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ACETYLCYSTEIN 
SOHA 100 SACHET 

Acetylcysteine 100,0mg ea 

Thudc c6m pha dung dich 

ACETYLCYSTEIN 
SOHA 100 SACHET 

Acetylcysteine 100,0 mg =a 

Hop 30 gdi 

(€o38 sin nut: CONG TY CO PHAN DUOC PHAM SOHA VIMEX: 
‘Dudng Ni Khu cling nghitn Yen Me? I, Thy win Vien MAP, Huryen Vier Map, Tinh Hung Yen, Viet Nam. 

‘SDT; 62217306996 /E-mal: schavirment@sohacogroup.com.vn 

Nhan H6p 

Thanh ph§n: 
Méi196i 0,5g chia: Acetylcystelne....os.ue 100,0mg 
Chi dinh, céch ding, ch6ng chi dinh va cae théng tin 
khae: xem trong tt hudng dan su dung thuéc kem 

TituchuénsTecs 
Baoquan: 
Noikho réo, nhietdo dusi30°C, tanh anh sang, 
Déxatémtaytréem, 
Bocky huéng danstdyngtrudckhi ding. 

Hudng din sti dung: 

Hod tan hét hon ton thudc cm trong géi vt mot lugng nude 
‘vila do. Using ngay saukhipha 

. HO-G ol 

Granules for oral solution 

ACETYLCYSTEIN 
SOHA 100 SACHET 

Acetylcysteine 100.0 mg oa 

‘anutacturer: SOWA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY 
‘Ni Road - Yen My tds! Zone, Yen My Ter Yer hy District, Hung Yen Province, Vietnam, 

Phone: 02217306996/E-mall sohavimext@-sohacogioup.comvn 

Composition: 
Each sachet 0.59 COMEBINS:..eererenersremeaae| 100,.0mg 

and 
further Information: 
pleaserefertothepackageinsert. 
Specification: in-house 

Storage: 
Store ina dry place attemperature below 30°C, avolding 

It. 
Keep outofreach of children. 
Read the package insert carefully beforeuse, 

‘SOK/Visa No.: 

LSX/Batch No 

NSX/Mfg, Date Barcode 
HO/Exp. Date 
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Nhan goi 

Thuéc cém pha dung dich 

ACETYLCYSTEIN 
SOWA 100 SACHET 

Acetylcysteine 100,0 mg «a 

@ THANHPHAN: 
MGi1g41 0,5.g chia: Acetylcystelne...cmssnsuemees 100,0mg 

Chi dinh, cach ding, chéng chi dinh va cac théng tin | 
khac: xem trong td huéng dan sttdyng thuéc kém theo. 
Huéng d4n sitdyung: 

Hoa tan hét hoan toan thuéc cém trong gél véi mot lugng 

nuéc vita di, U6ng ngay sau khi pha. 

Tléuchugn:TCcs. 

Baoquan: Noi khé ro, nhiét dO duéi 30°C, tranh4nh sang. 

Béxatdm taytréem. 
Pocky hudng danstfdung trudc khidiing. 

SBK/VisaNo.: 

Co sd san xudt: CTCP DUQC PHAM SOHA VIMEX 

Barcode 

os 

LSX/Batch No 



Tie bao ngay cho hic Sp hodc duge sy nhiing phan ting cé hai gdp phai khi sir dung thudc. 

1. THANH PHAN CONG THUC THUOC 
MGi 1 g6i 0,5 g chita: Acetylcysteine 100,0 mg. 

Thanh phan ta duge: Sucralose, Ascorbic acid, Sunset yellow, Orange flavor, Mannitol. 

2. DANG BAO CHE 
Thudéc cm pha dung dich uéng. 

M6 ta: Cém thuéc khé toi, mau trang héng téi vang cam, mui thom. 

3. CHI DINH 

Diéu tri b6 sung cho cdc réi loan hé hap voi tinh trang ting tiét chat nhay, chang han nhuw 
viém phé quan cap tinh, viém phé quan man tinh va cdc dot tram trong cla viém phé quan 
man, bénh khi phé thing, bénh xo nang va gian phé quan. 

