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MAU NHAN PANG KiI THUOC

Tén va dia chi co sé¢ ding ky:

- Cong ty C6 phan Dugc Ha Tinh
- Pia chi: 167 — Ha Huy Tap — TP. Ha Tinh
- Tel: 0239.3854617 Fax: 0239.3856821
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Tén va dia chi co so san xuat:

- Cong ty C6 phan Dugc Ha Tinh
- Dia chi: 167 — Ha Huy Téap — TP. Ha Tinh
- Tel: 0239.3854617 Fax: 0239.3856821

Tén thudc - Nong d6, ham lwong: HACIMUX 600

Céng ty CP Dwge Ha Tinh CONG HOA XA HOI CHU NGHIA VIET NAM |

Nam 2018

Acetylcystein 600 mg »
Dang bao ché: Vién nén sui bot

Loai thube dang ky: Hoa duoc

Loai hinh ding ky: Pang ky lan dau
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UBND TiNH HA TINH
CONG TY CP DU'OC HA TINH
167 Ha Huy Tap, Tp. Ha Tinh
‘Tel: 02393.855906*Fax: 02393.8
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Acstylcystein........
T4 duge wra a0 1 vien J\ & pugc |,
Chi dinh, chéng ehi dinh, i HA. TINH £y
HACIMUX 600 STER i che 1000 00 KRR\ _/«‘
) ‘xem t& hudng din s dung - 7 'ﬂ
Acetylcystein........600mg tronghop lm-__'-_‘_
Béio quén: Noi khé mat, nhiet 46 dudi
-*’U tranh anh séng HACIMUX 600
eh 'puwrcea )
Acetylcystein......600mg

wwe hiighac im

Thanh phan cho 1 vién nén sti bot
Acetylcystein........600mg
Téa dugc vira dd 1 vién

Hop 1 tuyp x 5 vién nén sii bot Hop 1 tuyp x 5 vién nén sdi bot

Chi dinh, chéng chi dinh, liéu dung-
cach ding, cac théng tin khac

xem té&r huréng dén sir dung bén
trong hép

Béo quan: Noi khé mat, nhiét 46 duwoi
30C, tranh &nh sang

Tiéu chudn ap dung: TCCS

HACIMUX 600

Acetylcystein......600mg

HACIMUX 600

Acetylcystein......600mg
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167 Ha Huy Tap, Tp. Ha Tinh
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MAU NHAN TUYP, HOP XIN DANG KY

HACIMUX 600

SBbK:
Ngay SX:
Sé 16 SX:
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CONG TY CP DUYQ'C HA TINH

167 Ha Huy Tap, Tp. Ha Tinh

Tel: 0239 3855906*Fax: 0239 3856821
Email: htp@hadiphar.vn
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HA TINH

CONG TY CP DU'OC HA TINH
167 Ha Huy Tap, Tp Ha Tnh

Tuyp 10 vién nén sdi bot

HACIMUX 600

Acetylcystein........600mg

Hop 1 tuyp x 10 vién nén si bot

HACIMUX 600

Acetylcystein......600mg
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Thanh phén cho 1 vién nén sdi bot

Acetylcystein........600mg
Ta duwoc vira a0 1 vién

Chi dinh, chéng chi dinh, liéu ding-
cach dung, cac thdng tin khac

xem t& hréing dén sir dung bén
trong hop

Bao quan: Noi khé mét, nhiét a6 duwrdi
30C, tranh anh sang

Tiéu chudn ap dung: TCCS
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_ UBND TiNH HA TINH
CONG TY CP DU'QOC HA TINH

167 Ha Huy Tap, Tp. Ha Tin
" Tel: 02393.855906*Fax: 02393.85
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Tuyp 15 vién nén sli bot

HACIMUX 600

Acetylcystein........600mg

Hop 1 tuyp x 15 vién nén sti bot

HACIMUX 600

Acetylcystein......600mg
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Thanh phan cho 1 vién
Acetylcystein........600mg
Ta duge vira dd 1 vién
Chi dinh, chéng chi dinh, lidu m:mn-
cach ding, cac théng tin khac
uem téy hudng din sir dung bén
trong hop

