B( Prescription Drug
LOPECIN svrur

Levodropropizine 6% (60mg/ml)

-

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE

Box 1 bottle 15 mli

https://trungtamthuoc.com/

LOPECI

& Thudc ké dan
LOPECIN sro

DANG NHO GIQT

Thanh phén: M&i mL c6 chita
60 mg Levodropropizin

Chidinh, chéng chi dinh, liéu dung, cach
dung va cac thong tin khac: Xem t&
huéng dén str dung thuéc.

Béo quén: Nai kho réo, tranh anh séng,
nhiét d6 dudi 30°C.

Tiéu chudn: TCCS.

San xuat tai:

Cong ty CP Dugc Vat tu'y té Ha Nam

Cum CN Hoang Déng, phuéing Hoang Déng,
thi xa Duy Tién, tinh Ha Nam, Viét Nam

MAU NHAN PANG KY THUOC

R( Thudc ké don
LOPECIN siro

DANG NHO GIOT

Levodropropizin 6% (60mg/ml)

—®

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

Hop 1 lo 15 ml

R( Prescription Drug
LOPECIN svrur

Composition: Each 1 mL contains
60 mg Levodropropizine

Indications, ~ contraindications, dosage,

administration and other information: See
the leaflet enclosed.

Storage: Keep in a dry place, protected from
light, temperature below 30°C.

Specification: In-House.

Manufactured by:

Ha Nam Medicines JSC

Hoang Dong Industrial Zone, Hoang Dong Ward,
Duy Tien Town, Ha Nam Province, Viet Nam

SDK/ Reg. No:

5616 SX/ Lot. No:
NSX/ Mfg. Date:
HD/ Exp. Date:




https://trungtamthuoc.com

R( Prescription Drug
LOPECIN svrur

Levodropropizine 6% (60mg/ml)

——

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE

Box 1 bottle 30 ml

ot |
LOPECIN ..

R thuscie aon
LOPECIN sro

Thanh phan: M&i mL ¢ chita
60 mg Levodropropizin

Chidinh, chéng chi dinh, liéu dung, cich
ding va céc théng tin khac: Xem t&
huéng dén sit dung thuéc.

Bdo quén: Nai khé réo, tranh &nh sang,
nhiét d6 dusi 30°C.

Tiéu chuan: TCCS.

/

DANG NHO GIOT

San xuat tai:

Cong ty CP Dugc Vat tu'y t& Ha Nam

Cum CN Hoang Déng, phuding Hoang Béng,
thixa Duy Tién, tinh Ha Nam, Viét Nam

MAU NHAN PANG KY THUOC

R thuseie don
LOPECIN sro

DANG NHO GIOT

Levodropropizin 6% (60mg/ml)

—2

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

Hop 1 lo 30 mli

R( Prescription Drug
|.0 PECI N SYRUP

Composition: Each 1 mL contains
60 mg Levodropropizine

Indications,  contraindications,  dosage,
administration and other information: See
the leaflet enclosed.

Storage: Keep in a dry place, protected from
light, temperature below 30°C.

Specification: In-House.

Manufactured by:

Ha Nam Medicines JSC
Hoang Dong Industrial Zone, Hoang Dong Ward,
Duy Tien Town, Ha Nam Province, Viet Nam

SBK/ Reg. No:

5616 SX/ Lot. No:
NSX/ Mfg. Date:
HD/ Exp. Date:
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MAU NHAN PANG KY THUOC
B\ PANAM /o LO 30ML

=(DUgc VATTU Y TE

Thanh phan: M&i mL ¢6 chira
60 mg Levodropropizin

HAMEDI

R( Thudc ké don Tiéu chudn: TCCS.

|.0 PECI N SIRO DEXATAMTAY TRE EM

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG

DANG NHO GIOT
S6 16 SX/ Lot. No:

Levodropropizin 6% (60mg/ml) HD/ Exp. Date:

u San xuat tai:

Cong ty CP Dugc Vat tu'y t& Ha Nam
Cum CN Hoang Péng, phudng Hoang Béng,

LQ 15SML

Thanh phan: M&i mL 6 chtia

— 60 mg Levodropropizin

R( Thudc ké dan Tiéu chudn: TCCS.

