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HA NAM
MAU NHAN DANG KY THUGC

®  THANH PHAN: Méi vién nén chisa: DE KATAM TAY TRE EM

L opizin 60mg  BOCKYHUGNG DAN SUDUNG TRUGC KHI DUNG
T8 QUGG im0 40 T ViEN  THUGC CHI DONG THEO DON COA BACST

B CHI DINH, CHONG CHI DINH, LIEU DUNG

- CACH DUNG VA CAC THONG TIN KHAC:

Xem tis hudng din sit dung bén trang hép. Nha sin st CONGTY CPDUCC VAT TU Y TEHANAM

ang Béng, Duy Tién, Ha N
B TIEU CHUAN:TCCS ‘Cum CN Hoang Béng, Duy Tién, am

®  BAO QUAN: Nai kha réo, trinh dnh sing,

nhigt 46 dudi 30°C T f?:i‘[jﬂ O UJH'

Rt Thusc ke don

YACAMET

Levodropropizin 60mg

nzidosd

Hop 3 vix 10 vien nén

DE XA TAM TAY TRE EM
POCKY HUGNG DAN SU DUNG TRUGC KHI DUNG

B COMPOSITIONS: Each tablet contains: B STORAGE: Keep in a dry place; protect from light; \
B

Le in temperature below 30°C.

P

60mg
Excipients: eq.to 1 tablet SDK/Reg No:

B INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION AND OTHER
INFORMATION: See the leaflet enclosed.

B SPECIFICATION: In-house 56816 SX/ LotNo:

INSX/ Mfg.date:
S HOD/ Expdate:

R¢ Thuéc ké don

YACAMET

Levodropropizin 60mg

Hop 3 vix 10 vién nen

DE XA TAM TAY TRE EM
DOC KV HUGNG DAN SUf DUNG TRUGC KHI DUNG
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MAU NHAN DANG KY THUOC

B THANH PHAN: M&i vién nén chira: DEXATAM TAY TREEM
Tt

prop 60mg  BOCKYHUGNG DAN SUDUNG TRUGC KHI DUNG
QLT T T S ————— vitadi1vien  THUGC CHIDUNG THEO BON CUA BAC 57
B CHi BINH, CHONG CHI BINH, LIEU DUNG
- CACH DUNG VA CAC THONG TIN KHAC:
Xem 1& huéng din sif dung bén trang hop. Nh sin xust: CONG TY CPDUIC VAT TU' Y TE HANAM

e ———— Cym CN Hoang Déng, Duy Tién, Ha Nam

:Hﬁ?éo d‘q;.:goc Moi kha réo, trinh dnh sing, T ?:i'% U}J ﬁ \3;1

7 Rt Thusc ke don
g Levodropropizin 60mg

Bwpg wizidoidosponan

Hop 4 vi x 10 vién nén

DE XA TAM TAY TRE EM
DOC K¥ HUGNG DAN SU' DUNG TRUGC KHI DUNG

B COMPOSITIONS: Each tablet contains: B STORAGE: Keepin a dry place; protect from light:
Li propizi 60mg temperature below 30°C.
Excipients: £q.to 1 tablet 5DK/Reg No:

H  INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION AND OTHER
INFORMATION: See the leaflet enclosed.

B SPECIFICATION: In-house 5616 X/ LotNo:
NSX/ Mfgdate:

\ HD/ Expdate:

Rt Thuéc ke don

YACAMET

Levodropropizin 60mg
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Hop 4 vix 10 vién nén

R: Thusc ké don

DE XATAM TAY TRE EM
DOCKY HUGNG DAN SU DUNG TRUGC KHI DUNG
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MAU NHAN BANG KY THUOC

- MGI : ‘DE KATAMTAY TRE EM
f TSN i s0m DOC KT HUGNG DAN U DUNG TRUGC KHI DUNG

T g i Tidn THUGC CHlDONGTHED BON CUABAC SF

u  cHI BINH, CHONG CHI D|NH, LIEU DUNG

- CACH DUNG VA CAC THONG TIN KHAC:

Xem t& hudng din sif dung bén trong hdp. Nhi sin yudt: CONGTY CP DUOC VAT TU ¥ TE HA NAM

