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R Prescription drug Box of 6 blisters x 10 tablets
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Levodropropizine 60 mg

Levodropropizine 60 mg

PRIOXIME ..

eI SCLTeC N N APROGEN BIOLOGICS INC.
mm] “ - h £
i Ut Agt.: {% 16, Dumeori-gil, Yanggam-myeon, Hwaseong-si, Gyeonggi-do,

Republic of Korea.

Composition: Each tablet contains: Shelf-life: 36 months from the mfg. date.
Levodropropizineg ................. 60 mg

Specifications: In-house.
Indication, Dosage & Mode of

administration, Contraindication, SBK/ Reg. No. :
and other information: LSX/ Batch No.:
Refer to the package leaflet enclosed. NSX/ Mfg. Date:

HSD/ Exp. Date:
Storage conditions:

Stare in a tight container, at cool and dry KEEP OUT OF REACH OF CHILDREN
places, protected from light, below 30°C.  READ THE PACKAGE LEAFLET CAREFULLY
BEFORE USE

R Thuoc ké don Hop 6 vi x 10 vién nén

PRIOXI M E Tablet

Levodropropizin 60 mg

San xudt bai: APROGEN BIOLOGICS INC.

% P N i
é:: i 16, Dumeorl-gwl Yanggam-myeon, Hwaseong-si, Gyeonggi-do,

PFHRUG
N s Han Quéc.

g . ung: 36 thang ké t 4n xuét.
Thanh phan: Mai vién nén c6 chira: Fhancing: 36 1hang ko 1ir gy sarsut

Levodropropizin .................. 60 mg Tiéu chuén chét lwgng: TCCS.
Chi d!nh Lidu dung & Céch dung, Dang bao ché: Vién nén khéng bao
Chéng chi dinh va cac théng tin khac:  Xuat xi: Han Quéc.
Xem trong t& hwéng dan st dung thube DNNK:
kém theo. :

a5 : . DE XA TAM TAY TRE EM
Dieu kién bao quan: 3 . : }
Béo quan trong bao bi kin, noi khd rao, BOC KY HUQNG DAN. SU DUNG
thoang mat, tranh anh sang, nhiét d6 TRUOC KHI DUNG

dwéi 30°C.
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Rx Thude nay chi dung theo don thuée

PRIOXIME Tablet

Levodropropizin 60mg

Thuéc nay chi dimg theo don thuéc

Dé xa tam tay tré em

Doc kj hudng dan sie dung trieée khi dung
Thong bdo ngay cho bdc si hodc duwoc st nhitng tdc dung khong mong muén gap phdi khi sir
dung thuéc. Néu cdn thém thong tin, xin héi y kién bdc si hodc dieoc st

1. Thanh phin céng thire thude: M3i vién nén chira:

- Thanh phan duwoc chat: Levodropropizin . . . . 60 mg

- Thanh ph&n td dugc: lactose hydrate, microcrystalline cellulose, sodium starch glycolate,
colloidal silicon dioxide, magnesium stearate.

2. Dang bao ché: Vién nén khéng bao hinh tron, mau tring

3. Chidinh:
Diéu trj triéu chimg ho khan trong céc bénh phé quan-phdi & ngudi 16n va thanh thiéu nién tir 12
tudi.

4. Cich dang, liéu ding
Liéu dung:
Ngudi 16n va thanh thiéu nién tir 12 tudi: 1 vién/lan, t5i da 3 1dn/ngay, cdch nhau it nhit 6 gio.
Nén tiép tuc diéu trj cho dén khi hét ho nhung khéng qué 2 tudn. Néu sau 2 tuin diéu tri ma van
con ho, ding diéu tri va tham khao vy kién béc si. Trong thwe té, ho la triéu chimng, cén nghién
ctru va diéu tri nguyén nhan.
Cich dung:
Ding dudng udng, vi khong c6 dir liéu vé anh hudng cua thirc dn 1én hdp thu thudc, nén dung
thude khi doi (gifta céc bira an)

5. Chéng chi dinh
* Qud man v&i hoat chét hogc véi bat ky ta dugc nao ciia thude.
* Bénh nhan tang tiét phé quan
* Suy gan nidng
* Bénh nhan giam kha ning thanh thai cac chét nhdy (hoi chimg Kartagener, réi loan chirc
nang vén dong 16ng mao).
e Phu nit ¢6 thai va cho con bu.

6. Cinh bdo va thin trong khi diung thuée -
* Chua ghi nhdn sy thay doi dang ké nao vé& diic tinh duoc dong hoc ciia thube tmrfe:%n o
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* Quan sét cho thay mé hinh dugc dong hoc cua levodropropizin khong bi thay doi rd rét &
ngudi cao tudi nén viéc chinh lidu hoic didu chinh khoang dura lidu c6 thé khong can thiét
0 nhom bénh nhan nay. Trong moi truomg hop, bang chung r3 rang cho thay su nhay cam
clia ngudi cao tudi véi céc loai thude khae nhau thay d6i, nén than trong dac biét khi
dung levodropropizin cho bénh nhan cao tudi.

e Can dic biét than trong ¢ nhitng bénh nhén bi suy than ning (dd thanh thai creatinin dudi
35 ml/phut).