|.0 P ECI N SIRO DEXATAMTAY TRE EM

BOC KY HUONG DAN SU DUNG TRUGIC KHI DUNG

DANG NHO GIOT
’ ” e % o /) S616 SX/ Lot. No:
evodropropizin (60mg/m HD/ Exp. Date:

g San xuét tai:

Cong ty CP Dugc Vat tu'y t& Ha Nam
Cum CN Hoang Déng, phuéng Hoang Béng,
thi xa Duy Tién, tinh Ha Nam, Viét Nam
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va mau nhan maoi
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e \ LOPECIN
=[DUJC VATTU Y 16

: * ey
HANAM /y (Levodropropizin 60 mg/ml)
Tén thube \(‘;l”'N - ‘:f;j/

LOPECIN

r ,‘ A s b1 ‘ I'4 . Y
Cic diu hiéu lru y va khuyén cdo khi dung thude
Doc ky huéng dén sir dung trude khi ding
Dé xa tam tay tré em

Thubdc nay chi dung theo don thubc

Thanh phin cong thire thube
M&i 1 ml ¢6 chira:
Hoat chit: Levodropropizin 60 mg

T4 duwgce: Methyl paraben, propyl paraben, acid citric, propylen glycol, dudng kinh, natri
saccharin, hwong hoa qua, nuée tinh khiét.

Dang bao ché
Siro udng

Siro udng ddng nhét, huong thom, vi ngot

Chi dinh

Diéu tri tri¢u chirng ho, ho khan trong cac bénh phé quan phai.

Céch dung, liéu ding

Liéu ding

Ngudi 16n va tré em trén 12 tudi: 20 giot twong Gmg Iml, (60 mg Levodropropizin) x 3
lin mdi ngay. Gitta cac lan udng phai cach nhau 6 tiéng,

Tré em 2-12 tudi: 1 giot/kg thé trong (twong tng véi 3 mg/kg thé trong), chia lam 3
ldn/ngay v6i khoang cach it nhit 6 gio.
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Trong luong Liéu Tong liéu /ngay

~ (ke) n
12 4 giol 12 giot
18 6 giol 18 giot
.  8giot | odgiot
30 10 giot 30giot
36 12 giot 36 giot

- 42 4 giot 42 giol

Trong truong hop dac biét, bac sy ¢o the ting licu 1€n 2 giot/kg thé trong.

Nén sur dung thudce dén khi hét cac tri¢u chimg ho, nhung khong duge vugt qué 14 ngay.
Sau khoang thoi gian nay, néu con ho khong giam, nén ngirng thudce va tham khéo y kién
béc sy.

Cach dung

Dung dudng udng.

Thudc ¢6 theé duge pha loang véi nura ly nude.

0 idi Z
Chong chi dinh o
. Quéd man véi hoat chat hodc voi bat ky ta duge nao duge liét ké trong phan Thanh ¢

WG

phan cong thire thudc.

. B¢nh nhén tang tiét dich phé quan. \F
o 4 § .3 P G A Al , ~ £ )

. I'rong cac truong hop giam chirc nang niém mac (hoi chimg Cartagener, roi loan f\’k

—

chirc nang 16ng chuyén).

. Suy giam chure ndng gan

. Trong thoi ky mang thai va cho con b (xem phan St dung thude cho phy nir ¢o
thai va cho con bu). '

. Tré em dudi 2 tudi.

Canh bao va thiin trong khi sir dung thuoc

Céac nghién ctru vé hi¢u qua sau khi dung cho tré em duéi 2 tuoi chua duge thye hién day
du, do do6 sdan pham nén dugce st dung thin trong cho nhom bénh nhin nay.

Bénh nhdn suy than ning cing nén cin nhac khi str dung san phim (dd thanh thai
creatinine <35 ml/phut).

Can hét stre thin trong khi dung levodropropizin cho bénh nhan cao tudi, nhirng nguwoi da
thay doi dd nhay véi cdc loai thude khac nhau.

