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Box of 10 blisters x 4 effervescent tablets
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Acetylcysteine 600 mg

Box of | tube x 10 effervescent tablets

By af 1 inhe x 10 efferrescont fahicts

1S

Composition:

Each effervescent tablet contains:
Acetylcysteine ]
Excipients ¢.5..... 5

administration, other informations:
Please refer to enclosed package insert,
Storage:

In a dry and cool place, below 30°C,
protect from direct sunlight.
Speclification:

In house.

Indications, contra-indications, dosage,

Ma vach

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

Manufacturer: US PHARMA USA JSC

mP Lot B1-10, D2 Road, Tay Bac Cu Chi Industrial Zone,
Bau Tre 2 Hamlet, Tan An Hoi Commune,
Cu Chi District, Ho Chi Minh City
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(WHO-GMP)

Acetylcystein 600 mg

Hop I tuyp x 10 vién nén siti bot

Thanh phin:

M&i vign nén sti bot chira:
Acetylcystein....
Ta duoc vd...... .1 vién
Chi djnh, chéng chi djnh, liu ding,
céch diing, cac thong tin khac:

Bao quan:

Noi khé thoang, nhigt dé dudi 30°C,
tranh anh sang.

Tiéu chuén:

Tiéu chudn co so.

Xem t& hwéng dén s dung bén trong hop.

D& xa tdm tay tré em.
Boc ky hwéng din s dung trwée khi dang.

Nha san xuat:

u:P CONG TY CO PHAN US PHARMA USA
L& B1-10, Budng D2, KCN Tay Bic Cit
dp Bau Tre 2, xa Tan An Hoi, Huyén

Thanh Phd Hé Chi Minh

NG TV

edloyin

US PHARMA USA
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Acetylcystein 600 mg

USCETIN

Tuyp 10 vién nén siii bot

€ & Thanh phan:
& 2 M8i vién nén sui bot chira:

us]
2 &  Acetylcystein.....cccvininiinininnnes 600 mg
S E-R T TCRVA R 1vién
% ~ chi dinh, chdng chi dinh, lidu diing,

cach dung, cac théng tin khac:

Xem t& huwéng dan s dung bén trong hép.
Bao quan:

Noi khd thoang, nhiét do dwdi 30°C,

tranh anh sang.

Tiéu chuan:

Tiéu chuan co sé.

Dé xa tam tay tré em.
boc ky hwéng dan sir dung trwée khi ding.

Nha san xuit: CONG TY GO PHAN US PHARMA USA
L6 B1-10, Buding D2, KCN Tay Bac Cu Chi, 4p Bau Tre 2, x4 Tan A
Huyén C0 Chi, Thanh Ph& Hé Chi Minh

%

CONG T,

3108764
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USCETIN

\\ Acetylcystein 600 mg

) Doc kj hwdng din siv dung triwée khi dimg

Dé xa tam tay tré em

in cong thire thude:

M01 vién nén sui chira:

- Thanh phin dugc chét: Acetyleystein ............. 600 mg

- Thanh phin t4 dugc: Acid citric (Citric acid anhydrous), Sodium carbonate, Polyvinyl
pirrolidon (PVP) K30, Mau sunset yellow dye, Aspartame, L-Leucine, PEG 6000 (Polyglykol
6000 PF), Mui cam hat (Orange Flavour Rods).

2. Dang bao ché:

Vién nén sui.

Mo ta san pl?(f:::: Vién nén tron, mau cam, hai mat tron, canh va thanh vién lanh lén.

3. Chi dinh

Acetylcystun duoc chi dinh st dung nhu mét chat lam lodng nhdy trong céc roi loan hd hép nhu
viém phé quan, khi phé thiing, bénh nhiy nhét (mucoviscidoses) va gian phé quan. Vién nén sti
USCETIN chi dugc chi dinh & nguoi 16n.

4. Liéu hrong va cich ding

Liéu lwong: Neuoi 1én: 1 vién nén sti 600 mg x 1 lan/ngay.

