Déxatadmtaytréem.
Boc ky huang ddn st dung trudc khi
dung.

SDK/Visa No.:
LSX/Batch No
NSX/Mfg. Date
HD/Exp. Date

...............................

Nhan hop

SYRUPS/NO INJECTION

Phane: 02217306996/ E-mall: schavimex @sohacogroup.com.vn

‘SOHACARBO 250my/5ml

Carbocisteine 5% (w!v) E
Box of 30 ampules x 5 ml

Manufactures:

SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY
N1Road - Yen My il industrial Zone, Yen My Town, Yen My

District, Hung Yen Province, Vietnam.

Composition:
Carbocisteine.........meeiins

e 5% (W)

Indications, administration, contrain-
dications and further information:
pleaserefertothe packageinsert.

Specification:in-house

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

Keepoutofreach of children.
Read the package insert carefully
before use.
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Nhan 6ng

SOHAGARBO 250my/

Carbocisteine 5% (Ii/tt)

ami E

CTCP DUGC PHAM
SOHA VIMEX

SIRO/KHONG DUTC TIEM
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CO PHAN,

4| DUOC PHAM |
SOHA VIMEX

‘SORACARBO 5011

Carbocisteine 5% (id/tt)

SOHACARBO 250my /5

Carbocisteine 5% (ki/tt)

G

Hop1lp 60 ml

SOHAVIMEX

Nhan hop

sSesssss s IAssaansnbanasRinNbEs

Thanh phén:
Carbacisteine. 5% (klftt)
Chi dinh, cich ding, chfng chi dinh va cac

théng tin khéc: xem trong tyhudng din sirdyng
thudckémtheo.

Tiéuchudn: TCCS

Bdo quan trudc va sau mo ndp: Noi kho rdo,
nhigtdo dudi30°C, tranh &nhséng.

SUdyng trang ving 30 ngay saukhiménép.
Déxatdmtaytréem,

Dockyhudng ddn sidunag trude khiding.

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

Cosdsanxut;
CONG TY €8 PHAN DUGC PHAM SOHA VIMEX
Duting N1 - Khu céng nghiép Yén My 1|, Th trén Yén My,
HuyenYen Mg, TinhHung Yén, Viet Nam.
SDT:02217306996

E-mail: sohavimex(@ sohacogroup.com vn

I s S R

SYRUPS

SOHACARBO 230 1my/5nl

Carbocisteine 5% (w/v)

G

SCHAVIMEX

Boxof1bottiex60ml

FEEE IR NS AN R NSRS RN AR E N A SRR

Compasition:
CArbOCIStRING. usmmmeessmsomirmsssscssssssrnions 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 within30daysafteropening.
Keepoutofreachof children.

Readthe packageinsertcarefully before use.

SDK/VisaNo.:

Ma vach

Manufacturer:
SOHA VIMEX PHARMACEUTICAL JOINT STOCK
COMPANY

N1 Road - Yen My Il Industrial Zone, Yen My Town,
Yen MyDistrict, Hung Yen Pravince, Vietnam.
P‘hune:ommg v

E-mall
E-mail:

p.COMLVT




*‘ DUJC PHAM '* Nhén dén IQ

SOHA VIMEX

Thanh phén: Cassanxust:

CarbOCIStRIN. ..v.vvvvvvvevseerrnrersreeen 5% (ki/tt) SIRO CTCP DUGC PHAM SOHA VIMEX
Chi dinh, cach ding, chéng chi dinh va cac

. Dudng N1 - Khu cong nghiép Yén My II, Thy trdn
théng tin khac: xem trong t& huéng dan su {sn“ Ac ARB“ zaﬂ n‘g lﬁ““ Yén My, Huyén Yen My, Tinh Hung Yen, Viet Nam.
dungthudckemtheo. A $DT:02217306996
Tiéu chudn: TCCS Carbocisteine 5% (kl Itt) E-mail: sohavimex@sohacogroup.com.vn
Bao quan trudc va sau md nap: Noi kho rao,
nhiétdo duci30°C, tranhdnh séng.
Stdyngtrongvong 30 ngay saukhiménap.
Déxatdmtaytréem.

