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Rx - THUOC BAN THEO PON
DANTUOXIN

Poc ki hwéng din sir dung trude khi ding - Pé thube xa thm tay tré em - Thong bao ngay

cho Bic si nhirng tac dung khong mong mudn gip phai khi sir dung thube
PHAN A: HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. TEN THUOC: DANTUOXIN
2. THANH PHAN-HAM LUQNG: Mbi vién nén bao phim chira
THANH PHAN: Moi vién chira

PRERCRIRII0L ... o.oonnanssmvmmmmmmmmmmsnsumas ions s o sn ss s s s esss s s s AT s A SN HRSTS 500 mg
ORI ;.o ARG A 3 R A SR A A TS TSRS S 5 mg
Dextromethorphan hydrobromid .............................. 15 mg

T4 duge (starch 1500, povidon K30, polyethylen glycol 6000, magnesi stearat,
talc, HPMC 606, HPMC 6135, titan dioxyd, polyethylen glycol 400, maltodextrin,
e R L 1 vién
3. MO TA SAN PHAM: Dantuoxin la vién nén bao phim vo&i thanh phin chinh la
paracetamol, dextromethorphan, loratadin dugc stir dung dé diéu tri cac tridu chimg cam cum:
Ho, sot, nhire dau, dau nhirc bép thit, nghet mii, chay nudc mii, chay nudc miit.
4. QUY CACH PONG GOI: Hop 10 vi x 10 vién nén bao phim, hop 5 vi x 10 vién nén bao
phim, ¢6 kém t& huéng dan sir dung.
5. THUOC DUNG CHO BENH GI
Diéu tri triéu chirng cam cum: Ho, sbt, nhirc dau, dau nhic bép thit, nghet mai-chay nudce
mii, chay nudc mit.
6. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG
Duing theo chi dinh ctia bac si hodc theo liéu trung binh la:
- Ngudi 16n va tré em trén 12 tudi: ngay 2 lan, mdi lan 1 vién.
- Tré em 6 -12 tudi: ngay 2 lan, mdi lan 1/2 vién.
7. KHI NAO KHONG NEN DUNG THUOC NAY
- Ngudi bi min cam véi céc thanh phan cia thude.
- Ngudi bénh nhiéu lan thiéu mau hodc c6 bénh tim, phdi, thin hodc gan. Suy gan ning
- Nguoi bénh thiéu hut glucose-6-phosphat dehydrogenase.
- Tré em < 6 tudi.
- Ho & bénh nhén hen, suy chirc nang ho hip
- Bénh nhén dang ding IMAO. O
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8. TAC DUNG KHONG MONG MUON (ADR)

Thuong gap: Ban do hodc may day, doi khi ndng hon va co thé kém theo st do thude va
thuong tén niém mac. Pau dau, kho miéng, mét moi, chéng mit, nhip tim nhanh, budn nén.

it gap: Loan tao méu (giam bach céu trung tinh, giam toan thé huyét cau, giam bach cau),
thiéu mau. Bénh than, doc tinh than khi lam dung dai ngay. Khé mii va ht hoi.

Hiém gip: Phan mg qua man, trim cam. Tim d4p nhanh, loan nhip nhanh trén that, danh
tréng nguce. Chire ning gan bét binh thuong, kinh nguyét khéng déu, choang phan vé. Hanh vi
kv quic do ngd ddc, (rc ché than kinh trung wong va suy ho hép c6 thé xay ra khi ding liéu
qua cao.

Hoi chimg Steven - Johnson (SJS), hoi chirng hoai tir da nhiém doc (TEN) hay hoi chimg
Lyell, hoi chimg ngoai ban mun mii toan than cép tinh (AGEP) ¢ thé xéy ra khi ding
paracetamol méc du ty 1¢ mic phai la khong cao.

Thong bdo ngay cho Bdc si cdc tic dung khong mong muén gdp phii khi dimg thuéc.

9. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI PANG SU
DUNG THUOC NAY

Thong bao ngay cho Béac si ctia ban cédc thudc ban dang str dung hodc st dung gin day, bao
géln ca thube khong ké don, vitamin, thude tir duoc liéu, dac biét cac thube sau:

- Coumarin va dan chit indandion

- Phenothiazin

- Thudc chdng co git (gdm phenytoin, barbiturat, carbamazepin), isoniazid

- Cimetidin, ketoconazol, erythromycin

- Céc thude rc ché MAO

- C4c thude tre ché than kinh trung wong

- Quinidin

10. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC

Uéng ngay liéu dd quén khi nhé ra. Néu thoi diém nhé ra lidu da quén gan véi liéu tiép theo
thi bo qua va chd dén lidu tiép theo. Khong dung litu gdp doi dé bu cho liéu da quén trude
do.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

* Do paracetamol

- Budn non, non, dau bung thudmg xay ra trong vong 2-3 gio sau khi ubng liéu doc cua thude.
Methemoglobin méu dan dén chimg xanh tim da, niém mac va mong tay.

- Khi bi ngd doc ning, ban dau co thé kich thich hé thén kinh trung wong, kich dong va mé
sang. Tiép theo ¢6 thé (rc ché hé than kinh trung wong, sting s&, ha than nhiét, mét 1a, tho

nhanh, ndng, suy tuén hoan.

1 lg
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- Hoai tir gan 1a tac dung dc cap tinh nghiém trong nhat do qué lidu va c6 thé gay tir vong.
Suy than cap cling xay ra & mot s6 nguoi bénh.

* Do loratadin

O nguoi 16n: Budn ngt, nhip tim nhanh, nhic dau. O tré em: co biéu hién ngoai thép, dénh
tréng nguc.

* Do dextromethorphan. HBr

Budn nén, non, budn ngu, nhin mo, rung gidt nhan cau, bi tiéu tién, trang thai t€ mé, ao giac,
mét diéu hoa, suy ho hip, co giit.

12. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO

Dén ngay trung tim y té gin nhat va thong bdo ngay cho Bac si hodc dugc si cua ban khi sir
dung thube qua liéu khuyén cdo.

13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

- Khong dung thudc 1au qua 7 ngay.

- Ngudi bi suy gan, suy than, nguoi nghién rugu, suy dinh dudng man tinh hogc bi mét nudc.
- Tranh dung paracetamol liéu cao, kéo dai cho ngudi b suy gan.

- Thén trong khi ding paracetamol cho nguoi bénh ¢o thiéu méu tir trude.

- Tranh hodc han ché udng rugu vi ¢6 thé gy tang doc tinh véi gan cia paracetamol.

- Béc si cin canh bdo bénh nhan vé cac déu hiéu cua phéan (mg trén da nghiém trong nhu hoi
chimg Steven-Johnson (SJS), hoi chimg hoai tir da nhiém doc (TEN) hay hoi ching Lyell, hoi
ching ngoai ban mun mu toan than cép tinh (AGEP).

- Khi dung thude, ¢6 nguy co gy kho miéng, dic bi¢t & ngudi cao tudi, va adg nguy co siu
ring. Do d6 can phai v¢ sinh ring miéng sach sg.

- Bénh nhén bi ho c6é qua nhiéu dom, ho man tinh & nguoi hit thudc 14, hen hodc gidn phé
nang.

- Ngudi bénh ¢6 nguy co hodc dang bi suy giam ho hép.

- Nén than trong voi tré em bi di ing.

- Than trong khi dung cho phu nir ¢6 thai & cho con bu.

14. KHI NAO CAN THAM VAN BAC SI, DUQC SI

Khi tac dung khéng mong muédn kéo dai hodc néu can thém thong tin, xin hoi y kién béc si
hodc dugc si.

15. CAN BAO QUAN THUOC NAY NHU THE NAO

Pé thubc noi kho thoang, tranh édnh sang, nhiét do dudi 30 °C.

16. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xudt

ﬂ

(1, 20
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PHAN B: HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. CAC PAC TINH DUQC LUC HQC, DUQC PONG HQC

Duoc lwe hoc ,

- Paracetamol 1a chit chuyén hoa c6 hoat tinh ctia phenacetin, c6 tic dung giam dau va ha st.
- Loratadin 1a thuéc khéng histamin 3 vong c6 tac dung kéo dai ddi khang chon loc trén thu
thé H; ngoai bién, do do loratadin khong c6 tic dung an than. Loratadin c6 tac dung lam nhe
bét triéu ching ctia viém miii va viém két mac di img do giai phong histamin. Loratadin con
¢6 téac dung chong ngira va ndi may day lién quan dén histamin.

- Dextromethorphan hydrobromid c6 tdc dung trc ché trung khu ho, nhung khéng giy ngu,
khong gay nghién va khong anh hudng dén nhu dong rudt va su tiét dich duong ho hap.

