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Box of 3 blisters x 10 film coated tablets
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MAU NHAN HOP: (6 vi x 10 vién)
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Levodropropizin 60 mg
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/I THANH PHAN: Méi vién nén bao phim chua: - DE XA TAM TAY TRE EM.
Levodropropizin. ... ....... ....60mg DQCKYHUONG DAN sU DUNG TRUOC

Taduocvia du 1vién nén bao phim. KHI DUNG.

CHI DINH, CHONG CHI BINH, CACH DUNG  SPK/Visa No.:
VA CACTHONG TIN KHAC:
Xindoctrong tohuong dan sirdung

BAO QUAN KHONG QUA 30°C, TRANH AM  Co's6 sén xuat:

Cong ty Co phan Duoc pham Imexpharm
VAANHSANG. SO 4, duéng 30/4, phuang 1, thanh phd
TIEU CHUAN CHATLU'UNG:TCCS. Cao Lanh, tinh Bong Thap, Viét Nam.
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Levodropropizin 60 mg

VIEN NEN BAO PHIM

Hop-10 vi x 10 vién nén bao phim

THANH PHAN: Méi vién nen bao phim:

Levodropropizin . ............... 60 mg

Ta duocvia du 1 vién nén bao phim.

CHIBINH, CHONG CHI BINH, CACH DUNG

VA CACTHONG TIN KHAC:
Xindoctrong to huong dan sirdung.

| BAO QUAN KHONG QUA 30°C, TRANH AM

VA ANH SANG.

| TIEU CHUAN CHAT LUONG: TCCs.
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BE XA TAM TAY TRE EM.

BOC KY HUGNG DAN SU DUNG TRUGC
KHI DUNG.

SBK / Visa No.:

Co 56 san xuat:

Cong ty C6 phan Duoc pham Imexpharm
S0 4, duang 30/4, phuong 1, thanh pho
Cao Lanh, tinh Bong Thap, Viét Nam.
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NHAN CHAI:

PHAN: GMP - WHO _ L Imexpuans pf XA TAM TAY TRE EM.
vien nén bao phim chira: RX Thuéic ké don DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG,

EVOdropropiZin. ...ovueeeiiiiiinenians .60mg
Ta dupeviradu 1 vien nén baa phim., DROP]NE® FCT 60
CHIBINH, CHONG CHI BINH, CACHDUNG VA CAC Levodropropizin 60 m s
maua'mu KHAC: Xin doc trong to husng dan su Ly 9 5616 5X:
HD:
AN.AD .&l;t‘hu KHONG QUA 30°C, TRANH AM VA
'nEu CHUAN CHAT LUONG : TCCs.

VIEN NEN BAO PHIM \

Costrsan xuat
€ong ty Ci phin Duoc pham Imexpharm

2 504, dudng 300, phutng 1, thanh pho Cao Lank,
CHAI100 VIEN Kty o 1inh DAng Thap, Viet Mam

V1 tri in méa vach
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> CONGTY ’
CP DUGC PHAM |’

U DUNG: (Néi dung gom 05 trang)

o

@ W
DROPINE® FCT 60 [GMP - WHO |

VIEN NEN BAO PHIM

»  Doc k§ hwéng din sir dung trwée khi ding.
= Dé xa tdm tay tré em.
m  Thubc nay chi dung theo don thude.

THANH PHAN CONG THUC THUOC:
M&i vién nén bao phim chira:
Thanh pk&n dwegc chit: LeVOArOPIOPIZIN ..........ccveeveeeeeereeeeerereeeseseseeeessesses s sesee s snaenas 60 mg
Thanh phan td dwec: Lactose monohydrat, Cellulose vi tinh thé, Natri starch glycolat, Colloidal
anhydrous silica, Magnesi stearat, Hydroxypropyl methylcellulose, Macrogol.
DANG BAO CHE:
Vién nén bao phim.
Vién nén tron, hai mat tron, bao phim mau tring dén tring nga.
CHI PINH:

Dropine FCT 60 duoc chi dinh diéu tri ho khan do cac bénh phé quan - phdi & nguoi 16m va tré

em trén 12 tudi.

LIEU DUNG - CACH DUNG:

Li¢u diing:

Nguwdi 16m va tré em trén 12 tudi:

~ Liéu dung: 1 vién/ 1an x 1 - 3 14n/ ngay, giira cac liéu cach nhau it nhét 6 gio.