Docky huéngdansidung truéckhidung.
SPK/Visa No.:

Barcode & ' LSX/Batch No

AT HD/Exp. Date
SOHAVIMEX Lo 60 ml | /Exp
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‘SORACARBO 501y

Carbocisteine 5% (ki/tt)

‘SOHACARBA Z50my /ol

Carbocisteine 5% (ki/tt)

SCHAVIME X

Hop 110 90 mi

Thanh phén:
Carbocisteine. .. 590 (kIfAL)
Chi djnh, cich ding, chdng chi dinh va cac
théngtin khdc: xem trong td hudng ddn stidyng
thudckémtheo.

Tiéuchugn: TCCS

Béo quan trudc va sau m& ndp: Noi khe réo,
nhiétdo dudi30°C, tranhanh sang.

St dyngtrong vong 30 ngay saukhimdndp,
Déxatdmtaytréem,

Bock{ hudng dan sidyng trudc khiding.

Carbocisteine 5% (w/v)

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

Cosdsdnxudt:
CONG TY €6 PHAN DUGC PHAM SOHA VIMEX
Duting N1 - Khu cong nghigp Yén My II, Thy trén Yén My,
HuyénYeén My, TinhHung Yan, VietNam.
5DT:02217306995

E-mail: sohavimex@sohacogroup.com.yvn

@

SOHAVIMEX

Nhan hop

WHO-GMP

SOHACARBO 230y /5ml

Boxof 1bottle x 90 ml

R R R R R R R R R R R R R RN R T

Composition:

[T 1T =T ———- U () (1)
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,
Keepoutofreachof children,

Readthe packageinsertcarefully beforeuse.

SDK/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(f sahacogroup.com vn
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8 PHAN
DUYC PHAM |,
SOHA VIMEYX

Thanhphén:

Carbocisteine..........cccceeereeerenrnnnn... 5% (ki /1)
Chi dinh, cach ding, chdng chi dinh va cac
thong tin khac: xem trong t& hudng dan su

dyngthudckemtheo.
Tiéu chudn: TCCS

Bdo quan trudc va sau mé nap: Nai kho réo,

nhieétdo du6i30°C, tranh anh sang.

Stdyngtrongvong 30 ngay sau khiméndp.

Déxatdmtaytréem.
Docky hudngdansudungtrudckhiding.

SOHAGARBO 250mu /oml

Carbocisteine 5% (ki/tt)

Barcode

SOHAVIM

Lo 90 ml |

Casdsan xudt:

CTCP DUGC PHAM SOHA VIMEX
Buding N1 - Khu cong nghiép Yén My II, Thy trdn
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




https://trungtamthuoc.com/

4\ DUGC PHAM
SOHA wmékrr i lg khﬁng dugc ticm

1. THANH PHAN CONG THUC THUOC
Thanh phan hoat chdt: Carbocisteine 5% (kl/tt)
Thanh phffn td dicoc: Sodium hydroxide, xanthan gum, glycerin, sucralose, cdetate disodium,
methylparaben, sodium dihydrogen phosphate dihydrate, huong dau long, ponceau 4R, nudc tinh

khiét.

2. DANG BAO CHE

Siro

M@ ta dang bao ché: Siro trong sudt, mau do hong, mui thom, vi ngot.
3. CHI DINII

113 tro didu tri cdc bénh ly dudng hd hip dic trung bai dom nhiéu va nhot, bao gdm bénh phdi tic

nghén man tinh.
4. CACH DUNG, LIEU DUNG
Nglro: lon
Liéu khuyén cdo ban diu 1a 2250 mg carbocisteine/ngay (tuong duong 45 ml siro) chia lam nhiéu
lan, giam xudng con 1500 mg/ngay (twong duong 30 ml siro) chia lam nhiéu lan khi bénh nhan c6
dép Gng tich cuc voi thude.
Vidu: 15 ml siro/lan x 3 lAn/ngdy giam xudng con 10 ml siro/lan x 3 1n/ngay.
Tré em
Tré 2 — 5 wdi: 1,25 — 2,5 ml/lan x 4 1an/ngdy.
Tré 6 — 12 tudi: 5 ml/lan x 3 1an/ngdy.
Carbocisteine chéng chi dinh véi tré em dudi 2 toi.
Cach ding
Dimng duong ubng.
Vi quy cich dang éng 5 ml don liéu, str dung hét dng ngay sau khi mo niip.
Véi quy cach dang lo da lidu, sir dung cbe chia liéu dé 14y thé tich thude phi hgp.
5. CHHONG CHI DINH
Tré em dudi 2 tudi.
Bénh nhin bi loét da day co tién trién.
Bénh nhin qua man cam véi carbocisteine hodic v6i bat ky thanh phin nao cua thudc.
6. CANII BAO VA THAN TRONG KHI DUNG THUOC
Céc truong hop can dic bict than trong khi dung thude:
_ Bénh nhan hen phé quan ¢d tién sit co thét phé quan
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21935, Bénh nhan suy hé hap nang