Béo quan: Noi kht mat. nhiét 6 dudi
' Tiéu chuén ap dung: TCCS
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| CONG TY CP DUGC HA TINH

i dung trurdes ki dung

Thanh phan cho 1 vién nén sdi bot

Acetylcystein........600mg
Ta dugc vira 4l 1 vién

Chi dinh, chéng chi dinh, liéu ding-
cach ding, cac thdng tin khac

xem tér huong dén sir dung bén
trong hép

Béo quan: Noi kho mat, nhiét 4o dudi
30C, tranh &nh sang

Tiéu chudn ap dyng: TCCS

167 Ha Huy Tap, Tp. Ha Tinh
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_ UBND TiNH HA TINH
CONG TY CP DUQ'C HA TINF
167 Ha Huy Tap, Tp. Ha

Tuyp 20 vién nén sui bot

Ta dwgc vira dd 1 vién
Chi dinh, chéng chi dinh, lidu ding-
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Hop 1 tuyp x 20 vién nén si bot Acetylcystein........600mg

Ta duwgce vira du 1 vién

Chi dinh, chéng chi dinh, liéu dung-
céch ding, céc thang tin khéc

xem t& hudng dan sir dung bén
trong hop

Bao quan: Noi khd mat, nhiét d¢ dudi
30C, tranh &nh sang

Tiéu chudn dp dung: TCCS
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Thanh phan cho 1 vién nén sdi bot
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HACIMUX 600
Acetylcystein......600mg

Hop 1 tuyp x 20 vién nén sti bot

HACIMUX 600

Acetylcystein......600mg
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UBND TINH
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Thanh phé&n cho 1 vién nén sUi bot

Acetylcystein........600mg
T4 duwoc vira da 1 vién

Chi dinh, chéng chi dinh, liéu dung-
cach dung, cac thong tin khac

xem té hudng dan sir dyng bén
trong hop

Bdo quén: Noi khd mat, nhiét 46 dudi
30C, tranh anh sang

Tiéu chudn &p dung: TCCS
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UBND TiNH HA TINH
CONG TY CP DU'Q'C HA TINH
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Ta duge vira du 1 vién
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trong hop
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UBND TiNH HA TINH
CONG TY CP DU'QC HA TIN
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TO HUONG DAN SU DUNG THUOC
1. Tén thude: HACIMUX 600.
2. Cic dau hi¢u luu y va khuyén cdo khi ding thube.
“Poc ky huéng dan sir dung truece khi ding ”
“Dé xa tam tay tré em ”
“Théng bdo ngay cho bdc sy hodc duge sy nhitng tdc dung khéng mong muén gdp phai khi
sir dung thuée”
3. Thanh phan céng thirc thube.
Duoc chat
Acetylcystein 600 mg
Ta diwoc
Acid Citric anhydrous, Sodium bicarbonate, Puong tring, PVP
K30, Simethicol, Sunset yellow, Quinolin yellow, Aspartam, Poly | Vira du cho 1 vién.
Ethylen Glycol 6000, Hurong cam.
4. Dang bao cheé: Vién nén sti bot.
5. Chi dinh.

Tiéu chat nhiy trong bénh nhiy nhét (mucoviscidosis) (xo nang tuyén tuy), bénh ly hé hip

¢6 dom nhédy quanh nhu trong viém phé quan cdp va man va lam sach thuong quy trong mé
khi quan
Giai ddc trong qua lidu paracetamol.
6. Cach dung, liéu dung.
Liéu dung, cich dung :

- Lam thudc tiéu chit nhay:
Ngudi 16n: Udng lidu 600mg, 1 14n 1 ngay.
Thoi gian diéu tri thy thudc vao tinh chét va mirc do nghiém trong ctia bénh hoic theo chi
dan ctia béc s§.