Thuoc ¢6 chira dudng kinh. Bénh nhan ¢6 cdc di truyén hiém gap veé vin dé khong dung
nap lructose, kém hip thu glucose-galactose hog@ce thi€u hyt enzym sucrase-isomaltase
khong nén dung thude nay.
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Thudc ¢6 chira methyl paraben, propyl paraben c6 thé gy ra phan (mg di ing (c6 thé xay ra
cham).

Thudc ¢6 chira propylen glycol, ¢6 thé gay ra cac tri€¢u chirng nhu sau khi uong rugu.

Thube ¢6 chira dudi 1 mmol (23 mg) natri/liéu, nghia la “khong chira natri”.

St dung thuoc cho phu nit ¢6 thai va cho con b

Cac thi nghiém trén dong vét cho thily Levodropropizin qua dugc hang rdo nhau thai va bai
tiet duge vao sira me, do dé, thude khong duge khuyén cao dung cho phy niv ¢6 thai va phy
nit cho con bu.

Anh hwéng thuoc 1€n kha nang lii xe, viin hanh may moéc

Ngay ca khi duoc str dung nhu chi dinh, levodropropizin ¢6 thé thay doi kha ndng phan
trng dén mirc lam suy giam kha ndng chi dong khi tham gia giao thong hodc van hanh
may moéc. Mirc d§ suy giam tang 1€n khi str dung két hop voi ruou.

Twong tac, twong ky ciia thude 00
Khong ¢o6 twrong tac véi benzodiazepin trong céc thir nghi€m 1am sang, tuy nhién, nén thin AN¢
trong khi dung dong thoi véi cac thudce an than, dic biét trén nhitng bénh nhan nhay cam véi SV
thuoc. ‘A

Céac nghién ctru 1am sang cho thay khong c6 bat ky tuong tdc nao v6i céc loai thude duge né}

sir dung dé diéu tri bénh phé quan phdi nhu chit chii van beta-2, methylxanthines va céc
dan xuat cua ching, corticosteroid, khang sinh, thudc diéu tiét chat nhay va thude khang
histamine.

Tac dung khong mong mudn ciia thude

Danh gia tac dung phuy dya trén phéan loai tan sudt nhu sau:

Rét phé bién (> 1/10)

Phé bién (> 1/100 dén <1/10)

Khong phd bién (> 1/1 000 dén <1/100)

Hiém gap (> 1/10 000 dén <1/1000)

R4t hiém giip (< 1/10 000)

Khéng xac dinh (khong thé wéce tinh tAn sudt tir div lidu 6 san)

Céc tac dung phy sau diy duge quan sat thay 1a rat hiém gap (it hon 1/10 000):

Da: N&i mé day; ban do; phat ban; ngira; sung (phit mach); phan tmg da.
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Duong ti€u hod: Kho chiu duong ti€u hod; budn ndn; nén mira; ti€u chay.

H¢ than kinh:-Chong mit; run; cdm gidc lo au; suy nhugce; mét moi; budn ngi; suy giam
y thire; dau dau.

Hé tim mach: Panh tréng nguc; nhip tim nhanh; ha huyét ap.
¢ hé hap: Khé thé; ho; sung thy dudng hod hip.

¢ xuong va co bip: Yéu co, yéu co & cing chén

Phan (mg chung: Phan (g di (ng va qua mén.

Methyl paraben, propyl paraben ¢6 thé gdy phan ng qua man, bao gom ca phan ung
mudn.

Béo cdo céac tac dung khdéng mong muon

Viée bao céo cic tic dung khdong mong muén sau khi thude duge phé duyét la rit quan
trong. N6 cho phép ti€p tyc theo doi can bang lgi ich / rii ro cua thudce. Cac chuyén gia
cham séc stre khoe duge yéu cau bao cdo bat ky tac dung khéng mong mudn nao téi:

Trung tdim DI &ADR Quéc gia
13 - 15 Lé Thanh Téng, Ha Noi

Website: www.canhgiacduoc.org.vn 20
3TY

A - A

Qua liéu va cich xir tri NA

Khong c6 tac dung phu déng ké nao dugc quan sat thdy sau khi ding levodropropizin véi
mét lidu duy nhit 240 mg hodic 120 mg (3 lan mdi ngay) trong tdm ngay.

