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HUGNG DAN SU DUNG THUOC

1. Tén thudc: Acetylcystein 200mg Kingphar
2. Cic déu hiéu lvu ¥ va khuyén cdo khi ding thuéc:
Dé xa tam tay cua tré em.

DPoc kj hudng dan sit dung trwéc khi ding.
3. Thanh phén céng thirc thude:
Thanh phan dugc chit: Acetylcystein 200mg
Thanh phén ta dwgc: Glucose khan, dudng tring, aspartam, mau Sunset yellow, huong cam
bt vira du mot goi 1 gam
4. Dang bao ché: cém pha dung dich uéng
Mo ta dang bao ché: Thudc cdm mau cam, vi ngot, mii hwong cam, khé toi, déng déuvé
mau séc. Khong c6 hién tugng von cuc.
5. Chi dinh:
Tiéu nhdy trong cac bénh phé quan - phéi cip va man tinh kém theo ting tiét chat nhay
6. Cich diing, liéu ding:
Cdch ding:
Thuéc duoc dung duong udng. Hoa tan thude véi cde nude s6i dén gudi, trd, hofic mirde trai
cdly. Udng sau bira an.
Thoi gian st dung tity thudc vao ban chét, mirc d6 nghiém trong ciia bénh va phai dugc
giai quyét boi béc i diéu tri.
Trong tru dng hop viém phé quan man tinh va ting tiét chét nhdy, viéc diéu tri nén du gc
thuc hién trong thoi gian dai hon dé ngén ngira nhidm tring._
Néu khéng 6 chi dan nao khac cia béc si, liéu théng thurong nhu sau:
< Diéu tri tiéu chit nhdy
- Nguoi 16n va thiéu nién trén 14 tudi: 1 g6i x 2 - 3 lan/ngay (400 - 600mg acetylcystein/
ngay) ‘
- Tré em 6-14 tuoi: 1 goi x 2 lan/ngay (400mg acetylcystein/ ngay)
< Bénh ting tiét chét nhiy
- Tré em trén 6 tudi: 1 géi x 3 lan/ngay (600mg acetylcystein/ ngay)

- Tréem 2 - 5 tudi: nén sir dung dang bio ché v&i ham lugng thich hop

7. Chong chi dinh:

- Qui mén vdi acetylcystein hoac hodc véi bt cir thanh phan nao cia thude
- Tré em duéi 2 tudi vdi chi dinh tiéu chit nhdy

- Tién st hen (nguy co phan ing co thét phé quan)

- C6 hién tuong phenylketon niéu do thude c6 chira aspartam
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8. Canh bdo va than trong khi dung thudbc:

- Rét hiém khi c6 bdo cdo vé tic dung phu nghiém trong & da nhu hoi chimg Stevens-
Johnson va Lyell lién quan dén viée dung acetylcystein. Néu thay gin ddy co nhitng thay
d6i & da va niém mac hay lap tirc tham khao y kién bdc si va ngimg sir dung acetylcystein.
- Phai gidm sat chat ché ngudi bénh ¢6 nguy co phat hen néu dung acetylcystein cho nguti
¢6 tién sir dj img; néu cé co thit phé quan, phai ngimg acetylcystein ngay va ding thuéc
thich hop.

- Can than trong khi st dung & nhitng bénh nhéan c6 tién sir loét, dac biét co dung thém cac
thudc c6 nguy co gay kich ung duodng tiéu hoa.

- Can than trong & nhitng bénh nhin khéng dung nap histamin. Nén trinh diéu tri lau dai &
nhiing bénh nhan nay vi thudc c6 thé anh huéng dén qué trinh chuyén héa histamin va d4n
dén céc triéu chimg khéng dung nap (nhu dau ddu, sb mili, ngira)

- Khi diéu tri v6i acetylcystein, ¢6 thé xuét hién nhidu dom loang & phé quan, cin phai hit
dé léy ra néu ngudi bénh giam kha nang ho.

- Thube tiéu chét nhdy c6 thé gy tic nghén dudng the & tré em dudi 2 tudi do tinh chit
dudng thé va kha niing ho ra chat nhay bj han ché. Vi vay thuée dugce chéng chi dinh cho
tré em dudi 2 tudi.