* Nén thén trong trong trudng hop dung thuéc an thin ddng thoi & nhiing ngudi nhay cam
(Xem muc Twong téc thudc).

Canh bdo td dwoe:

e San pham nay c6 chira lactose. Bénh nhan bj r6i loan di truyén hiém gdp nhu khong dung
nap galactose, thiéu hut lactase hoan toan hoac kém hap thu glucose - galactose khong
nén dung thudc nay.

¢ San phdm nay chta it hon Immol (23mg) natri/ vién, vé co ban la khong chira natri.

7. St dung thudce cho phu nit ¢6 thai va cho con bi:
Str dung thuéc cho phu nir ¢6 thai:
Céac nghién ctru vé& anh hudng dén gay quai thai, qua trinh sinh san va kha nang sinh san, bao
gdm nghién ctru trong qua trinh mang thai va sau sinh cho thay khéng c6 tac dung ddc hai anh
huéng dén thai nhi va tré so sinh.
Tuy nhién, khi nghién ciru doc tinh & dong vat vdi lidu 24 mg/kg, chdm tang cén va tang trudng
co thé c6 thé xuét hién, va vi levodropropizin c6 thé vugt qua hang rao nhau thai & chudt, viée str
dung thudc bi chéng chi djnh & nhiing phu nit ¢6 thai hodc dy dinh ¢6 thai.
Str dung thuéc cho phu nit cho con bu:
Cac nghién ctru trén chuét chi ra rang loai thuéc nay duge tim thdy c6 trong sita me sau khi dung
dén 8 givr. Do d6 viée sir dung thudc bj chéng chi dinh trong thoi ky cho con bu.

8. Anh huwéng cia thude 1én kha ning lii xe, vin hanh may méc
Thube anh huéng rét it dén kha nang lai xe va/ hodc van hanh mdy méc. Tuy nhién, vi ¢6 thé gay
budn ngu du hiém gap, nén st dung than trong & nhitng bénh nhan cé y dinh lai xe hodc vin
hanh may moc.

9. Tuong tic, twong Ky ctia thudc
Twong tic thude
Trong cac nghién ciru 14m sang, khong thdy tuong tac véi benzodiazepin. Tuy nhién, can than
trong khi ding chung véi thubc an than, dic biét ¢ nhitng bénh nhan nhay cam, do c6 thé 1am
ting tac dung an than (xem muc Canh bao va than trong khi ding thudc)
Céc nghién ciru 1am sang khong cho thiy tuong tac véi cac thube didu trj bénh phoi-phé quan, vi
du nhu thude chu van beta-2, methylxanthin va dan xuit, corticosteroid, khang sinh, thudc tiéu
nhdy va thubc khang histamin.
Twong ky, thude
Do chua c6 céc nghién ctru vé tinh twong ky cta thudc, khong tron 1an thube nay voi Cfic-;thyc“')c
khéc_ . ‘,_‘___,__;_\\-' -~ '\\
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10. Tic dung khéng mong mudn cia thude
Cac tac dung khong mong mudn duoc liét ké trong bang sau déy theo phén loai MedDRA vé hé

CO quan.

Bugc sap xép theo timg nhém hé co quan, kém theo tdn sudt xuét hién theo quy udc sau: rat
thuong gap (>1/10), thudng gip (>1/100 dén <1/10), it gap (>1/1.000 dén <1/100), hiém gap
(>1/10.000 dén <1/1.000), rét hiém gap (<1/10.000), chua bidt (khéng thé wdc tinh tir dit ligu

hién co).

H¢ co quan Tan suit Téc dung khong mong muén

Hé mién dich Rét hiém gip Qud man, phan tmg phan vé

Chuyén hod va | Rat hiém gap Hoén mé ha duong huyét (mét truong hop duoc bio

dinh duéng cdo & mot phu nit 16n tudi dang sir dung déng thoi
thudc ha dudng huyét dang ubng)

Tam than Rét hiém gap D¢ kich dong, rdi loan nhan cach/ nhan thic

Heé than kinh Rat hiém gap Chéng mit, run, di cam, budn ngu, ngét
Chumng co cung, co giat toan than (1 trudng hop da
dugrc bao cdo)
Dong kinh con ving y thie (1 truomg hop dd duoc
béo cdo)

Tai va mé dao Rat hiém gip Chéng miit

Tim Rét hiém gap Danh trong nguc, nhip tim nhanh
R&i loan nhip tim (1 trudng hop da duge bdo céo)

Mach méu Rét hiém gap Ha huyét 4p

Roi loan hd hdp, | R4t hidm gap Kho thé, ho, phi né duomg hd hép

16ng nguc va

trung that

Hé tiéu hoa Rat hiém gap Dau bung trén, dau bung, buén nén, non, tiéu chay.
Viém ludi (1 truong hop da duge bao céo)
Loét ap to miéng (1 trudng hop di duoc béo céo)