Cum CN Hoang Béng, Duy Tién, Ha Nam
B TIEU CHUAN: TCCS SR S E IS

B BAO QUAN: Nai kho rdo, trinh anh sing

nhiét do dudi 30°C ' Ta;i%[jﬂ O \‘I*

Rt Thuéc ke don

YACAMET

Levodropropizin 60mg

DE XA TAM TAY TRE EM
DOC KV HUONG DAN SU DUNG TRUGC KHI DUNG

Hop 5 vi x 10 vién nén

B COMPOSITIONS: Each tablet contains: B STORAGE: Keepin a dry place; protect from light;
Levodroprop 60mg temperature below 30°C.
Exc 3 £q.to 1 tablet SDK/Reg No:

B INDICATIONS,  CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION AND OTHER
INFORMATION: See the leaflet enclosed.

B SPECIFICATION: In-house 5618 SX/ LotNo:
NSX/ Mfg.date:
HD/ Exp.date:

\

Rt Thuéc ke don

YACAMET

Levodropropizin 60mg

Hap 5 vi x 10 vién nén

DE XA TAM TAY TRE EM
POC KV HUGNG DAN SU DUNG TRUGC KHI DUNG
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MAU NHAN Vi DANG KY

n 60 mg Levodropropizin 60 mg Levod:
Ha Nam Cong ty CP Dugc vat tu y t& Ha Nam Cong ty CP Dugc v
propizin 60 mg Levodropropizin 60 mg
At tu y t€ Ha Nam Cong ty CP Dugc vat tu y té Ha Nam Céng ty CP
n 60 mg Levodropropizin 60 mg Levod|
Ha Nam Cong ty CP Duge vat tu'y té Ha Nam Céng ty CP Dugc v,
MET YACAMET YA(
bpropizin 60 mg Levodropropizin 60 mg
ttuy t& Ha Nam Céng ty CP Dugc vat tu' y té Ha Nam Cong ty CP
pizin 60 mg Levodropropizin 60 mg Levd
¥ t&€ Ha Nam Céng ty CP Dugc vat tuy t& Ha Nam Céng ty CP Dugg
MET YACAMET YAC(
bpropizin 60 mg Levodropropizin 60 mg
ttuy té Ha Nam Cong ty CP Duoc vat tu y t& Ha Nam Congty CP I
L6 SX: HD:

€T YACAMET YAC
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Ry Thubc ké don
YACAMET

\"~fLevodropropizin 60 mg)

Tén thubc

YACAMET

Céc du hiéu lru y va khuyén cao khi diing thubc
Poc kj hwéng dan sir dung trudc khi ding
Pé xa tam tay tré em

Thudc nay chi dimg theo don thuéc

Thanh phén céng thire thude
MaJi vién nén chira 60 mg levodropropizin

T4 dwoc: Lactose monohydrat, microcrystalline cellulose, natri starch glycolat, magie
stearat, polyvinyl pyrrolidon.

Dang bao ché
Vién nén

Vién nén mau trang dén tring nga, canh va thanh vién lanh lan

Chi dinh
Diéu tri triéu chig ho khan trong cac bénh phé quéan phdi.

San phém duoc chi dinh cho ngudi 16m va tré em trén 12 tudi.

Cach ding, lidu ding

Liéu ding

Lidu diing: thubc ding cho ngudi 16n va tré em trén 12 tudi: Mbi lan udng 1 vién (60 mg),
t8i da 3 1n/ngay va khoang cach t6i thiéu gitta cac lidu 1a 6 gio.

Pidu tri nén dugc tiép tuc dén khi hét triéu ching ho hodc theo chi dinh cua bac s§. Tuy
nhién néu sau 14 ngay diéu tri ma ho vén con thi nén ngimg diéu tri va tham khéo y kién
bac si.
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Céch dung

Thudc dung dudng udng

Chéng chi dinh
«  Qua mAan véi hoat chat hodc véi bét ky ta duge nao dugc liét ké trong phﬁn i
. Bénh nhan bi tang tiét dich phé quan.

»  Bénh nhan bi suy giam chirc nang niém mac (hi chimg Kartagener, rdi loan hoat dong
long chuyén).

« Bénh nhén suy giam chirc ndng gan.