Cénh bio dwgc chat, td dwge

*Duoc chat

Hoat chét c6 thé c¢6 hoic khéng ¢6 mui huong lwu huynh nhe, mui huong nay khéng anh
huong dén chit luong hodc hiéu qua diéu tri cia thude

* Ta dwge

- Thuée ¢6 chira Glucose khan: bénh nhan bi i loan di truyén hiém gip 1am kém hép thu
glucose-galactose khong nén dung thudc nay

- Thubc ¢6 chira aspartam: ¢ thé c6 hai néu bénh nhin méic chimg phenylceton nigu, r6i
loan di truycn hiém gip gy tich lity phenylalanine do co thé khéng thé dao thai né nhu binh
thudng.

- Thubc c6 chira mau sunset yellow: c6 thé giy cac phan trng di img

9. Sir dung thudc cho phu ni¥ ¢6 thai va cho con bii:

* Phu nit ¢ thai: céc nghién clru trén dong vat khong chi ra tic dung c6 hai truc tiép hoic
gidn tiép lién quan dén ddc tinh sinh san. Dé phong ngira, tt nhét 1 trdnh sir dung
acetylcysteine 200 mg cém pha dung dich udng trong thoi ky mang thai. Chi nén ding thudc
néu loi ich vuot trdi so véi nguy co

* Phy nit cho con bii: Chua c6 day du thong tin vé su bai tiét cua acetylcystein va cdc chit
chuyén héa ciia né vao sita me. Khong thé ngoai trir nguy co ddi véi tré bu sita me. Vi vy
chi nén ding thude néu loi ich vugt trdi so véi nguy co

* Kha ndng sinh san: Khong c6 di liéu vé anh huong cia acetylcystein 1én khi ndng sinh
sdn clia con nguoi. Trong cdc nghién ciru trén dong vat cho thay khéng cé tac hai nao déi
v6i kha nang sinh san & liéu lién quan dén diéu tri.
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10. Anh hwéng cia thude 1én kha ning lai xe va van hanh may moc:

Chua thdy cé su anh hudng clia thube 1én kha ning I4i xe va vin hanh may méc.

Tuy nhién néu bénh nhan gap phai cic tic dung phu c6 thé gdy anh huéng dén kha nang lai
xe va van hanh may mée (nhu dau déu, U tai), khong 1ai xe hay van hanh may méc cho dén
khi tdc dung da hoan toan bién mét.

11. Twong tic, twong ky ciia thudce:

Twong tdc thuéc:

- Thuéc chdng ho va acetylcystein khong nén ding déng thoi vi gidm phan xa ho ¢6 thé din
dén tich tu cdc chit tiét phé quan.

- Khéng duoc diing dong thi cac thude ho khéc hofic bit et thude nao 1am giam bai tiét phé
quén trong thoi gian diéu tri bang acetylcystein.

- Than hoat ¢4 thé lam giam tac dung cua acetylcystein

- Thir nghiém invitro cho thdy acetylcystein lam bat hoat mot phan khang sinh (tetracycline,
aminoglycoside, penicillin). Nén uéng khéng sinh céch it nhét 2h truée hoic sau khi udng
acetylcystein. Diéu nay khong ap dung véi cée khang sinh cefixime va loracarbef.

- Duing ddng thoi nitroglycerin va acetylcystein cé thé gdy ha duong huyét 4p dang ké va dan
dén sy gidn no dong mach thii dwong gay dau dau. Néu can diéu tri dong thai, bénh nhan nén
theo ddi va canh bao vé ha huyét ap kém theo dau dau

- Dung déng thoi acetylcystein voi carbamazepin ¢6 thé lam giam nong do carbamazepin

- Acetylcystein la mét chit khir nén twong ky héa hoc véi cc chit oxy hoa.

- Acetylcystein ¢é thé anh hu ong dén viéc xac dinh mau cua salicylat

- Trong xét nghiém nu éc tiéu, acetylcystein ¢6 thé anh hw ong dén két qué x4c dinh thé
ketone

- Khéng nén hoa tan cac ché pham acetylcystein dong thoi véi céc thudc khac

Tuwong ky:

- Acetylcystein phan (g véi mot s6 kim loai, diic biét sit, niken, ddng va voi cao su. Can
tranh thudc tiép xtc véi cac chét do.

- Khéng dugc dung cic may phun mii ¢6 cac thanh phin bing kim loai hodc cao su.