— Sir dung thudc dén khi hét triéu chimg ho, nhung khéng qua 2 tuan. Néu triéu chimg ho vin
con sau 2 tudn diéu tri, nén ngimng st dung thude va tham khao v kién bac si.

Céch dung:

- Dung duong udng, v6i nhiéu nudc.

— Neén sir dung thude cach xa bita 4n (liic bung doi).

— Trudng hop quén udng mot lidu thude: Hay udng ngay khi nhé ra. Néu thoi gian gan véi lan
dung thude tiép theo, bo qua lidu dd quén va udng lidu tiép theo vao thoi gian thuong 1€,
Khéng tu v ding liéu gép doi dé bu vao lidu da quén.

Mot s6 lwu v diic biét v xir IV thudc trwéc va sau khi sir dung thude:

Khong ¢6 yéu cau dic biét vé xir ly thude sau khi st dung.

CHONG CHI PINH:

— Quéa min véi bat ky thanh phan nao caa thudce (xem muc Thanh phan céng thite thuéc).

~ Bénh nhan ting tiét dich phé quan.

— Bénh nhén suy giam chic nang hé théng tiét nhay va hoat dong 1ong mao (Hoi chimg
Kartagener, rdi loan chirc nang van dong cua 1ong mao).
- Bénh nhan suy giam chirc ndng gan nang.

— Phu nir ¢6 thai va cho con bu (xem muc Su dung thuéc cho phu nit ¢o thai va cho con bi).
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BAO VA THAN TRONG KHI DUNG THUOC:
ua ghi nhan su thay doi dang ké nao vé dic tinh duge dong hoc ctia thude trén tré em.
) ngudi cao tudi, dic tinh duge dong hoc ciia levodropropizin khong thay d6i dang ké. Vi vay,

~

4} 6ng can diéu chinh liéu dung hodc khoang cach dung thudc cho déi twong nay. Tuy nhién,

5o

mirc d§ nhay cam cta bé¢nh nhan cao tudi doi voi timg loai thude 1a khac nhau nén can than trong

khi sir dung levodropropizin cho nhom dbi tugng nay.

- Thaén trong khi sir dung thudc & bénh nhan suy than ning (dg thanh thai creatinin <35 mL/ phut).

- Than trong khi dung ddng thoi levodropropizin voi thube an than, dac biét & bénh nhan nhay
cam (xem muc Twong tdc, twong ky ciia thuée).

~ Chua c6 dir liéu vé anh huéng cua thire an déi v6i sw hdp thu thude, do d6, nén sir dung thube
cach xa céc bira an (luc bung doi).

— Céc thong tin lién quan dén ta duge co trong cong thire thude:

+ Thudc c6 chira ta dugce lactose monohydrat, do d6 bénh nhan c6 cic van dé vé di truyén
hiém gdp nhu khong dung nap galactose, thiéu hut lactase toan phan hoic kém hip thu
glucose-galactose khong nén dung Dropine FCT 60. ’

+ Thude nay chira it hon 1 mmol (23 mg) natri trong mdi vién nén dugc xem 12 khong c6 natri.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Sii dung thube cho phu niv cé thai:

Trong céc nghién ciru vé kha ndng gdy quéi thai, qua trinh sinh san va kha ning sinh san, bao gdm
cac nghién ciru trong qua trinh mang thai va sau khi sinh cho thdy khong c6 bat ky ddc tinh nao anh
huong dén thai nhi va tré so sinh.

Tuy nhién, cac nghién ctru dgc tinh trén dong vat cho thdy thudc 1am cham su phat trién va tang can
clia thai khi str dung lidu 24 mg/ kg. Pdng thoi, levodropropizin ¢é thé qua duoc nhau thai cua
chugt. Vi vay, khong nén sir dung thude nay cho phu nit ¢6 thai hodc du dinh ¢6 thai.

Sir dung thuéc cho phu nir cho con bu:

Trong céc thi nghiém & chudt, levodropropizin da dugc tim thdy trong sita me sau 8 gid sur dung
thube. Vi vay, khong sir dung thude nay cho phu nir cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Levodropropizin it gdy anh huéng dén kha nang lai xe va van hanh may méc. Sau khi sir dw.
thude, bénh nhan c6 thé cam thiy budn ngu (xem muc 7dc dung khéng mong muén ciia thuéc). Néu
bénh nhan gip phai tic dung khong mong mudn nay thi khong nén 1ai xe hodc van hanh may moc
trong thoi gian sir dung thude.