Cach dung: Hoa tan vién nén sii acetylcystein 600 mg trong nira ly nudce (khoang 100-150 ml).
Dung dich thudc hoa tan c6 thé duge dung ngay léap tic.

Thén trong truedce khi sir dung thudc.

béi fwong ddc biél:

- Bénh nhén giam phéan xa ho (bénh nhan cao tudi va suy yéu): nén udng vién siii vao budi sang.

- Tré em duéi 2 tudi: chéng chi dinh st dung Vién nén siii USCETIN (xem “Chéng chi dinh”).

- Tré em > 2 va thanh thiéu nién: Tinh an toan va hiéu qua khong duoc thiét lap trén dbi tuong
nay, nén dung cic dang bao ché va ham lugng khéc ciia acetyleystein pht hop hon.

- Bénh nhan suy thén va suy gan: Suy than va suy gan c6 thé giém su thanh thai va ting ndng do
huyét tuong cua acetylcystein, co thé dén dén tang tich luy thude va gy ra cac phan tng khong
mong mudn. Dit liéu khéng c6 sin dé x4c dinh xem c6 cin diéu chinh liéu hay khong.

5. Chéng chi dinh

- Qud man voi acetylcystein hodc vdi bét ky ta duoc nao duge liét ké trong phan “Thanh phén
cong thire thuoce”.

- Vién nén sti USCETIN khong nén duge sir dung cho tré em dudi 2 tubi.

6. Canh bdo va thin trong

Co thét phé quan co thé xay ra khi sir dung acetylcystein. Néu xay ra co that phé quan, nén
nging thudc ngay lap tuec.

Thén trong ¢ nhung bénh nhan c6 tién st loét da day ta tra ang, dac biét khi sir dung dong thoi véi
cac san pham thude khac duge biét 1a gay kich Gng mang nhay cta dudng tiéu hoa.
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Cac phan ung da nghiém trong nhu hoi chimg Stevens-Johnson va hoi chirng Lyell rét hiém khi
duoc bdo cao co lién quan dén thoi gian khi st dung dcctylcystem Trong hau hét céc truong
hop, it nhat mot san pham thude khic bi nghi ngor c¢6 nhiéu kha niang xac dinh la nguyen nhan
clia hoi ching da niém mac. Néu nhiing thay dbi & da hodc niém mac méi xay ra, can duoc tu
vén y té va nglmg didu tri bang acetylcystein ngay lap tic.

Dich tiét phé quan c6 thé tré nén long hon va tang the tich, dic biét la khi bét dau diéu tri bang
acetylcybtem Khi bénh nhén khong thé ho ra chit tiét mot cach hiéu qua, nén thuc hién dan luu
tu thé va lam gisn phé quan.

1ré em

Thude 1am lodng nhay co thé pay tic nghén duong théy ctia tré dudi 2 tudi do dic diém sinh 1y
cua duong thé & Ira tudi ndy. Kha ning ho ra chit nhiy c6 thé bi han ché. Vi vay, thudc lam
loAng nhiy khoéng nén dung cho (ré em dudi 2 tudi.

Tinh an toan va hiéu qué vin chua dwge xdc dinh & tré em tir 2 tudi tré 1én va thanh thiéu
nién.

Mui luu huynh nhe khong phan anh sy thay dbi ctia san phdm thude, ma la dic tinh cta chinh
hoat chét.

Canh bdo ta duoc

Thubéc nay c6 chira 75 mg aspartam trong mdi vién nén sui. Aspartam la mdt nguon
phenylalanin, c¢6 thé ¢é hai cho nhiing bénh nhan bi phenylketon nigu.

z /\ 04

Thudc nay c6 chira mau sunset yellow dye, co thé gy phan tmg di (g, CON
Thubc ¢6 chira 200 mg natri trong mdi vién nén sui, twong duong 10% luong dung nap khuyén ol
céo toi da hang ngdy WHO 14 2 g natri & ngudi 16n. 3 PRA
7. Sit dung thude cho phu ni ¢6 thai va cho con bt

Sir dung thude cho phu nii ¢ thai

C6 mdt sb dit lidu han ché vé viée st dung acctylcystein & phu nft c6 thai. Cac nghién ciru trén
dong vét khong chi ra dgc tinh sinh san (xem phan 53 Acetylc,ystem di qua nhau thai. Dir li¢u
¢6 san khong chi ra nguy co d6i véi tre. Néu can thiét, co thé can nhic viée sir dung vién nén sui
USCETIN trong thoi ky mang thai.