4. CACH DUNG, LIEU DUNG 
Cach ding: 

Thuéc duge ding theo duéng uéng. 

Hoa tan thuéc cém trong nuéc, udéng ngay sau khi pha. 

Luong chat long uéng vao hé tro tac dung long dém cia Acetylcysteine. 

Chua cé bao cdo vé tuong tac cia Acetylcysteine véi thie 4n va khéng cé khuyén cdo nén 
dung trudéc hay sau bira an. 

Liéu ding: 

Nguoi lon va tré em trén 14 tudi: 2 goi x 2 - 3 lan/ ngay (tuong duong 400 - 600 mg 
Acetylcysteine mdi ngay) 

Tré em ur 6 dén 14 tudi: 1 206i x 3 1an/ ngay (tuong duong 300 mg Acetylcysteine/ ngay) 
Tré em tir 3 dén 6 tudi: 1 gi x 2 - 3 lan/ ngay (twong dwong 200 - 300 mg Acetylcysteine/ 
ngay) 
Tré em tv 2 dén 3 tudi: 1 g0i x 1 - 2 lan/ ngay (tuong duong 100 - 200 mg Acetylcysteine/ 
ngay). Chi sr dung Acetylcysteine cho tré dudi 3 tuéi dudi su gidm sat y té thuéng xuyén. 
Diéu tri nén duge bat dau voi lidu luong nho hon. 

Thoi gian diéu tri & bénh cap tinh la 5 - 10 ngay, trudng hop diéu tri bénh man tinh cé thé la 
vai thang theo chi dinh cia bac si. Trong bénh xo nang (mucoviscidosis), bénh nhan can phai 
ding thuéc long dom trong suét cuéec doi. 

5. CHONG CHi DINH 

e Bénh nhan qua man véi Acetylcysteine hoac bat ctr thanh phan nao ctia thuéc. 
e Tréem duéi 2 tudi. 
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trong phéi thay déi va cac thong sé chitc nang hé hap ciing cé thé xau di. Trong nhiing truong 

hop nhu vay, phai dgi liéu tiép theo cho dén khi ho ra dom va phuc hdi tinh trang ban dau. 

Bénh nhén hen phé quan can duge theo déi chat ché trong qua trinh diéu tri bang 

Acetylcysteine, néu xuat hién co that phé quan, nén ngung diéu tri ngay lap tue. 

Than trong véi bénh nhan cd tién str loét hodc cé cac tinh trang dé dan dén xuat huyét tiéu 

héa, chang han nhw gian tinh mach thyc quan, loét da day ta trang, dic biét khi ding déng 

thoi vdi cdc thude khde co tac dung kich tng da biét trén niém mac da day, chi ding thudéc 

khi can nhac k¥ luGng gitra lgi ich va nguy co. Tuy nhién, cdc thi nghiém trén dng vat va 

kinh nghiém sir dung thuéc Acetylcysteine khéng cho thay nguy co cao bi kich tmg niém mac 

da day khi ding Acetylcysteine lén dén liéu 600 mg/ ngay. 

Acetylcysteine cé thé lam ting cuong d6 nén mitra. 

Diéu tri bang Acetylcysteine cé thé lam long va tang dich tiét phé quan, dic biét khi mdi bat 

dau diéu tri. Néu bénh nhan gap kho khan trong viéc ho, nén lam sach dudéng tho bang dan 

luu tu thé hodc hut néu can thiét. 

Khong nén ding Acetylcysteine déng thdi véi thuéc giam ho khac. 

Vi Acetylcysteine cd thé anh hudng vira phai dén qua trinh chuyén hoa histamine, nén than 

trong khi dung thuéc diéu tri lau dai @ nhimg bénh nhan kh6éng dung nap histamine, vi co thé 

xay ra cdc tri¢u ching khéng dung nap histamine (dau dau, viém mii van mach, ngtra). 

Tré em dudi 2 tudi: D4i twgng nay khé cé kha nang khac dom chi dong, co thé gay tac nghén 

dudng thé nén khéng sir dung thuéc cho déi tuong nay. 