+  Phu nit mang thai va cho con b (xem phén 4.6).

Canh b4o va than trong khi dung thudc

. Khong c6 thay dbi dang ké vé tinh chét dugc dong hoc cua san phém duge quan sét
thdy & tré em.

. Céc thong sb duge dong hoc cia levodropropizin thay d6i khong déng ké khi diing
cho ngudi cao tudi, do d6 khong can diéu chinh liéu hoge khoang thoi gian ding thube cho
nhém bénh nhan nay. Tuy nhién, su nhay cam clia nguoi cao tudi voi cac loai thudc khac
nhau 14 khac nhau, can phai quan ly chat ch& vigc sir dung levodropropizin cho nhém bénh
nhan nay.

. Can thén trong khi dung san pham cho bénh nhan suy thén néng (dd thanh thai
creatinin <35ml/ pht).

. Cén than trong trong trudng hop su dung dong thoi véi cac thuéc an thin & nhitng
bénh nhén nhay cam (xem phan 4.5).

. Do chua ¢6 dit liéu vé anh huéng cia thirc dn dén su hip thu cua thudc, nén dung
thudc cach xa bita an (khi bung doi).

. Thudc ¢6 chtta duong lactose. Bénh nhén c6 cac vAn d di truyén hiém gip vé khong
dung nap galactose, thiéu hut lactase hodc kém hép thu glucose-galactose khong nén dung
thudc nay.

. Thube co6 chira dudi 1 mmol (23 mg) natri/liéu, nghia 12 “khong chira natri”.

Sir dung thudc cho phu nit c6 thai va cho con ba

Kha ning sinh san va mang thai

Céc nghién ctru v€ quai thai, sinh san va kha nang sinh san, ciing nhu cac nghién clru trudce
va sau sinh cho thdy khong c6 ddc tinh cu the nao dugc phat hién.

Tuy nhién, cac nghién ctru doc tinh & dong vét cho thdy c6 sy cham tang cén va ting trudng
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& lidu 24mg/ke, va levodropropizin da duge chimg minh c6 thé vugt qua hang rao nhau thai
cua chudt, do do, khong nén st dung levodropizin trén cho phu nir mudn mang thai hoic
dang c0 thai.

Phu nit cho con bu

Trong cac thir nghiém trén chudt, levodropropizin da dugc phat hién trong sira me trong vong
8 gitr sau udng thudc. Do d6 khong st dung levodropropizin & cac ba me cho con bi.

Anh hudng déen kha ning lai xe, vAn hanh may moc

Thudc it anh hudong dén kha nang 14i xe va vin hanh may moéc. Co thé xay ra budn ngu sau
khi sir dung san pham (xem phén 4.8).

Twong tac, twong Ky cia thubc

Khéng quan sat thdy tuong iac voi céc thubc benzodiazepin trong cac thir nghiém 1am
sang. Tuy nhién nén than trong khi ding dong thoi cling cac thubc an thin, dic biét trén
nhitng bénh nhén nhay cam, vi ¢6 thé tang tac dung an than (xem phén 4.4).

Céac nghién ciru 1am sang dugc thuc hién khéng cho thdy bit ky tuong téc nao cua
levodropropizin véi cac thuéc khac duge sit dung ddng thoi trong diéu tri cdc rbi loan phé
quéan phdi nhu: thude chii van B2, methylxanthin va dan xuét, corticosteroid, khang sinh
va thudc khang histamin

Tac dung khong mong mudn ciia thude

Nhitng thudt ngit sau day dugc dung dé phan loai cic phan tng bét loi dua trén tan sut:
RAt thuong gip: > 1/10;

Thudng gép: > 1/100 va < 1/10;

it gap: >1/1000 va < 1/100;

Hiém gap: >1/10.000 va < 1/1000

RAt hiém gap: <1/10.000

Duéi day la bang t6m tit cac phan ing phu va tan suat:

Hé théng co
quan

Tan so Téic dung khong mong mudn

Réi loan hé théng | Rt hiém

e ) ua man, phan tng phan vé
mién dich gap Q P &k '

Roi logn chuyén | Rat hiem | Hon mé, ha dudng huyét (mét trudng hop da dugc
hoa va dinh dudng | gap bao cdo & mdt ngudi phu nit 16n tudi udng ddng thoi
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v6i thube ha dudng huyét)