TUONG TAC, TUONG KY CUA THUOC:

Twong tic cia thudc:
- Khéng ghi nhén tuong tac gifta levodropropizin véi nhom thube benzodiazepin trong cac thur

nghiém 1am sang. Tuy nhién, than trong khi diing dong thoi voi thude an than, dic biét & nhitng
bénh nhén nhay cam do nguy co gy an than cua thudc (xem muc Cdnh bdo va than trong khi
dimg thuoc).

— Céc thir nghiém 1am sang cho thdy khong c6 twong tac giita levodropropizin voi cac thube diéu
tri bénh phé quan - phéi nhu chit chu vén beta-2, methylxanthin va cac dan chét, corticosteroid,
khang sinh, thudc tiéu nhiy va thude khang histamin.
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TAC DUNG KHONG MONG MUON CUA THUOC:
Cac tac dung khong mong mudn (Adverse drug reactions - ADRs) dugc ghi nhan sau khi thude luu
hanh ra thi truomg duge phén loai theo hé co quan va tan sudt xay ra nhu sau:
Rét thuong gip (ADR > 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100),
hiém gip (1/10.000 < ADR < 1/1.000), rat hiém gip (ADR < 1/10.000), chua biét (khong thé udc

lugng dugre tan suat tir dit liéu san cd).

H¢ co quan

Tan suat

Té4c dung khdng mong muon

Hé mién dich Rét hiém gap | Phan tmg qua man, phan ing dang phan vé.
Chuyén héa va dinh | R4t hiém gap | Hon mé do ha duong huyét (1 truong hop da duge
dudng bdo c4o & phu nir 1on tudi udng levodropropizin
ddng thoi v6i thude ha dudng huyét).
Tam than Rét hiém gip | D@ kich dong, roi loan nhan cach/ nhan thirc.
Hé than kinh Rét hiém gap | Hoa mat, run, di cam, buon ngu, ngat.
Chirng co clg, co giat toan than (1 truong hop da
duogce bao cao).
Pong kinh con ving y thirc (1 truong hop di dugce
bao cdo).
Tai va mé dao Riét hiém gap | Chéng mit.
Tim Rat hiém gap | Danh trong nguc, nhip tim nhanh.
R&i loan nhip tim (1 truomg hop da duge béo céo).
Mach méau Rat hiém gap | Ha huyét ap.

dung

Réi loan ho hap, 1ong | Rt hiém gap | Kho tho, ho, phi né duong ho hap.

nguc va trung thét

Hg¢ tiéu hoa Rat hiém gap | Pau bung trén, dau bung, budn non, non, tiéu chay.
Viém ludi (1 truong hop da duge bao cdo).
Loét ap to miéng (1 truong hgp da dugce bao cao).

Gan mat Rét hiém gap | Viém gan @ mét (1 trudng hop dd duoc bdo cao ¢
phu nit 16n tudi ubng levodropropizin dong thoi véi
thudc ha dudong huyét).

Da va mo dudi da R4t hiém gip | Mé day, ban do. phat ban, ngtta, phu mach, phan
ung da.
Ly thuong bi bong nude (1 truong hop tir vong da
dugc bao cao).

Co - xwong va md lién | Rét hiém gip | Yéu co.

két

Toan than va vi tri tac | Rat hiém gip | Mét moi.

Phu toan than, suy nhuge (hiém ¢6 bao cdo)

Thong bsdo ngay cho bac s§ hodc dwoc sy nhirng phan rng ¢6 hai gip phai khi sir dung thude.
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¢6 cac biéu hién qua lidu dic trung duoc ghi nhén khi str dung levodropropizin véi liéu don

240 mg hodc liéu luong 1én dén 120 mg/ 14n x 3 1an/ ngay trong 8 ngay.

@ruong hop qué liéu & tré em tir 2 - 4 tudi da dugce ghi nhan. Cac truomg hop nay khong dé lai

4u qua nao. Da s bénh nhan bi dau bung va non. Mot truomg hop khi sir dung liéu 600 mg c6 biéu
hién ngu nhiéu va mirc dd bdo hoa oxy giam.