Cac phan tmg da nghiém trong nhw héi ching Stevens - Johnson va Lyell rat hiém khi dugc 

bao cao khi str dung Acetyleysteine. Trong hau hét cdc truong hgp, nhitng phan tng nay cé 

thé duge giai thich do bénh ly c6 tir truéc cla bénh nhan va/hodc viéc sir dung dong thoi mét 

phuong phap diéu tri khac. Trong trudng hgp cé nhiing thay déi & da hoac niém mac mdi xuat 

hién, can phai kiém tra y té ngay lap tire va ngtmng su dung Acetylcysteine. 

Thudc cé thé cé mui lu huynh nhe, day khéng phai dau hiéu cho thay su thay déi cla san 

pham ma la mui dic trung cua Acetylcysteine. 

Ta duge 

San pham cé chira sunset yellow c6 thé gay cac phan tng di img. 

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

Phu ni co thai 

Dit ligu vé viée sir dung Acetylcysteine 6 phu nit mang thai con han ché. Cac nghién ciru duge 

thuc hién trén déng vat khong cho thay bat ky déc tinh sinh san nao. 

Acetylcysteine di qua hang rao nhau thai. Dir ligu hién cé khéng cho thay bat ky ri ro nao 

cho tré. 
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g. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 

Chua c6 bing ching vé anh hudng cua thudc lén kha nang lai xe va van hanh may méc. 

9. TUONG TAC, TUONG KY CUA THUOC 

9.1. Twong tic thude 

Nén str dung khang sinh dwong udéng (dan xuat penicillin, cephalosporin, tetracycline, 

aminoglycoside, macrolide va amphotericin B) riéng biét véi cac ché pham cé chita 

Acetylcysteine, sau it nhat 2 gid, ngoai tri loracarbef. Cho dén nay, sw bat hoat cla mét sé 

loai khang sinh chi dugc phat hién trong diéu kién in vitro trong do cac chat lién quan duge 

tron trurc tiép. 

Khéng nén ding déng thoi thuéc chéng ho va thudc lam lodng chat nhay nhu Acetylcysteine 

vi viéc giam phan xa ho cé thé din dén tich tu dich tiét phé quan. 

Than hoat tinh co thé lam giam hiéu qua cua Acetylcysteine. 

Su dung déng thoi véi nitroglycerin: St dung déng thoi Acetylcysteine gay ha huyét ap dang 

ké va lam tang kha nang gian déng mach thai duong. Néu viéc sir dung déng thdi nitroglycerin 

va Acetylcysteine la can thiét trong qua trinh diéu tri, bénh nhan can dugc theo déi kha nang 

xay ra ha huyét ap, vi né cé thé nghiém trong va can chi y dén kha nang xay ra dau dau. 

Str dung déng thdi Acetylcysteine va carbamazepine cé thé dan dén néng d6 carbamazepine 

dudi nguGng diéu tri. 

Anh huong dén két qua xét nghiém: Acetylcysteine cé thé anh huong dén phuong phap do 

mau ding dé do salicylate, két qua xét nghiém ketone trong nuéc tiéu. 

Cac nghién citru vé tuong tac chi duge thuc hién 6 ngwoi lon. 

9.2. Twong ky ctia thude 

Acetylcysteine cé thé lam gidm kha dung sinh hoc cia mudi kim loai nang nhu muéi vang, 

calci va sat do kha nang tao phirc chelat. Trong truéng hop khéng cé dir liéu chinh xdc diéu 

nay, nén str dung riéng biét Acetylcysteine véi cdc mudi kim loai nang hodc chon mét dudng 

dung khac. 

Déi voi mot sé loai khang sinh, sy bat hoat cla khang sinh da duoc mé ta khi tron lan véi 

Acetyleysteine hoac cac chat lam tan chat nhay khac trong diéu kién in vitro. 

Kh6ng nén hoa tan cdc ché pham co chtra Acetylcysteine trong cing dung dich voi cac loai 

thudc khac. 

10. TAC DUNG KHONG MONG MUON CUA THUOC 

Tom tat cdc phan img cé hai 
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a ia\cac phan img co hai duoc phan loai nhu sau: rat thong gap (= 1/10), thudng 
HA 

5 BP ms area, ),dén < 1/10), it gap (© 1/1.000 dén < 1/100), hiém gap (2 1/10.000 dn < 1/1.000), 
% SpaNiiD, ye 1/10.000), Chua biét (khéng thé wéc tinh tir dit liéu san cd). 