L - A Rét hiém % . A A , A -
R6i loan tAm than - Kho chiu, roi loan nhan cach/ nhén thuc
Chéng mit, run, loan cam, budn ngi, ngt xiu
. — . ..z | Co giat, ting truong luc tdng quat (mdt trudng h
Réi loan hé thin | Rét hikm | o b en8 Tirong e Tne e BV
: B da dugc béo cdo).
kinh gap
DPong kinh con nhd (mdt truong hop dd dugce bao
céo).
R6i loan tai va mé R4t hiém ) 5
) Chéng mat
cung gap
. ) R4t hiém | Panh tréng nguc, nhip tim nhanh
RO6i loan tim B " o
gap R6i loan nhip tim (mdt trudng hop da duge bao cao)
R&i loan mach RAt hiém{|_ . . ' .
] B Ha huyét ap
mau gap
R&i loan hod hép, | Lz ..z
. i P | Rét hiém il T A s I
long nguc, trung | Kho thé, ho, phu né duong ho hap
E gap
théat
Pau bung trén, dau bung, budn nodn, ndn mira, tiéu
| chay
" ., |R&t hiém | .. . .. . g
ROi loan tiéu hoa . Viém ludi (mot trudng hop duge bao cdo)
Loét aphthous- Nhiét miéng (mot trudng hop dugce
bdo céo)
R&t hiém Viém gan @ mét (mot trudng hop da dugc bao cao
R&i loan gan mat % & mot ngudi phu nit 16n tudi udng ddng thoi vai
&P thuéc ha dudng huyét)
Mé day, ban d6, phat ban, mén ngira, nglta, phu
Réi loan da va mé | Rét hiém | mach, phan img da
dudi da gap Bong biéu bi tai chd (mot trwong hop tr vong da
dugc béo céo)
R6i loan co xuong R4t hiém | _;
SN y Yéuco
va mo lién ket gap
R&i loan chung va | - Mét moi
5 . Rat iém r
tinh trang co dia gip Phul toan than, suy nhugc (bédo cdo mdt s6 truong

hop riéng biét)
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Bao céo céc tdc dung khdng mong mudn

Viéc bao cdo cac tac dung khdng mong mudn sau khi thude duoc phé duyét la rat quan
trong. N6 cho phép tip tuc theo dai can bing loi ich / riii ro cua thudc. Cac chuyén gia
cham soc stre khde duge yéu clu bao céo bat ky tdc dung khong mong mudn nao téi:

Trung tam DI &ADR Qudc gia
13 - 15 L& Thanh Téng, Ha Noi

Website: www.canhgiacduoc.org.vn

Qua lidu va cach xir tri
Khéng cé tac dung phu dang ké nao dugc quan sat thdy sau khi dung thudc nay véi mot
lidu duy nhat 240 mg hozc 120 mg (3 1an mdi ngay) trong tdm ngay.

Céc trudng hop vé tinh qué lidu ¢ tré em tir 2 dén 4 tudi da duge biét dén. Nhimg truong
hop nay khong c6 héu qua. Trong hiu hét cac truong hop, bénh nhan bi dau bung va nén
mura, mot tredng hop bénh nhan nim ngl qué nhiéu va do bdo hoa oxy bi giam sau khi
ding lidu 600 mg.

Trong trudong hop qua lidu v6i cac triéu chimg rd rang, nén diéu tri triéu chimg ngay 1ap
tirc va cAn duoc thuc hién cac bién phap didu tri thong thudng (rira da day, ding than,
truyén dich duong tinh mach, v.v.).

Pic tinh dwge Iwe hoc
Nhom duge ly: Thube diéu tri ho
Mia ATC: RO5DB27

Co ché hoat déng

Levodropropizin hoat ddng nhu mot chét chdng ho thong qua su tc ché & cép do soi C.

Levodropropizin tuong ing vé mit hoa hoc véi (25 ) 3- (4-phenylpiperazin-1-yl) propan-
1,2-diol.

Levodropropizin c6 tac dung chong ho, dic biét 1a & ngoai vi, & mirc khi quan kém theo
céc tac dung chong di ung va chong co that.