- Giai doc qua lidu paracetamol:
Dung dich acetylcystein 5% dugc chuén bi bing pha loang dung dich 20% véi nude udng
cola khong c6 con va duong theo ty 1& 1:3. Dung dich di pha lodng nén dung trong vong |
gio sau khi pha. Néu bénh nhan bi non trong vong 1 gidr sau khi udng thi phai uéng lai liéu
vira diing, ¢6 thé dung thude chéng non hodc dudng dua thude thich hop khac nhu dua thude
vao duong da day, ta trang.
Nguoi lon va tré en ubng lidu nap dau tién 140mg/kg; tiép theo ubng licu 70mg/kg thé trong,
mdi 4 gidr uéng 1 1an va ubng tdng cong 17 lan sau lidu dau tién.
Cach dung: Pha vién vao trong 1 ly chira 100-200ml nuéc, chd cho vién sui bot hoan toan
roi uéng.
7. Chong chi dinh. _
Tién st hen (nguy co phan {mg co thit phé quan voi tit ca cac dang thudc chira
acetylcystein).
Qué min véi acetylcystein hodc v6i bét cir thanh phan nao cia thude.
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Ngudi bénh phenylceton niéu, do san pham cé chira Aspartam.

8. Canh bdo va than trong khi diung thudc.

Phai giam sat chat ch& ngudi bénh c¢6 nguy co phét hen néu ding acetyleystein cho ngudi c6
tién sir di tmg; néu c6 co that phé quan, phai dung thuéc phun mu gian phé quan nhu
salbutamol (thudc beta - 2 adrenergic chon loc, tic dung ngén) hodc ipratropium (thude
khang muscarin) va phai ngurng acetylcystein ngay.

Khi diéu tri véi acetylcystein, c6 thé xuét hién nhiéu dom lodng & phé quan, can phai hat dé
ldy ra néu nguoi bénh giam kha ning ho. Séc phan vé din dén tr vong khi dung
acetylcystein da duge bao céo, thuong xay ra trong thoi gian 30 - 60 phut, can theo ddi va
ngimg thudc néu phan tmg xay ra va xir tri kip thoi.

Néu ¢6 non dir doi khi udng thude thi cin theo ddi chiay mau da day hodc gidn thuc quan,
loét da day.

Mau Sunset yellow, Quinolin yellow c6 thé giy phan tmg di tng.

Thudc nay chira aspartam, ddy la mot nguon phenylalanine. Pidu nay cé thé gay hai cho
nguoi bi phenylceton niéu.

9. Sir dung thudc cho phu nir ¢6 thai va cho con bi

Phu nit co thai

Cac nghién ciru trén dong vat khong chi ra tac dong truc tiép hodc gian tiép vé doc tinh sinh
san. Dé phong ngira, nén tranh sir dung Acetylcystein cho dung dich udng trong thai ky.

Phu nit cho con bu

Khong c6 du thong tin vé bai tiét acetylcysteine trong sita me. Khong thé loai trir rii ro cho
tré so sinh.

10. Anh huéng ciia thude 1én kha niing lii xe, vin hanh may méc.

Khéng c6 nghién ciru nao vé anh hudng dén kha nang lai xe hay s dung may
moc. Acetylcystein cho dung dich uéng khong cé anh huong gi dén kha nang lai xe va sir
dung may moc.

11. Twong tic, twong ky ciia thude.

Acetylcystein 1a mot chat khir nén twong ky, héa hoc véi cac chét oxy héa. Khong dugc dung
ddng thoi céc thube ho khac hodic bét cir thude nao lam giam bai tiét phé quan trong thdi gian
didu tri bang acetylcystein.

Tuwong ky,

Acetylcystein phan tmg véi mét s6 kim loai, dic biét sit, niken, dong va véi cao su. Can
tranh thude tiép xtc véi cac chét do.

Dung dich natri acetylcystein tuong ky vé ly va/hodc hdéa hoc véi cac dung dich chira
penicilin, oxacilin, oleandomycin, amphotericin B, tetracyclin, erythromycin lactobionat,
hodc ampicilin natri.

