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Chi djnh, cach ding, chong chi dijnh va céc théng tin khéc:
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BéAp quan: B2o quan lrong bao b Kin, nof khd rae, (ranh dnh
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Co 56 &an xwak

CONG TY CO PHAN DUGTC ENLIE

Budng NAE, khu céng nghiép My Phude 2, phuling My Phudic, (h] xB Bén Gal, tnh Binh Durong, Viet Na

Tiéw chudn: TCCS
SOK {Reg Noj:

DE XA TAM TAY TRE EM . _
DOC KI HFONG DAN SUF DUNG TRUGC KHI DONG

Hép 10 vi x 10 vién nang cling

Composilions: Each capsule contains:
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infermalion: Plezse read carnlUl? I.he instructions in the leaflet

Storapge: Slore ina tight conlainer, a dry place, protect
from fight, al lemperalure below 30FC

Manufaclurer:
ENLIE PHARMACEUTICAL JOINT STOCK COMPANY

AVARUS

Acetylcystein 600 mg
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Specification: In-house |

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE

Road NAB, My Phuoc 2 Industrial Park, My Fhuoc Ward, Ben Cal Town, Binh Ducng Prevince, Vielnam.
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Vién nang cirng
AVARUS

Dé xa tdm tay tré em.
Doc k§ hudng ddn sir dung trieée khi dimg.
1. THANH PHAN CONG THUC THUOC
M@i vién nang ciing chira:
Thanh phén hogt chilt: f
AoBbrloPStein. . snimmiinitiimanisias i ooy 600 mg |

Thanh p!u%n td dwgc: Lactose khan, tinh bot ngd, natri croscarmellose, aerosil, magnesi stearat,

acid ascorbic, vo nang cimg sb 00.

2. DANG BAO CHE
Vién nang cimg.
M@ ti dang bio ché: Vién nang ciing s6 00, thin nang mau trang, niip nang mau cam, bén trong

chira bot thube mau trdng dén tréing nga.

3. CHI DINH
Thubc ¢6 tic dung tidu nhdy, ding dé diéu tri hd tro céc réi loan dudng hé hdp cé tridu ching ting

tiét nhay, bao gdm ca bénh tic nghén dudng thd man tinh.

4. CACH DUNG, LIEU DUNG
Cach dung:

Thube duge ding dudmg udng. Nudt vién nang véi nuée udng. Thude nén duge udng sau khi an.

Liéu ding:

Liéu khuyén cdo thong thueong:

Ngudi 16n bao gdm ca ngudi gid va thanh thiéu nién tir 14 tudi tré 1én: 600 mg (1 vién) x 1 lan/
ngay.

Thoi gian diéu tri:

Thei gian diéu trj phu thude vao tinh chit, mic do bénh va do bée si quyét dinh.

Bénh nhdn suy gan va than:
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(3 nhimg bénh nhan suy giam chirc ning gan va than, khong cé du dir liéu v& viée cé can didu
chinh liéu hwgng hay khéng. Suy gan va suy thén ¢6 thé lam giam dd thanh thii do d6 c6 thé lam

ting phan (g ¢6 hai cta thuc do tich tu thude.

5. CHONG CHI PINH
Bénh nhin min cam véi acetyleystein hodc véi bt ky t4 duge ndo ¢ trong thanh phén cua thude.

Thudc khéng nén sir dung cho tré em dudi 14 tudi.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Céc phan tng da nghiém trong nhuw héi chimg Stevens-Johnson va hoi chimg Lyell d& duge bdo
cdo khi diing acetyleystein, nhung nhitng phan img nay hiém khi xay ra. Bénh nhén nén ngimg
ding acetyleystein va lién hé vdi can bd y t& ngay 1ap tirc trong trudmg hop cd nhitng thay dbi moi

trén da va niém mac.

Khéng 06 nghién ctiu vé hiéu qua va dd an todn cia vién nang acetyleystein 600 mg mot 1dn mdi
ngdy & thanh thiéu nién. Tuy nhién, cde phan @ng bét loi nhe, trung binh hodc néng da duge béo

cdo khi sir dung acetyleystein tiém tinh mach & thanh thiéu nién.