Str dung thudce cho phu nit cho con ba

Nguorl ta khong biét lidu acctylcystem c6 di vao sitta me hay khong, nhung ¢ liéu dicu tri khong
thdy anh huéng ctia acetylcystein dbi vai tré so sinh. Acetyleystein 600 mg dang vién sii co thé
dung trong thoi ky cho con bu.

Anh huong cua thude dén kha ning sinh san

Dua trén kinh nghiém tién lam sang hién c6, khong ghi nhdn tac dong cta viéc s dung
acetylcystein doi véi kha néng sinh san.

8. Anh hwéng ctia thuoe 1én kha ning lii xe, vin hanh miy méc

Khong ¢é dif liéu vé anh huéng cua acetyluystem trén kha ning l4i xe. C6 thé cé anh hudng do

cac phan ung khong mong muodn cua thubc. Vi vay, can than trong khi dung thube trong qué
trinh lai xe, hay van hanh may moc.

9. Twong tac, twong ky cia thude

Twong tiac véi edae san phim thuoc khace

Khong nén sir dung dong thoi vién nén sti acetyleystein 600 mg véi cdc sin pham thube khac.
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Cho dén nay, viéc khir hoat tinh ctia khang sinh bang acetylcystem chi duge bao cao trong cac
thur nghiém in vitro, theo do céc chit hen quan dugc tron truc tiép v6i nhau. Tuy nhién, néu cin
dung khang sinh duong ubng, thi nén ubng hai gio trude hodc sau khi dung acetylcystein.

Acetyleystein khong nén dung dong thoi véi cac san pham thuoe chong ho.

Acetyleystein ¢6 thé ting cudmg tdc dung gidin mach cta nitroglycerin, c¢in than trong khi sir
dung dong thoi.

Than hoat cé thé lam giam tic dung cta acetylcystein do giam hap thu.
Twong tdc trong cdc xét nghiém
Acetylcystein c6 thé c¢6 anh hudng dén gid tri cia salicylat bang phén tich so mau.

Twong ky caa thube

Do khéng c6 céc nghién ciru vé tinh tuong ky cia thube, khong tron 1an voi céc thube khac.
10. Tac dung khong mong mudn (ADR)

Bang dudsi day liét ké cac tdc dung khong mong mubn duge ghi nhian sau khi st dung
acetylcystein duong uong theo hé co quan.

Téac dung khong mong muon

It giip Hiém gap
(= 1/1.000 dén (= 1/10.000
< 1/100) dén < 1/1.000)

Heé co quan Hiém gap Khong ro —

(< 1/10.000) tén suft

3TY

Soc phan vé, phan

R6i loan hé micn dich Quéa min * o . o HAN
vé/phan g phan vé

£ A iR T . MA U
R&i loan hé than kinh Nhire dau

A Y A > . A
RO1 loan tai va mé cung U tai : \fi rua
R&i loan mach mau Xuat huyct ’

Viém miéng, dau
RO1i loan tiéu hoa bung, budn nén, | Chung kho tiéu
nén, tiéu chdy

Ro6i loan da va m6 dudi da Phu mat
Réi loan chung va tinh &t
trang tai noi st dung thuoc ;
Kiém tra Huyeét ap thap

Su giam két tap tiéu cdu khi c6 acetylcystein da dugc xac nhén trong nhiu nghién ciru khac
nhau. Y nghia 14m sang cta diéu nay chua dugc xdc dinh.