Dung dich acetylcystein cling tuong Ky, vé Iy hoc véi dau iod, trypsin va hydrogen peroxyd.
12. Tac dung khong mong muén cia thude.

Acetylcystein ¢6 gidi han an toan rong. Tuy hiém gip co thit phé quan rd rang trong lam
sang do acetylcystein, nhung van ¢6 thé xay ra véi tat ca cac dang thudc chira acetylcystein.
Thuong gép, ADR > 1/100
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Tiéu hoa: Budn nén, nén (dudng ubng); phan mg qua man (truyén tinh mach)

Tim mach: Do bung, phu, tim dédp nhanh

it gap 1/1000 <ADR < 1/100

Thén kinh: Budn ngu, nhtrc dau, U tai.

H6 hép: Viém miéng, chay nude miii nhiéu.

Da: Phat ban, may day.

Hiém gip, ADR < 1/1000

Toan than: Co thit phé quan kém phan (mg dang phéan vé toan than, sét, rét run.

Huwéng dan cach xir tri ADR:

Dung dung dich acetylcystein pha lodng cé thé giam kha niing giy non nhiu do thuéc.

Phii diéu tri ngay phan g phan vé bing tiém duéi da adrenalin (0,3 -0,5ml dung dich
1/1000) thé oxy 100%, dat ni khi quan néu can, truyén dich tinh mach dé tang thé tich
huyét twong, hit thuéc chu van beta — adrenergic néu co thit phé quan, tiém tinh mach
500mg hydrocortisone hodc 125mg methylprednisolon.

C6 thé {rc ché phan tmg qua man véi acetylcystein bao gdm phat hong ban toan thin, ngira,
buén nén, ndn, chéng mit, bing ding khéng histamine trude. Co y kién cho ring qua mén la
do co ché gia di (mg trén mién dich. Vi phan tmg qué min da xay ra t&i 3% sé ngudi tiém
tinh mach acetylcystein dé diéu tri qua liéu paracetamol, nén céc thay thudc can chii y ding
khéng histamine dé phong phan tmg dé.

13. Qua lidu va cach xir tri.

Qua liéu acetylcystein c6 triéu ching tuong ty nhu triéu chimg ctia phan vé, nhung niing hon
nhiéu: Pic biét 1a giam huyét ap. Céc tridu chimg khac bao gdm suy hé hip, tan mau, dong
maéu rai rdc ndi mach va suy than. T vong di xay ra & ngudi bénh bi qua lidu acetylcystein
trong khi dang diéu tri nhiém dc paracetamol. Qua lidu acetylcystein xay ra khi tiém truyén
quéa nhanh va véi liéu qué cao. Diéu tri qua lidu theo triéu ching.

14. Pic tinh dwge Iwe hoc.

Acetylcystein (N-acetylcystein) 1a dan chét N-acetyl ctia L-cystein, mot acid amin tu nhién.
Acetylcystein ¢6 tac dung tiéu chat nhay do sulhydryl tu do lam giam do quéanh cua dom o
phdi c¢6 mil hodc khong bing cach tach doi cdu ndi disulfua trong mucoprotein va tao thuan
loi dé téng dom ra ngoai bing ho, din luu ti thé hodc bang phuong phép co hoc. Téc dung
nay manh nhat & pH 7 - 9 va khéng bi tdc dong do DNA.