Het hong co ‘ 
Tana it gap Hiém gap Rat hiém gap Chwa biét 

quan 

Séc phan  vé, 

Qua man phan wng phan 

ve 

Hé théng mién 

dich 

Hé than kinh Dau dau 

Tai va mé dao U tai Chong mat 

Bénh tim Nhip tim nhanh 

Mach mau Xuat huyét 

Chay nudc mii, 
Hé hé hap, ngue | ~ a 2|/Co that phé Tac nghén phé 

. z tang tict phe , oo. ; 
va trung that ; quan, kho tho quan. 

quan 

N6n mua, tiéu 

on a chay, viém oe 
Hé ticu hoa . Kho tiéu 

mié¢ng, dau 

bung, buén nén 

May day, ban 
Da va m6 dudi ial ay , o. 
d d6, phti mach, | Phat ban Phu mat 

a 
ngua 

Toan than va tai| _. 
Sét 

vi tri ding thuéc 

Két qua  xét + t] Las 
Giam két tap 

nghiém, kiém | Giam huyét 4p gia ol 
leu cau 

tra 

Trong nhiing trudng hop rat hiém gap, phan img da nghiém trong, chang han nhu H6i chimg 

Stevens-Johnson va héi ching Lyell da duoc bao cao. Phan lén cdc truong hop nay da xac 

dinh cé it nhdt mét loai thuéc khac duge ding déng théi voi Acetylcysteine, diéu nay co thé 

lam tang cac kha nang tac dung phu trén da va niém mac. Vi vay, can théng bao ngay cho bac 

si néu co bat ky réi loan nao 6 da ho&c niém mac va phai ngimg str dyng Acetylcysteine ngay 

lap tue. 

Nhiéu nghién ctru khac nhau da xdc nhan sy giam két tap tiéu céu khi cd mat Acetylcysteine, 

mi lién quan lam sang cia diéu nay van chua dugc ching minh. 

Acetylcysteine cé thé cé tac dung phu trén niém mac da day cla bénh nhan mac bénh loét da 

day hodc cé tién sir bénh loét da day. 
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a PHAN. 
pusY ac olga cac tac dung khong min muén sau khi thuée duge ge duyét la rat pee imps: 

SoHpieibha 

rung tim DI & ADR ube gia, 13 - 15 Lé Thanh Téng - Hoan Kiém - Ha Ndi. 

Website: http://canhgiacduoc.org.vn/ 

11. QUA LIEU VA CACH XU TRI 
Chua ghi nhan trong hop qua liéu déc hai nao khi str dung Acetylcysteine duong udng. 

Khéng cé tac dung phu nghiém trong nao xay ra khi tinh nguyén vién dugc diéu tri bang 11,6 

g Acetyleysteine mdi ngay trong 3 thang. 

Negay ca vide uéng 500 mg/kg thé trong ciing kh6ng cé triéu chimg ngé doc. 

Tri¢Gu chirng ngd déc: Qua liéu c6 thé gay ra cac van dé vé duong tiéu hoa nhu bu6n nén, non 

va tiéu chay. Co nguy co ting tiét 6 tré so sinh. 

Xir tri: Khong c6 thudc giai d6c d&c hiéu, chi diéu tri triéu ching va hé tro. Tich cyc theo dai 

dé cd bién phap xtr tri kip thdi. 

12. QUY CACH DONG GOI 

H6p 30 g6i, mang nhém ghép gidy. 

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

Diéu kién bdo quan: Noi khé rao, nhiét dé khéng qua 30°C, tranh anh sang. 

Han ding: 24 thang ké tir ngay san xuat. 

Tiéu chudn chat lwong: TCCS. 

14. TEN, DIA CHI CUA CO SO SAN XUAT THUOC 
Tén co sé san xudt: CONG TY CO PHAN DUOC PHAM SOHA VIMEX 
Dia chi: Duong N1-Khu céng nghiép Yén My I, Thi tran Yén My, Huyén Yén My, Tinh 

Hung Yén, Vict Nam. 
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