Thude nén duge sir dung than trong cho bénh nhén hen phé quén va bénh nhén cé tién sit bénh

loét da day ta trang,

Thudc nay nén duge sir dung than trong boi nhimg bénh nhan khdng dung nap histamin. Bénh
nhén nén tranh didu trj lau dai vi thude dnh huéng dén su chuyén héa ciia histamin va c6 thé dén

dén céc triéu chimg khong dung nap (vi du nhu nhic dAu, viém mili, ngira).

Dic biét khi bt diu didu tri, acetyloystein co thé gy lofing va ting thé tich dich tiét phé
quén. Néu bénh nhin khong thé khac ra hét chét nay, cn thuc hién cdc bién phéap hd trg thich hop
(nhw dan Tuu tu thé va hit bo dich).

Khoéng c¢6 nghién ctru cu thé nao duoc thue hién & bénh nhin suy than hojc suy gan. Suy gan va
suy thén ¢6 thé lam giam dg thanh thai va ting ndng do acetylcystein trong huyét tuong, didu nay
c6 thé 1am ting phan Gng ¢6 hai ciia thudc do tich lity thube.

Canh bao ta dwge:

Thudc ndy c6 chira lactose, bénh nhén bi rdi loan di truyén hiém gip nhu khéng dung nap
galactose, thidu hut lactase hoan toan hoiic kém hdp thu glucose- galactose khong nén ding thube

nay.

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

Phu nit co thai

Khdng cé dir ligu vé viée sir dung acetylcystein & phy nir mang thai. Cac nghién ciru trén dng vit
khéng chi ra cdc thc dong c6 hai tryc tiép hoiic gidn tiép dén qua trinh mang thai, su phét trién cia
phdi / thai nhi, qua trinh sinh n& hofic phét trién sau sinh.

Pl ni¥ cho con bu

Khéng co dit théng tin vé s bai tiét ciia acetylcystein hoje cc chat chuyén hoa ciia n6 trong sira
me. Stt dung trong thdi ki mang thai va trong khi cho con b nén ¢én nhic k¥ gitta cén bang nguy
co / loi ich.

Ciin tham khdo y kién bde sT trudc khi ding thudc nay cho phu niv mang thai hogic cho con b,

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

Acetylcystein khong anh hudng dén kha nang l4i xe va siv dung may méc.

9. TUONG TAC, TUONG KY CUA THUOC

Thude chéng ho

Néu thude nay duoc st dung két hop véi cée loai thude gidm ho (thude chéng ho), phan xa ho bi
trc ché cd thé gdy ra sir tich tu dich tiét gy nguy hiém, vi vay sy két hop ndy phai that than trong.
Than hoat tinh

Dung chung véi than hoat ¢o thé lam giam higu qua cia acetylcystein.

Thude khéng sinh

Céc bdo cdo vé viéc acetyloystein lam béat hoat céc khdng sinh (aminoglycosid, penicilin,

tetracyclin) chi ra ring su bit hoat ndy chi xay ra khi céc chit nay dugc trdn truc tiép v6i nhau
trong éng nghiém. Tuy nhién, viée ding ddng thdi khang sinh va acetyleystein dudng udng nén
diing cach nhau it nhdt hai gid. Didu ndy khéng 4p dung cho thubc khang sinh cefixim hofic
loracarbef.

Acetylcystein va glyceryl trinitrat

Diing ddng thdi céc thude ndy cé thé lam ting téc dung giin mach va fic ché két tap tiéu ciu cia
glyceryl trinitrat. Néu vige didu tri két hop nhu vy duoe coi 12 cin thiét, bgnh nhén can duge theo
d5i vé kha ning ha huyét 4p c6 thé xay ra, tinh trang nay c6 thé nghiém trong va ¢6 thé duge biéu
hién bing dau dau.

Acetyleystein va eée phép do trong phong thi nghiém
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Acetylcystein ¢6 thé anh hudng dén xét nghiém do mau ciia salicylat.

Acetyloystein ¢6 thé anh huéng dén két qua khi do ceton trong nuée tidu.

Twong ky:

Do khéng c6 dy di cdc nghién ctru vé tinh twong ky ciia thude, khang tron 1dn thude ndy voi cdc

thudc khac.