Duge dong hoc

*Paracetamol

- Paracetamol duge hép thu nhanh chéng va hau nhu hoan toan qua dudng tiéu hoa. Nong do
dinh trong huyét twong dat trong vong 30 dén 60 phit sau khi udng véi lidu diéu tri.

- Paracetamol phan bd nhanh va dong déu trong phin 16n cic md cia co thé. Khoang 25 %
paracetamol trong méu két hop véi protein huyét tuong.

- Nira dori huyét tuong cua paracetamol 1a 1,25 — 3 gidr, ¢6 thé kéo dai véi lidu gay doc hodc &
ngudi bénh ¢6 thuong tén gan.

- Sau liéu diéu tri, c6 thé tim thdy 90 % dén 100 % thudc trong nudre tiéu trong ngay thi nhit,

chi yéu sau khi lién hop trong gan véi acid glucuronic (khoang 60 %), acid sulfuric (k g 35

%) hoidc cystein (khoang 3 %); cting phat hién thdy mdt lwong nhé nhing
hydroxyl - hoa va khir acetyl. Tré nho it kha nang glucuro lién hop véi thudc hon so véi ngudi
l6m.
- Paracetamol bi N - hydroxyl héa béi cytochrom Psso dé tao nén N - acetyl -
benzoquinonimin, mdt chat trung gian c¢é tinh phan tng cao. Chat chuyén héa nay binh
thuong phéan Gmg véi cac nhoém sulfhydryl trong glutathion va nhu vy bi khir hoat tinh. Tuy
nhién, néu udng liéu cao paracetamol, chat chuyén hoéa nay dugc tao thanh véi lugng du dé
lam can kiét glutathion cta gan; trong tinh trang do, phan tung ctia n6 véi nhém sulthydryl
ca protein gan tang l1én, c6 thé dan dén hoai tir gan.

* Loratadin

- Loratadin hép thu nhanh sau khi uéng. Nong do dinh trong huyét twong trung binh ciia
loratadin 1a 1,5 gid. 97 % loratadin lién két véi protein huyét tuong. Thoi gian ban hiy trong
huyét tuong cua loratadin 1a 17 gio. Thé tich phan b cia thude 1a 80 - 120 I/kg. Loratadin
chuyén héa nhidu khi qua gan lan ddu boi hé enzym cytochrom Paso, chii yéu chuyén hoa
thanh descarboethoxyloratadin 1a chét chuyén héa c6 tac dung dugc ly. Khoang 80 % tong

lidu cta loratadin bai tiét ra nude tiéu va phan ngang nhau,dudi dang chit chuyén hoa trong
vong 10 ngay. ')
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* Dextromethorphan.HBr
- Dextromethorphan hydrobromid dugc hdp thu nhanh qua dwong tiéu héa va cé tic dung
trong vong 15-30 phit sau khi udng, kéo dai khoang 6-8 gitr. Thude duge chuyén hoa & gan
va bai tiét qua nudc tiéu dudi dang khong ddi va cac chéit chuyén héa demethyl.

2. CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHI PINH

Chi dinh

Céc triéu chimg cdm cam : Ho, sét, nhire déu, dau nhirc bip thit, nghet miii, chay nudc mii,
chay nude mat.

Cich diing, liéu diing

Dung theo liéu chi dinh ctia bac si hodc liéu thong thuong la:

- Ngudi 16n va tré em trén 12 tudi: ngay 2 lan, mdi lan 1 vién.

- Tré em 6 -12 tudi: ngay 2 lan, mdi lan 1/2 vién.

Chéng chi dinh

- Ngudi bi man cam véi cac thanh phan cua thudc.

- Ngudi bénh nhiéu lan thiéu mdu hodc c¢6 bénh tim, phdi, than hodc gan. Suy gan ning

- Ngudi bénh thiéu hut glucose-6-phosphat dehydrogenase.
- Tré em < 6 tudi.

- Ho & bénh nhan hen, suy chirc ning ho héip

- Bénh nhan dang dung IMAO.

3. THAN TRONG KHI DUNG THUOC

- Khong ding thude 14u qua 7 ngay.

- Nguoi bi suy gan, suy than, nguoi nghién ruou, suy dinh dudng man tinh hog

- Tranh dung paracetamol liéu cao, kéo dai cho ngudi b suy gan.