Cach xir tri:

Trudmg hop qua liéu ¢6 biéu hién trigu chimg 1am sang, can didu tri triéu chimg ngay 1ap tirc va

thue hién cac bién phap xur tri qué liéu thong thuong (nhu rira da day, dung than hoat tinh, truyén

dich) néu can thiét.
PAC TiNH DUQC LUC HQC:

Nhém dwoe 1y: Thube giam ho.

Maia ATC: RO5DB27.

Co ché tic dong: .

- Levodropropizin c6 tadc dung giam ho do su tc ché céac sgi cam giac C.

- Déc biét, levodropropizin ¢6 tac dung giam ho do tac dong ngoai vi 1én khi phé quan, kém theo
tac dung chdng di tmg va chéng co thit phé quan.

Tac dung dwge lue hoc:

— Thu nghiém in vitro cho thay levodropropizin ¢6 thé trc ché phong thich neuropeptid tir soi cam
giac C.

~ Levodropropizin tic dong trén hé thong phé quan phdi bang cach tc ché co thit phé quan gay ra
boi histamin, serotonin hodc bradykinin.

D9 an toan va hiéu qua 1am sang:

— Céc két qua thuc nghiém cho thay levodropropizin c6 hiéu qué 1dam sang trong viéce trc ché ho ¢
ngudn gbc khac nhau, bao gom ho lién quan dén khéi u phé quan phdi, ho lién quan dén duong
ho hép trén va dudi, ho ga. Tac dung chdng ho cua levodropropizin tuong duwong véi thude
chong ho tre ché hé thong than kinh trung uong, nhung levodropropizin dung nap t5t hon, dic
biét it c6 tac dung an than. :

~ Thudc nay khong tre ché chire nang ho hap hodc su tong dom & nguoi. Mot nghién ctru gan day
cho thay levodropropizin khéng trc ché chire nzng ho hap trung tim & bénh nhan suy ho hdp man
tinh, bao gom truong hop tho binh thuong va thé may.

PAC TINH DUQC PONG HOC:

- O nguoi, levodropropizin duoc hap thu va phan bé nhanh chéng sau khi udng.

~ Thoi gian ban thai ctia thube khoang 1 - 2 gio. Levodropropizin dugec thai trir chu yéu qua nuée
tiéu bao gom dudi dang khong ddi va dang chuyén hoa nhu levodropropizin lién hop va
p-hydroxylevodropropizin ti do hogc lién hop. Khoang 35% liéu ding duoc dao thai qua nudc
tiéu dudi dang levodropropizin va cac cht chuyén héa trong vong 48 gio.

- Cac nghién ctru duge dong hoc duge thue hién trén chudt, ché va ngudi da chimg minh réng su
hap thu, phan bd, chuyén hoa va thai trir & ca ba loai twong duong nhau, véi sinh kha dung

duong udng trén 75%.
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A / huyét twong & nguoi khong dang ké (11 - 14%) va tuong duong véi gid
3 e/ cho va chudt.

— Céc thir ngl¥em cho thay sir dung thude nhiéu lan (3 14n/ ngay) trong 8 ngay khong anh hudng
dén dic tinh hip thu va thai trir ctia thude. Do d6, c6 thé loai trir kha nang tich Iy va tu chuyén
hoa ctia thudce.

~ Khoang 93% chit déng vi phong xa dugc thai trir khi dung duong udng.

- Khong c6 sy khac biét dang ké v& dic tinh duge dong hoc cua thube & ngudi cao tudi, tré em va
bénh nhan suy than nhe va vira.

QUY CACH PONG GOI:
Hop 3 vi x 10 vién nén bao phim.
Hop 6 vi x 10 vién nén bao phim.
Hop 10 vi x 10 vién nén bao phim.
Chai 100 vién nén bao phim.
PILU KIEN BAO QUAN:
Khong quéa 30°C, tranh 4m va anh sang.
HAN DUNG:
24 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG CUA THUOC:
Tiéu chuan chat lugng: TCCS.

7N\ Co so san xudat.
k(n” " CONG TY CO PHAN DUQC PHAM IMEXPHARM
- S6 4, dudng 30/4, phuomg 1, thanh phé Cao Lanh, tinh Pdng Thap, Viét Nam
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