10, TAC DUNG KHONG MONG MUON CUA THUOC

Bang tém tit cdc phén (mg ¢6 hai: dwoc phin nhém theo tin sudt: rat thudng giéip (ADR = 1/10),
thuémg gip (1/100 < ADR < 1/10), it gdp (1/1000 < ADR < 1/100), hiém gip (1/1000 < ADR <
1/10000) va rét hiém gip (ADR < 1/10000).

H¢ thong Phan ting khong mong mudn
It gip Hiém giip Rit hiém gip Khéng rd tan
sufit
R3i loan hé|Phin (mg qud Séc phan  vé.
thdng mién dich | mén phan tUng phan
vé/ dang phan vé.

R6i loan hé than | Dau dau
kinh
R6i loan tai va | U tai
mé dao
Réi loan tim Nhip tim nhanh
R&i loan mach Xudt huyét
mau
R&i loan hé hip, Co thit phé quan,
bng nguc va kho the
trung thét
ROi logn tiguhéa | Non mira, tiéu | Kh tiéu.

chay, viédm

miéng, dau bung,

budn nén.
R6i loan da va | Mé day, phét
mdé dudi da ban, phu mach,

nglra, ngoai ban.
Réi loan chung Sét. Phu mat
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Kiém tra Huyét &p thap.

Céc phan tng da nghiém trong, ching han nhu hdi chimg Stevens-Johnson va hoi ching Lyell, d&
duge bio cdo khi ding acetyleystein, nhung nhitng phan Gng nay hiém khi xay ra. Trong hiu hét
céc trudmg hop duge bdo cdo, it nhit mét loai thube nita duge ding dong thoi, do do, cdc tic dung
trén da va niém mac duge md ta ¢b thé tré nén trim trong hon. Vi Iy do ndy, trong trudng hgp ¢
nhitng thay ddi mai xuét hién trén da va niém mac, nén théng bdo cho nhan vién y t& va ngimg

thube ngay lap tic.

Viée giam két tép tiéu cdu trong mau khi c6 acetyleystein di duge xac nhan boi nhidu nghién ciu

- & A B e 3 S
khdc nhau, Sy lién quan vé mit 1dm sang vn chua dugc hiéu rd.

Thong bdo cho bdc st hogc dwpc sy nhitng tic dung khing mong mudn giip phai khi siv dung

thudc.

11. QUA LIEU VA CACH XU TRi

Tridu chitng:

Khong ¢6 trudmg hop qua liéu doe hai nao xay ra khi ding acetyleystein duong udng. Khéng cb
tdc dung khong mong mubn nghiém trong nao duge quan sét thiy & cac dbi tugng thir nghiém tinh
nguyén duoc ding lidu 11,6 g acetyleystein mdi ngay trong thei gian 3 thang. Lidu uéng lén dén

500 mg /kg acetylcystein dwoc dung nap ma khéng c6 tac dung ddc hal.

Ding qué liéu c6 thé gy ra cdc tridu ching vé dudng tiéu héa nhu budn nén, ndn mira va tiéu
chay. O tré so sinh, ¢ nguy co ting tiét dich.

Xie tri qui lidu

Diéu trj triéu chiing néu c6.

12. PAC TiNH DUQC LU'C HQC
Nhém dwge [j: Chat tiéu nhiy.
Mg ATC: ROSCBO1.

Acetylcystein thude nhém déan xudt acid amin cystein.

Co ché hoat dong

Acetyleystein duge cho la co thé pha v& céc lién két disulfid trong mucoprotein va lam mét hoat

tinh polymer ctia cdc chudi DNA trong chét nhiy co mu.

Tac dung duoc lue hoe
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Téc dung clia hoat déng ndy 1a lam giam dé nhét cua dich tiét nhdy. Mot tie dung khéc o6 thé xdy
ra la giai doc cdc gbe tyr do biing cach twong téc v6i nhém sulfhydryl hoat déng cia acetylcystein.
Ngodi ra acetylcystein [dm ting téng hop glutathion. Do co ché tic dung ndy nén acetylcystein

con duge chi dinh lam thube giai doc dac higu troeng ngd doc paracetamol.