- Than trong khi diing paracetamol cho ngudi bénh ¢6 thiéu mau tir trudc.
- Tranh hodc han ché ubng rugu vi c6 thé gy ting doc tinh véi gan ctia paracetamol.

- Béc si can canh bao bénh nhén vé cac dau hiéu ctia phan tng trén da nghiém trong nhu hoi
chuing Steven-Johnson (SJS), hdi chimg hoai tir da nhiém doc (TEN) hay hoi ching Lyell, hoi
chirng ngoai ban myun mu toan than cap tinh (AGEP).

- Khi ding thude, ¢6 nguy co giy kho miéng, dic biét & nguoi cao tudi, va ting nguy co sau
rang. Do d6 can phai vé sinh ring miéng sach sé&.

- Bénh nhén bi ho ¢6 qua nhiéu dom, ho man tinh & ngudi hit thude 14, hen hodc gian phé
nang.

- Ngudi bénh ¢6 nguy co hodc dang bi suy giam ho hap.

- Nén thén trong voi tré em bi di rng.

- Thén trong khi dung cho phu nir ¢6 thai & cho con bi. n
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4. THOI KY MANG THAI VA CHO CON BU

Thoi ky mang thai: Chi nén dung khi that can thiét.

Thoi ky cho con bu: Loratadin va chit chuyén héa descarboethoxyloratadin tiét vao sita me.
Néu can sir dung Dantuoxin & ngudi cho con bu, chi dung véi liéu thip va trong thoi gian
ngén.

5. NGUOI LAI XE VA VAN HANH MAY MOC, NGUOI LAM VIEC TREN CAO
Dung thén trong khi dang lai xe, van hanh may moc, ngudi lam viéc trén cao do thude co tac
dung trc ché than kinh trung wong ciia dextromethorphan.

6. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC

- Coumarin va dan chdt indandion: Ubng dai ngay lidu cao paracetamol 1am ting nhe tac
dung chéng dong cta cac thubc nay. Tuy nhién téc dung nay it quan trong vé mit 1am sang
nén paracetamol dugc wra dung hon salicylat khi can giam dau nhe hodc ha sot cho nguoi
bénh dang ding cac thude noi trén.

- Phenothiazin: Can phai chu y dén kha nang giy ha sbt nghiém trong & ngudi bénh dung
dong thoi phenothiazin va paracetamol.

- Thuéc chéng co gidt (gom phenytoin, barbiturat, carbamazepin), isoniazid, ruwou: ¢6 thé
lam ting doc tinh trén gan cua paracetamol do ting chuyén hoa thudc thanh nhimng chéat doc
hai véi gan.

- Cimetidin, ketoconazol, erythromycin: 1am ting nong do loratadin huyét twong. Tuy nhién
diéu nay khéng c6 biéu hién vé mat 1am sang.

- Tranh dung dong thoi véi céce thude e ché MAO.

- Duing dong thoi voi cac thude tre ché than kinh trung wong 6 thé 1am ting ing trc ché
than kinh trung wong ctia nhitng thudc nay hodc clia dextromethorphan.

- Quinidin: ¢6 thé 1am ting cdc tic dung khong mong mudn cta dextromethorphan.

7. TAC DUNG KHONG MONG MUON

* Do paracetamol

It gap, 1/1000 < ADR < 1/100

Da: Ban.

Da day - rudt: Budn non, non.

Huyét hoc: Loan tao méu (giam bach cau trung tinh, giam toan thé huyét cau, giam bach cau),
thiéu mau.

Than: Bénh thédn, doc tinh than khi lam dung dai ngay.

Hiém gdp, ADR < 1/1000

Da: Hoi chimg Stevens-Johnson, hoai tir biéu bi nhiém doc, hoi chimg Lyell, mun mu ngoai
ban toan than cap tinh. [\

1 :
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Khac: Phan (g qua man.

Mét, nhae dau, chong mit, mat ngu, bi tiéu, kho miéng, rdi loan tiéu hoa, viém da day, tdo
bon, viém tuy. Thay d6i huyét hoc. Dj img : hiém. Liéu cao c6 thé gy hai gan.

* Do dextromethorphan. HBr

Thuong gap, ADR > 1/100

Toan than: Mét moi, chong mat.

Tuén hoan: Nhip tim nhanh.

Tiéu héa: Budn non.