* Cac phan tmg qua man bao gom co that phé quan, khé tho, ngia, may day, phat ban, phtt mach
va nhip tim nhanh.

Acetyleystein c6 thé c6 tac dung khong mong muon trén niém mac da day ¢ nhiing bénh nhan co
tién str loét da day ta trang hodc loét da day ta trang.

11. Qua liéu va cach xir tr1

Cho den nay, khong c6 tdc dong qua liéu doc hai ndo duge ghi nhan dbi véi cée dang thube
duong udng ciia acetylcystein.

Céc dbi twong nghlcn ctru ty nguyén dugc diéu tri trong ba thang véi lidu 11,6 acetylcystein mdi
ngay ma khong cé bét ky tac dung khéng mong mudn nghiém trong nao dugce ghi nhan.
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Liéu ubng 1én dén 500 mg acetylcystein trén mdi kg thé trong duoc dung nap ma khong cé bat
ky dau hiéu ngd ddc nao.

Triéu chumng

Ding qua licu c6 thé dan dén cac tac dung tiéu hoa nhu budn nén, ndn mira va tiéu chay.

Picu tri trong trudng hop qué liéu

Didu trj triéu ching trong trudng hop qué liéu.
12. Pic tinh dwoe lue hoc

Nhém diege [y: Thube 1am logng dom.

Méa ATC: RO5CBO1.

Co ché hoat dong/Tac dung duoc luc hoce

Acetylcystein la mot chét lam loang nhéy.

Hoat dong lam lodng nhiy duoc thuc hién qua trung gian glam do nh6t coa chét nhdy phé quan.
Piéu nay duoc giai thich 1a do qua trinh khir tring hop cac cau néi disulfid giita cac dai phan tir
trong chit nhay.

Ngoai ra, acetylcystein 1a tién chét cla glutathion. Acetylcystein la mot dan xuét cia acid amin
tu nhién cystein, ding lam co chat dé téng hop glutathion trong co thé.

Bén canh viée c6 thé binh thuong héa trang thai suy giam glutathion, acetylcystein con co thé két
hop v6i cae hop chat doc hai khac nhau. N
13. Diic tinh dwge dong hoe e
Hép thu/Phén b h

Acetyleystein duge hip thu nhanh chéng sau khi ubng va phan bb khép co thé. Nong d6 cao nhéat! /
trong mo dat dugc ¢ gan, than va phoi. Q;;I?-‘

Chuyén hoa/Thai trix

Ac,ctylcystem chu yéu duoe deacetyl hoa thanh cysteine ¢ gan. Hau hét \dy ra trong qua trinh
chuyén hoéa acid amin. Hon nita, n tao thanh céc hop chat disulfid lién két thuan nghich véi céc
acid amin va protein ¢6 cac nhém sulfydryl tu do. Cubi cung, liéu cao duge chuyén héa phan 1én
thanh sulfat vé co, duoc bai tiét qua than.

14. Di¥ liéu an toan tién lim sang

Dit lidu tién 1am sang cta acetylcystein dlra trén cac nghién cuu thong thuong vé duge 1y an
toan, doc tinh liéu lip lai, doc tinh di tr uyén, kha nang gy ung thu va dc tinh d6i véi sinh san
khong cho thdy nguy co dbi voi con nguoi.

15. Quy cich déng géi: Hop 4 vi x 4 vién; Hép 10 vi x 4 vién; Hop 1 tuyp x 10 vién.
16. Piéu kién bio quin: Noi khd thodng, tranh anh sang, nhiét do dudi 30°C.
17. Han diing cia thude: 36 thang ké tir ngay san Xuét.
18. Titu chuin chit lwgng ciia thude: Tidu chuin co sd.
Tén, dia chi ciia co sé' san xuit thube:
CONG TY CO PHAN US PHARMA USA

L6 B1-10, Duong D2, Khu cong nghiép Tay Béc Cu Chi, 4p Bau Tre 2, xd Tan An Hoi, Huyén
Cu Chi, Thanh phd H6 Chi Minh.

IS o

US PHARMA USA
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