Khéng 6 nghién ciru ndo v& higu qua va do an toan cla vién nang acetylcystein 600 mg ding mét
lan m&i ngay & thanh thidu nién. Tuy nhién, cde phan (g bét Igi nhe, trung binh hodc ning da

duoc bio cdo khi dir dung acetyleystein tiém tinh mach bac gdm cé thanh thiéu nién.

13. PAC TiNH DUQC PONG HQC
Hdp thu va chuyén héa

Acetyleystein dugc hip thu nhanh chéng va gén nhu hoan toan sau khi uéng. N6 dugc chuyén héa
& gan thanh chat chuyén héa cé hoat tinh duge dung la cystein, diacetylcystin va cystin khéng
hoat déng va thanh céc disulfid khac. Do chuyén héa lan didu cao nén sinh kha dung cua
acetylcystein ding duong udng 13 rit thip (khoang 10%). O ngudi, ndng dé dinh acetylcystein
trong huyét twong dat duge trong khoang 1-3 gidr sau khi udng mét lidu. Néng do trong huyét
twong ciia chit chuyén héa c¢é hoat tinh cystein 14 khoang 2pmol /1 va kha ning lién két voi

protein la khoang 50%.
Thai triv

Acetyleystein duge bai tiét gfin nhu hoan toan dudi dang chét chuyén héa khong hoat dong (sulfat
vO co, diacetylcystin) qua dudng thén. Thoi gian ban huy thai trir clia acetylcystein la khoang 1
git, chu yéu dugce xdc dinh boi su chuyén hoa sinh hoe nhanh chéng & gan. O nhiing bénh nhén bj

rdi loan chire ndng gan, thdi gian ban thai cia acetyleystein ting 1én 8 gid.

Phdin b6

Thdi gian ban thai sau khi ubng 1a 6,25 gid.

Trong mét nghién cliru véi chudt, ngudi ta da chira rang acetylcystein di qua nhau thai.

Khéng co thdéng tin v& vide acetyleystein ¢6 vugt qua duoc hang rdo mau ndo & ngudi hay

khong. Khéong cé dir liu vé vige acetylcystein co duoce bai tiét qua sita me hay khong.

Suy ean va suy thin

~ A

A O
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C6 béng chiing cho thiy do thanh thai clia acetyleystein ¢6 thé giam dang ké 1én dén 90% & nhitng
bénh nhan bi bénh thin giai doan cudi. Diéu nay ¢6 thé din dén sy gia ting ro rét mic phoi nhidm
¢6 h¢ théng véi acetylcystein trong nhiing trudng hop niing ciia bénh nhan méc bénh than giai
doan cudi. Ngudi ta khong biét két qua co thé duoc ngoai suy & mic @6 ndo cho cée dang suy
thén {t nghiém trong hon ¢6 nhiéu kha ning gip phai trong qud trinh sir dung lau dai acetyleystein.

Thoi gian bén hiy cta acetyleystein ting 1én 8 gi¢r trong mdt nghién ciru trén bénh nhén méc bénh
gan min tinh. D3 thanh thai todn phin clia acetylcystein dugc nhan thdy la giam déng ké sau khi

tiém tinh mach lidu 600 mg trong 3 phat & 9 ddi trong bi xo gan.

14. QUY CACH DONG GOI:

Hép 10 vi nhém/ nhém x 10 vién nang ciing, kém t& huéng dan sir dung.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Bio quin: Bao quan trong bao bi kin, noi khé rdoe, tranh dnh sdng, & nhiét dé dudi 30°C.
Han ding: 36 thang ké tir ngdy san xudt.

Tiéu chuin chit Iwgng: Tiéu chudn co sd.

16. TEN, BPIA CHi CUA CO SO SAN XUAT
Co 56 san xudt: CONG TY CO PHAN DUQC ENLIE.

N 2

Pia chi: Puong NA6, KCN My Phuée 2, phudng My Phude, thi x3 Bén Cat, tinh Binh Duong,
Viét Nam

gy,
* d

: nyG.

Pién thoai: 02743553326 Fax: 02743559899