Da: Do tng.

It géip, 1/1000 < ADR < 1/100

Da: Noi may day

Hiém gép, ADR <1/1000

Thinh thoang thiy budn ngu nhe, rdi loan tiéu hoa.

Théng bdo ngay cho Bdc si nhitng tic dung khong mong mubn gap phai khi sie dung
thubc

8. QUA LIEU VA CACH XU TRI

* Do paracetamol

- Budn nén, ndn, dau bung thuong xay ra trong vong 2-3 gid sau khi ubng liéu doc cua thube.
Methemoglobin méu din dén chimg xanh tim da, niém mac va mong tay.

- Khi bi ngd doc nang, ban dau ¢6 thé kich thich hé than kinh trung wong, kich dong va mé
sang. Tiép theo c6 thé trc ché hé than kinh trung wong, sing so, ha than nhiét, mét 14, tho
nhanh, ndng, suy tuan hoan.

- Hoai tir gan la tac dung dc cap tinh nghiém trong nhit do qué liéu va co thé tr vong.
Suy than cép ciling xay ra & mot s6 ngudi bénh.

* Do loratadin

O ngudi 16n: Budn ngt, nhip tim nhanh, nhirc dau. O tré em: co6 biéu hién ngoai thap, danh
tréng nguc.

* Do dextromethorphan.HBr

Budn ndn, non, budn ngu, nhin mo, rung gidt nhan cau, bi tiéu tién, trang thai t& mé, do giéc,
mét diéu hoa, suy ho hip, co giat.

Xr tri

- Can nhanh choéng dua bénh nhédn vao bénh vién. Loai thude da duoc uéng ra khoi da day
bing bién phap rira da day cang sém cang t6t. Diéu tri tridu chirng va hd tro chirc ning song.
- Thube chéng doc dic hiéu duge lwa chon trong qua lidu paracetamol la N-acetylcystein.
Phai dung thude giai doc ngay lap tire, cang som cang t6t néu chua dén 36 gio ké tir khi udng
paracetamol, tot nhét 1a trong thoi gian dudi 10 gior sau khi %‘)ng paracetamol.
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+ Ubng: Pha lodng N-acetylcystein trong nude thanh dung dich 5 %, uc‘T)ng trong vong 1 gio
sau khi pha: liéu déu tién 140 mg/kg, sau d6 cho tiép 17 liéu nira, mdi liéu 70 mg/kg céch
nhau mdi 4 gio. Chidm dut didu tri néu xét nghiém paracetamol trong huyét twrong cho thay
nguy co doc hai gan thip.

+ Tiém tinh mach: lidu ban ddu 150 mg/kg, pha trong 200 ml glucose 5 %, tiém tinh mach
trong 15 phut, sau do truyé“:n tinh mach 50 mg/kg trong 500 ml glucose trong 4 gio; tiép theo
1a 100 mg/kg trong 1 lit dung dich trong vong 16 gio tiép theo.

- Loratadin: Diéu tri triéu chimng va hd trg chirc ning séng. Co thé dung than hoat, rira da day
ciing ¢6 thé xem xét. Loratadin khong bj loai trir bang thim phan phiic mac hodc thim tach
mau.

- Qua liéu dextromethorphan.HBr: diéu tri hd trg, ding naloxon 2 mg tiém tinh mach, cho
dung nhéc lai néu cin toi tong liéu 10 mg.

9. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

- Khong diing thude qué han ghi trén hop, hodc khi cé nghi ngor vé chét lugng thude.
- Poc k¥ hudng dén sir dung trude khi ding.

Muén biét thém théng tin vé thuoe, xin hdy hoi y kién ctia Bdc st hodc Dige s,

Ngay xem xét sira doi, cap nhét ndi dung huéng din sir dung thude:

& Danapha

PHARMACEUTICAL JSC Thuéc dwoc sin xuit tai
CONG TY CO PHAN DUQC DANAPHA
253 - Diing Si Thanh Khé - Quéan Thanh Khé - TP Da ning
Tel: 0511.3760130  Fax: 0511.3760127  Email: Info@danapha.c
Dién thoai tw vin: 0511.3760131

Va phan phoi trén toan quoc

Da Ning, ngay °( thing Y nim 2016
TYNG GIAM POC

TUQ.CUC TRUONG
P.TRUONG PHONG

Gé Mink -?ﬁ?ﬁy
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