y ™ ;‘ i -~ ~ b3 .5 o ’ ~ x
cﬁye TY \‘f{i\licnh nhan suy nhugc. Lam giam phan xa ho s€ ¢6 nguy co gdy tac nghtn dudng tho do
CO PHAN | [uong dich tiét tang lén.
DUJC PHAM, . e h SEamt T P b e el R < o |z
* SGHF\ "u"il‘lé& diifg carbocisteine ¢ nghfa 13 1am giam do nhét va loai bo dom, thong qua hoat ddng cua t&

6 chuyén cta bidu mé hotic do phan xa ho. Dy kién 1a sau khi dung thuc s& ¢6 su gia ting
4 dom. Vi vay, khong nén két hop thube nay voi thude giam ho.

CAn than trong khi st dung carbocisteine ¢ nhitng nguoi dé bi loét da day ta trang, vi thudc tiéu

chét nhiy c6 kha ning phé huy hang rao niém mac da day.

Ta diwge

Thude nay c¢é chira 41,3 mg natri (la thanh phén chinh trong mudi an) trong mdi 5 ml siro, tuong
dwong x4p xi 2,1% khdu phén natri t8i da m&i ngay duoc khuyén céo cho ngudi 16n a2 g.
Thude nay chira methylparaben, ponceau 4R ¢6 thé gdy céc phan Gng di ting.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai

Mic dit cde thir nghiém trén cde loai dong vat ¢6 vii cho thiy khong cé tac dung gdy quai thai
nhung khuyén cdo khong nén sir dung thude trong ba thang dau cua thai ky.

Phu nit cho con bu

Chua rd lidu carbocisteine/chit chuyén hoa c6 dugce bai tiét qua sita me hay khong. Khuyén céo

ngimg cho con bu khi phy nir dang cho con bt sir dung thude.

Kha nang sinh san

Khong c6 dit ligu lién quan vé tac dung ctia carbocisteine ddi vai kha nang sinh san.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANII MAY MOC
Carbocisteine khdng ¢o hogc anh huéng khong dang ké dén kha nang l4i xe va van hanh may maéc.
9. TUONG TAC, TUONG KY CUA THUOC

9.1. Tuong tic thude

Khong nén két hop thube tiéu dom véi thube chdng ho vashodc céc thude 1am kho dich tiét

(atropinic).

9.2. Tuwong ky ciia thube

Do khong c6 cac nghién clu vé tinh tuong ky cia thude, khong tron lan thude nay véi cac thude
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Bang t6m tit cac phdn tng co hai cua thube (ADR) duge phan logi theo tan suat xay ra: rit thuong
gip (ADR = 1/10), thudng gdp (1/100 < ADR < 1/10), it giip (1/1000 < ADR < 1/100), hiém gép
(1710000 < ADR < 1/1000), rét hiém gap (< 1/10000), khong xac dinh (khong thé udc tinh tir dit

lidu san co).

H¢ co quan Thn suit Tac dung khong mong muon
R&iloan tim mach Hiém gip I)_zirfh?ém_——_—
R&i loan noi tiét Khong xdc dinh | Suy gidp*
' R4i loan tiéu hoa tgip Budn non, non va tiéu chay
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22\ I1¢ co quan | Thn sult Téc dung khong mong mudn

‘_‘-{\ Rét hiém gap Xuat huyét da day
\\ Khong xac dinh 'Kho chiu ¢ da day

Rt hiém gap Phat ban

’yj N L Hiém gap May day va co thit phé quan**

R&i loan co xwong va mo lién két | Hiém gap Dau co

Pau déu, chéng mit, ti¢u khong

R&i loan hé thin kinh Hiém gip ;
tu chu, danh trong nguc
R6i loan ho hip. 1dng nguc va | Hiém gip Hut hoi
trung thit Khong xéc dinh | Tang tict phc quan
= o 1 110i ching Stevens-Joh
Roi loan da va mo dudi da Khéng xéc dinh chling SIevens-1omnsons

hong ban da dang

* Dijc bi¢t cha ¥ & bénh nhén b suy giam chire nang tuyén oidp do co nguy co xay ra ching suy

giap thoang qua.