Chi ¢6 mot truong hop qua lidu duge biét dén & mot dira tré 3 tudi duoc diéu tri véi liéu
hang ngay 360 mg levodropropizin. Bénh nhan dau bung va non khong dir déi, héi phuc
ma khong dé lai di chimg. Trong trudng hop qua lidu, nén thye hién cac bién phap diéu
tri thong thuong (rtra da day, stir dung than hoat, truyén dich, vv...).

Dic tinh dwoce lye hoe
Nhém duge 1y: Thube giam ho/thudce chdng ho
Ma ATC: ROSDB27

Levodropropizin 1a mdt phan tir dwgc san xuét bing phuong phap téng hop dic hi¢u, tén |
hoa hoc ctia n6 nhu sau: S(—)3-(4-Phenyl-piperazin-1-yl)-propan-1,2-diol.

Tac dyng chdng ho ctia thude nay chu yéu cé tinh chit ngoai vi, cu thé 1a bing cach tac |
dong 1€n khi quan.
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Dic tinh dwoe dong hoce

Cac nghién ciru dugce dong hoc da dugc thuc hién trén chudt, chd va ngudi. Sy hap thu,
phan bd, chuyén hoa va bai ti¢t da dugc chirng minh 1a giong nhau trén ca 3 loai dugce
khao sat, vai sinh kha dung sau khi udng trén 75%.

Sau khi dung dudng udng, kha ning tim lai hoat chit bang chit danh diu phoéng xa 1a
93%.

Lién két vdi protein huyét tuong & ngudi la khong dang ké (11-14%) va c6 thé so sanh
v6i cac gid tri duge tim thay & cho va chudt.

O nguoi, levodropropizin sau khi udng dwgce hap thu nhanh chéng va phan bo trong co
thé.

Thoi gian ban thai khoang 1 dén 2 gior

Su bai tiét chu yéu dién ra qua nude tiéu. Levodropropizin dugc bai tiét dudi ca 2 dang
chua chuyén hoa va chuyén hod nhu: levodropropizin lién hop va p-
hydroxylevodropropizine tw do va két hgp. Su bai tiét cia levodropropizin va cac cht
chuyén hod duoc liét ké & trén trong nude tiéu chiém khoang 35% lidu ding trong 48 gio.

Cac nghién ciru trong do levodropropizin duge str dung céc lidu 13p lai cho théy ring diéu
tri tam ngay (3 lan mdt ngay) khong lam thay doi cac dic diém hap thu va bai tiét cia _
levodropropizin. Diéu nay c6 nghia 1a co thé loai céc hién tuong tich tu hodc cam ng v \
dong trao ddi chét.

{
. \ YT

Khong cé su sai léch dang ké nao vé dic tinh duge dong hoc cua levodropropizin & tré M
em, bénh nhan cao tudi hodc bénh nhin suy than nhe dén trung binh. Pz
.“;\P;A

=

Dit li¢u an toan tién lim sang

Déc tinh cép tinh 1a 886,5 mg/kg & chudt ¢bng, 1287 mg/kg & chudt nhit va 2492 mg/kg
& chudt lang.

Chi s6 diéu tri & chudt lang dugc tinh theo ty 1€ LDso/EDso sau khi uéng la 16 dén 53 tuy
thudc vao md hinh thue nghiém vé cam wng ho.

Céac thir nghiém ddc tinh lidu lap lai duong uf)ng (4-26 tufin) cho théy lidu khong doc la
24 mg/kg/ngay.

Quy ciach dong goi
Hop 1 lo 15 mL, hop 1 1o 30 mL.



https://trungtamthuoc.com/

Piéu kién bio quin, han ding, tiéu chuin chit lwong ciia thude
Bao quan

Noi kho rdo, tranh anh sang, nhiét dd dudi 30°C.

Han ding

24 thang ké tir ngay san xudt. 30 ngay sau mo nap.

Tiéu chudn chat lrong

TCCS

Tén, dia chi co sé san xuat
CONG TY CP DUQC VAT TU' Y TE HA NAM
Cum CN Hoang Déng, phuong Hoang Dong, thi xd Duy Tién, tinh Ha Nam, Viét Nam.