12. T4c dung khéng mong muén ciia thudc:

Céc phan (g c6 hai phd bién nhit lién quan dén viée sir dung acetylcystein bing duong
udng lién quan dén dudng tiéu héa. Cac phén (g qué méan bao gdm sic phan vé, phan tmg
phan vé, co thit phé quan, phu mach, phdt ban va ngira it duoc bdo cdo hon.

Tan suét vé tic dung khong mong mudn duoc phan loai nhu sau:

RAt phd bién: ADR > 1/ 10

Thuong gap: ADR > 1/100, <1/ 10

It gap: (> 1/1.000, <1/100)

Hiém gap: (> 1/10.000, <1/1.000)

Rit hiém gap: (< 1/10.000)
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Khéng ro: Khong thé wée tinh duoc tir dit lidu ¢6 sin

Co quan It gip Hiém gip Rathiém gagp | Khéng rd
Hé mién dich | Phan img qué Soc phan vé,
man phan g
phan vé
Hé than kinh | Pau ddu
Tai, mang nhi | U tai
Tim mach Nhip tim
nhanh
Mach mau Xuat huyét
Cac bénh vé Co that phé
hé hé hip, quén, khé
khoang ngue ther
va trung thét
Hé¢ tiéu hoa Non, tiéu Kho tiéu
chay, viém
miéng, dau
bung, buén
nén
Céc bénh vé May day,
da, md dudi phat ban, phu
da mach, ngira
Toan than Sot Phu né
Huyét ap Ha huyeét ap

D3 c6 bao cdo cho thay rat hiém khi xdy ra cic phan img da nghiém trong nhu hoi chimg
Stevens-Johnson va hoi chimg Lyell lién quan dén viéc st dung acetylcystein.

Trong hiu hét céc truong hop dugc ghi nhin trong céc bdo cdo, cé it nhét 1 thude duoc
sir dung cuing lac, c6 thé 1a Iy do lam tang téc dung trén niém mac da.

Néu xdy ra nhirng thay dbi & da va niém mac, nén duge thim kham va ngirng str dung
thude.

Pi c6 nghién ctru cho ring sir dung acetylcystein lam giam két tap tiéu cau. Nhung ¥
nghia trén lam sang cia no chua rd rang.

Théng bdo cho bdc si nhirng tic dung khong mong muon gap phdi khi si dung thuic.
Hudéng din xir tri ADR:

Duing dung dich acetyleystein pha loang cé thé giam kha nang gay nén nhiéu do thudc.
Phai diéu trj ngay phan img phén vé bing tiém duéi da adrenalin (0,3 - 0,5 ml dung dich 1/1

SLo6 j2)
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000), thé oxy 100%, dit ndi khi quan néu can, truyén dich tinh mach dé ting thé tich huyét
twong, hit thudc chu van beta-adrenergic néu co thit phé quan, tiém tinh mach 500 mg
hydrocortison hoac 125 mg methylprednisolon.

C6 thé tic ché phan (mg qué mén véi acetylcystein bao gém phat hdng ban toan than, ngua,
budn nén, nén, chéng mat, béng dang khéang histamin trudc.

13. Qua liéu va cach xir tri:

Cic d6i twong tinh nguyén duoc diéu tri véi lidu 11,2 g acetylcystein/ ngay trong 3 thang
dugc ghi nhén khong thiy bat ky phan tmg bit loi nghiém trong nao. Dung lidu 1én t6i 500
mg acetylcystein/ kg thé trong chua ghi nhan thay ¢ triéu ching ng6 doc.

Triéu chirng qud lidu: Qué lidu cé thé din dén céc tricu chiing nhu budn nén, nén va tiéu
chay. Cé nguy co tang tiét & tré so sinh.

Xit tri: Piéu tri qué lidu theo triéu chimg.

14. Dic tinh dwgc luc hoc:

Nhém dugc ly: Thude tiéu chit nhiy

Mi ATC: R0OSCB01

Acetylcystein la dan chat ctia amino acid 1 cysteine. Hiéu qua cua acetylcystein 1a lam giam
d6 quénh ciia dom va giam tiét nhay ¢ duong the. Van con dang tranh ludn vé viéc thube cit
céc cAu néi disulfua trong mucopolysaccharide va viéc thudc c6 tac dung cht cic polymer
trong chudi DNA (trong mu nhay). Dya vao nhitng co ché nay, d6 nhét ctia chét nhiy dugc
giam.