Tac dung duoc luc hoc

N6 da dugce ching minh in vitro 1a ¢ thé Grc ché su giai phong cac neuropeptide tir s¢i C.

Levodropropizin tadc dong lén h¢ théng phé quan phdi bing cach trc ché co thit phé quan
gdy ra do histamine, serotonin ho#c bradykinin.

Hiéu gqua lam sang va an toan

Nhiéu bang chimng thuc nghiém cho théy hiéu qua 1am sang cla levodropizin trong viéc
giam ho do céc can nguyén khac nhau, bao gém ho lién quan dén khoi u ph€ quan phoi,

Wi\ B S o



https://trungtamthuoc.com/

ho lién quan dén nhidm trung dudng hé hip trén va dudi, va ho ga. Tac dung chdng ho
ctia levodropropizin c¢6 thé so sanh véi tac dung ctia cac thude tac dung trung wong, nhung
levodropropizin dugc dung nap tét hon dac biét 1 lién quan dén tac dung an thén.

Thubc nay khéng trc ché chirc nang hd hép hodc thanh thai chit nhdy & ngudi. Pic biét,
mot nghién ciru gan day cho thdy ring levodropropizin khong e ché hé théng ho hip
trung wong & bénh nhan suy ho hip man tinh, ca trong qué trinh hod hép tur phat va trong
qua trinh théng khi tang COa.

Dic tinh dwge dong hoc

O ngudi, levodropropizin dugc hép thu nhanh chéng va phan b rong khip co thé sau khi
udng.

Thoi gian bén thai sinh hoc khoang 1-2 giv.Bai tiét chu yéu qua nudc
tiéu. Levodropropizin dugc bai tiét dwdi dang khong ddi cling nhu cc chat chuyén hoa
nhu levodropropizin lién hop va tu do, hodc p-hydroxylevodropropizine lién hop. Sy bai
tiét ctia levodropropizin va céc chidt chuyén hoa cta né dugc liét ké trong nudc tiéu xap
xi 35% liéu diing trong vong 48 gid.

Céc nghién ciru dugc dong hoc dugce thuc hién trén chudt, ché va ngudi. Su hép thu, phan
bd, chuyén hoa va thai trir d3 dugc chung minh 1a rat gidng nhau & ca ba loai, véi sinh
kha dung vuot qua 75% khi ding dudmg udng.

Lién két v6i protein huyét twong & ngudi khong dang ké (11-14%) va ¢6 thé so sanh véi
mirc d6 lién két duoc quan sat thdy & ché va chudt.

Céc thir nghiém trong d6 thudc d¢a dugc st dung nhidu 1dn cho thiy didu tri trong tdm
ngay (3 1an mdt ngay) khong anh huéng dén dic tinh hip thu va thai trir ctia san phdm. Do
d6 c6 thé loai trir hiéu ung tich luy va qua trinh tu tao chuyén hoa.

93% hoat do phong xa dugc thai trir sau khi udng.

Khong c6 thay dbi dang ké vé dic tinh duoc dong hoc clia thude duge quan sat thiy &
tré em, ngudi cao tudi va bénh nhan suy than nhe hoic trung binh.

Dir li¢u an toan tién 1dm sang

Doc tinh cép tinh 14 886,5 mg / kg & chudt cong, 1.287 mg / kg & chudt nhét va 2.492 mg
/ kg & chudt lang.

Chi s6 didu tri & chudt lang dugc tinh theo ty 1& LDso / EDso sau khi ubng 12 16 dén 53 tuy
thudc vao md hinh thuc nghiém vé cam tng ho.

Céc thtr nghiém doc tinh l3p di 13p lai qua dudong udng (4-26 tuan) cho thiy liéu khong
doc 1a 24 mg / kg / ngay.
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Quy cach déng goi
Hop 3, 4, 5 vix 10 vién.

Piéu kién bio quin, han dung, tiéu chuan chat lwgng cia thudc

Bdo quan

Bao quan & noi kho rdo, tranh anh sang, nhiét 46 dudi 30°C.
Han dung

24 thang ké tir ngay sén xuat

Tiéu chuén chat lrong

TCCS

TEN, PIA CHI CO SO SAN XUAT
CONG TY CP DUQC VAT TU Y TE HA NAM