*#* Pic bist cht ¥ ¢ bénh nhan hen phé quan do nguy co xay ra co thit phé quéan (co thit mot co
thanh phé quan din dén giam ludng khi). Trong nhiing truong hop nay, nén nging diéu tri.

Thing bdo ngay cho bdc st hodc dwgc st nhitng phidn teng cé hai gap phai khi sie dung thubc

11. QUA LIEU VA XU TRI
Triéu chirng:
R&i loan tiéu hda (dau da day, budn nén va non) 1a nhiing triéu ching thudng gap nhét khi ding
qua liéu carbocisteine.
X tri:
Tich cuc theo doi dé ¢6 bién phap xu tri kip thoi.
12. PAC TINII DUQC LUC HOQC
Nhéom duge 1y: Thude tiéu dom
Mi ATC: ROSCBO3

Carbocisteine (S-carboxymethyl L-cysteine) da duoc ching minh 1a ¢6 anh huong dén tinh chét
va lugng chét nhdy glycoprotein duoc tiét ra & dudng ho hép trén cdc md hinh déng vat binh
thudng va viém phc quan. Sy gia tang ty 1¢ acid: glycoprotein trung tinh cta chit nhdy va su
thl)’Cl‘l dang cua cdc t¢ bao huyét thanh thanh cac té bao nhay dugc biét 12 dap (mg ban diu déi
véi kich thich va thudng s¢ din dén su ting tiét. Viée sir dung carbocisteine ¢ dong vat tiép xtc
véi tac nhan kich thich cho thdy glycoprotein duge tiét ra & muc binh thudng; trang thai tiét
glycoprotein trd lai binh thudng nhanh chong néu sir dung thude sau khi da tiép xic vdi tac nhan
kich thich. Mot s6 nghién ctru da chimg minh ring carbocistcine lam giam sy ting sinh té bio hinh
dai. Do viy, carbocisteine c6 vai tro trong viée kiém soat cac bénh 1y dudong hd hép ddc trung bai
chit nhiy bat thudng.

13. PAC TINH DUQC DONG 1HOC
Carbocisteine duoc hép thu nhanh chéng qua dudng tiéu héa. Trang thai cin bing vé duge dong

hoc khi diing 2 vién nang carbocistecine 375 mg, 3 lan/ngay trong 7 ngay ¢ cdc tinh nguyén vién
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43 ~Rhoe manh cho cac thong s6 duge déng hoc sau: Tiax trung binh 12 2,0 gio (khoang gid tri 1,0 —
;—* CONG Y &,ﬂ\'\\ly la 1,87 gior (khoang gid tri 1,4 —2,5); KEL la 0,387 gio" I (khoang gia tri 0,28 — 0,50) va
vl PHA’\ AUCo75 14 39,26 meg.gid/ml (khoang gié tri 26,0 — 62,4). Céc gid tri duge dong hoc CLS 1a 331

DUJC PHAN hyma L VD12 1052 I va VD 1,4 Likg.
SOHRVIME: /) Uy cAci DONG GOX

© Hop 30 dng x S ml

Hop 1 1o x 60 ml, kém 1 cbe chia lidu

Hop 1 1o x 90 ml, kem 1 cde chia licu

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

Diéu kién bao quan:
- Quy cdch hop chia dng:
Noi kho rdo, nhiét dé dudi 30°C, tranh dnh sang.
- Quy cach hdp chia lo:
Trude va sau khi mo nép: Noi khé réo, nhiét d§ dudi 30°C, tranh anh sang
Han diing: '
- Quy cach hop chira dng: 24 thang ké tir ngay san Xudt
- Quy céch hdp chira lo: 24 thang ké tir ngay san xut; 30 ngay sau khi mo nip lo
Tiéu chudn chdt liong thuée: TCCS
16. TEN, DIA CIIi CUA CO SO SAN XUAT THUOC
CONG TY CO PHHAN DUQC PIHAM SOHA VIMEX
Dia chi: Duong N1 - Khu cong nghiép Yén MY II, Thi tran Yén M¥, Huyén Yén My, Tinh Hung

Yén, Viét Nam.