Mt co ché thay thé clia acetylcystein 13 dwa vao kha ndng cua no vai viéc phan Gng vai
nhém SH dé lién két vé6i céc gbc héa hoc va giai doc theo cach nay.

Homn nita, acetylcystein gép phan lam tang téng hop glutathion, 13 chét quan trong trong viée
giai doc. Diéu nay giai thich cho tic dung chéng doc déi véi viéc ngd doc paracetamol.

15. Pic tinh dugc djng hoc:

- Hap thu:

Sau khi udng, acetylcystein duoc hap thu nhanh & dudng tidu hoa va chuyén héa & gan thanh
cystein, mot chat chuyén héa cé hoat tinh, ciing nhur diacetylcystein, cystin va cac hdn hop
disulphid khac.

Do chuyén héa budc mot manh, sinh kha dung duong uéng clia acetylcystein rat thﬁp (xe"ip X1
10%). O ngudi, ndng d6 tdi da trong huyét twong dat dwoc sau 1 - 3 git v6i ndng d6 t6i da
trong huyét twong ctia chat chuyén hoa cystein nam trong khoang xap xi 2 pmol/ 1. Lién két
gitra acetylcystein vdi protein dugc xic dinh vao khoang 50%.

- Ckz{vén hoa:

Acetylcystein va cac chit chuyén héa ctia né ton tai dudi ba dang khac nhau trong ndi tang:
Mot phan & dang tir do, mét phan lién két véi Protein théng qua lién két disulphid khéng én
dinh va mot phan dang amino acid két hop. acetylcystein dugc bai tiét hau hét & dang chat
chuyén hoa khong c6 hoat tinh (sulphate v6 co, diacetyleystein) thong qua than. Thoi gian

=m=3 /sl
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bén thai trong huyét trong cua acetyleystein xap xi 1 gior va chu yéu dugc x4c dinh bai sur
chuyén héa nhanh chéng & gan. Do dé, & ngudi suy giam chirc nang gan, thdi gian ban thai
trong huyét trong c6 thé b kéo dai lén 8 gio. Thoi gian ban hiy cudi ciing sau khi ubng
trung binh 1 6,25 gio. Su bai tiét qua than c6 thé chiém t6i 30% tdng d6 thanh thai cia co
thé

- Thai tru:

Nghién ctru duge dong hoc véi dudng tiém tinh mach cua acetylcystein cho biét thé tich
phén b tir 0,33 dén 0,47 I/ kg (téng quat) hodc 0,59 I/ kg (& ngudi 6m yéu), do thanh thai
huyét twong duoc xac dinh tuong tmg 1a 0,11 1/ b/ kg (tdng quat) va 0,84 I/ b/ kg (& ngudi
om yéu).

Thoi gian ban thai sau khi tiém tinh mach 1a 30 - 40 phut khi dugc bai tiét theo dong hoc 3
pha (alpha, beta va pha cudi gamma). Duoc dong hoc cia acetylcystein ty 1é thuan véi lidu
dung trong khoang liéu tir 200 dén 3200 mg/ m?ddi véi AUC va Cmax.

Acetylcystein virgt qua hang rao nhau thai va duoc tim thdy & mau cudng ron. Khong co
thong tin lién quan dén viéc bai tiét thudc vao sira me.

Khéng c6 théng tin nao vé anh huong dén hanh vi cia acetylcystein téi hang rao médu ndo &
nguoi.

16. Quy cach déng goi:

Hop 30 go1 x Goi 1gam, Goi phirc hop 3 16p cellulose/aluminum/polyethylen.

Kém theo to huéng dén st dung thude bén trong hép.

17. Diéu kién bio quan, han dung, tiéu chuin chét lwgng ciia thube:

- Diéu kién bao quan: Noi kho mat, trénh anh sdng, nhiét d6 dudi 30°C

- Han dimg: 24 thang, ké tir ngay san xuét

- Tiéu chudn chdt heong: TCCS

18. Tén, dia chi ciia co' s¢ ding ky va sin xuét thude:

CONG TY TNHH KINGPHAR GROUP

Bia chi: Thon Binh Phi, x4 Yén Phu, huyén Yén My, tinh Hung Yén.

TONG GIAM HOC

Frdn Nyhte Vink