Acetylcystein duge ding lam thude giai doc khi qua lidu paracetamol va co ché chinh xédc
cla tac dung bao vé cho gan chua dugc biét day di. Nghién ciru in vitro va trén dong vét cho
thdy ring mot lugng paracetamol bi chuyén hoé bdi enzym cytochrom P 450 tao thanh chit
chuyén hoéa trung gian cé doc tinh (N-acetyl-p-benzoquinoneimin, N-acetylimidoquinon,
NAPQI) gy hoai tir té bao gan, céc chét nay duge tiép tuc chuyén hoé bing lién hop véi
glutathion dé dugc thai trir qua nude tiéu. Trong qua lidu paracetamol ¢6 thé gay ra thiéu hut
glutathion va vi vdy giam su bét hoat céc chit chuyén hoa trung gian c6 ddc tinh nay, dong
thoi dudng chuyén héa hang lién hop acid glucuronic va acid sulfuric trg thanh bao hoa.
Acetylcystein c6 tac dung bao v¢ gan baoi da duy tri hodc khéi phuc ndng do glutathion cua
gan 1a chét can thiét dé 1am bat hoat chét chuyén héa trung gian ctia paracetamol gy doc cho
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gan hodc nhu mot chat nén ddi véi s lién hop cia cac chit chuyén hoa trung gian c6 doc
tinh. Acetylcystein c6 tac dung bao vé gan t6t nhit néu dung trong vong 8 gio sau khi bi qua
lidu paracetamol va c6 thé c6 tic dung sau 24 gid. Cac nghién ciru 1dm sang cho thay ring,
khi uéng acetylcystein thi ndng d6 thude & gan cao hon so véi khi tiém tinh mach nhung hay
gy non. C6 thé phai dung thudc chéng non. Tiém tinh mach cho ndng dg huyét tuong cao
hon udng va c6 thé c6 tac dung ich lgi ngoai gan, nhung c6 thé gay phan tmg phan vé.
Co ché chinh xac acetylcystein c6 thé ngin dugc nhiém doc than do thude can quang con
chura biét rd. C6 thé nhiém doc than do thude can quang lién quan dén tao thanh loai oxygen
c6 hoat tinh hodc lién quan dén giam hoat tinh cua chit khang oxy hoa; acetylcystein la mot
chit khang oxy hoéa chira thiol nén c¢é thé lam giam kha nang giy hai t& bao cua cac gdc
oxygen tw do phét sinh. Thém vao d6, thudc 1am ting téc dung sinh hoc cua nitrogen oxyd
bang cach két hop xi oxyd tao thanh 8 nitrosothiol 1a mot chat c6 tac dung gidn mach manh.
Twong téc giira acetylcystein v&i nitrogen oxyd c6 thé han ché san xuat géc peroxinitrat gy
ton hai. Vi acetyl cystein canh tranh véi gdc superoxid dé chiém nitrogen oxyd. Tuy nhién
cac sO liéu nghién ciru dd c6, chua du dé dua ra két luan chinh xac vé hiéu qua cua
acetylcystein trong chi dinh phong suy giam chirc nang than do sir dung chét can quang.
15. Pic tinh dugc dong hoc
Sau khi ubng, acetylcystein dwoc hip thu nhanh & dudng tiéu hoa va dat ndng do dinh trong
huyét twong khoang 0,5 -1 gid sau khi udng liéu 200 dén 600 mg, bi gan khir acetyl thanh
cystein va sau d6 duge chuyén hoa. Sinh kha dung khi udng thap va c6 thé do chuyén hoa
trong thanh rudt va chuyén héa budc dau trong gan 83% thude gén véi protein huyét tuong.
Do thanh thai than c6 thé chiém 30% d6 thanh thai toan than.

16. Quy cach dong goéi.

Ep vi xé AL/AL, vi 4 vién; hop 2 vi x 4 vién, hop 5 vi x 4 vién, hop 10 vi x 4 vién, hop 20

vi x 4 vién.

Tuyp nhua; Hop 1 tuyp x 5 vién, Hop 1 tuyp x Tuyp 10 vién, Hop 1 tuyp x Tuyp 15 vién,

Hop 1 tuyp x Tuyp 20 vién.

17. Diéu kién bao quén, han ding, tiéu chuin chat lwgng ciia thube.
Béo qudn: Noi khé mat, nhiét 6 duéi 30°C, tranh 4nh sang.
Han diing ciia thude: 36 thang ké tir ngdy san Xuét,
Tiéu chudn chat lwong ciia thuéc: TCCS.

18. Tén, dia chi cia co s& san xuiét thudc.

@ CONG TY CP DUGC HA TINH
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Dién thoai: 02393854617  Fax: 02393856821
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