Gan mat Rat hiém gip Viém gan & mét (1 truong hop da duoc bao cdo o
phu nit 16n tudi uéng levodropropizin dong thoi véi
thuée ha dudng huyét)

Da va mé dudi da | R4t hiém gap Mé day, ban do, phat ban, ngira, phu mach, phan
ung da.
Ly thuong bi bong nude (1 trudng hop tir vong da
dugc béo cao)

Co-xuong va mo | Rat hiém gap Yéu co

lién két

Toan than va vi | R4t hiém gap Mét moi

tri tic dung

Phu toan than, suy nhuoc (hiém c6 bao cao)

Théng bdo ngay cho bdc st hodc duwogc st nhitng phan ieng cé hai gap phai khi sic dung thuéc
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11. Qud lidu va cch xir tri
Qui liéu:
Khéng c6 béo cdo tac dung khéng mong muébn co y nghia sau khi dung liéu don én dén 240 mg
va 120 mg (3 lfin/ngéy) trong 8 ngay lién tiép. Cac trudng hop qué lidu duoc biét xuat hién & tré
em 2 - 4 tudi. T4t ca cac truomg hop nay déu duoc giai quyét ma khong dé lai di chumg. Trong
hau hét céc trudmg hop, bénh nhan bi dau bung va ndn. Va trong mot truong hop, sau khi uéng
600 mg levodropropizin, bénh nhan ngu qua lau va giam d6 bao hoa oxy SpO2.
Cich xw tri:
Trong truomg hop qua lidu véi cac bidu hién lam sing rd rang, ngay lap tic diéu tri tridu ching
va ap dung céc bién phap cap ciru théng thuong (rra da day, ding than hoat tinh, truyén dich..)
néu can.

12.  Dic tinh dwge lye hoc
Nhom dugc ly: Thude didu tri ho.
Ma ATC: ROSDB27
Co ché tac dung
Levodropropizin ¢6 tac dung giam ho do tc ché céac soi cam giac C.
Levodropropizin ¢6 danh phap twong tng la (25)- 3-(4-phenyl-piperazin-1-yl)-propane-1,2-diol.
Déc biét, levodropropizin c6 tac dung giam ho tac dong 1én ngoai vi dén cdy khi quan, lién quan
dén hoat dong chbng di ttng va chong co thét phé quan.
Téc dung duorc luc hoc
Nghién ctu in vitro da chimg minh levodropropizin c¢6 kha ning wc ché sy giai phong
neuropeptid tir soi C.
Levodropropizin tac dong 1én hé théng phé quéan phoi bing cach e ché co thit phé quan gy ra
bai histamine, serotonin hoic bradykinin.
Hiéu qua va an toan 1am sang
Nhiéu bing chimg thire nghiém cho thay hiéu qua 1am sang cua levodropropizin trong viéc lam
giam ho do nhiéu nguyén nhan khac nhau, bao gém ho do ung thu phdi, ho do nhidm tring
dudng ho hip trén va dudi, ho ga. Tac dung chéng ho cua levodropropizin twong duong véi cac
thude chdng ho trc ché hé than kinh trung uong, tuy nhién levodropropizin lai ¢6 kha ning dung
nap tot hon, dic biét 1a vé tac dung an than.
Thubc nay khéng gay trc ché chirc niang ho hép hoac chue ning tong dom & ngudoi. Mot nghién
clru gan day da dic biét chimg minh ring levodropropizin khong gay trc ché chirc niang ho hép
trung tdm ¢ bénh nhén suy hd hip man tinh, ca trong trudong hop tho tu nhién va thé may khi
taing CO; trong mau.

13. Dic tinh duge dong hoc

O ngudi, levodropropizin dugc hip thu nhanh chong va phan bd rong rai trong co thé sau khi
udng.
Thoi gian ban thai 1a khoang 1-2 gid. Thube dugc thai trir chi yéu qua nuée tidu, ca & dang
khong @i va ¢ dang chuyén hoa, bao gdm levodropropizin lién hop va p-
hydroxylevodropropizin tw do hogc lién hop. Khoéng 35% lidu dung duoc thag/trt'fquanucc\
trong vong 48 gid. A A
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Cac nghién ctru duoe dong hoe da duoc thuc hién trén chudt, cho va nguoi. Két qua cho thay su
hap thu, phén bé, chuyén héa va thai trir tuong tu nhau ¢ ca ba loai, véi sinh kha dung duong
ubng trén 75%.

Su lién két voi protein huyét tuong ¢ ngudi khong dang ké (11-14%), tuong duong vai gia tri
quan sat duge ¢ ché va chudt.

Céc xét nghiém str dung lidu lap lai cho thay viéc didu tri trong 8 ngay (3 lan/ngay) khong anh
huéng dén dic diém hap thu va thai trir cta thube. Do d6, c6 thé loai trir kha nang tich luy va tu
chuyén hoa cua thuéc.

Sau khi uéng, 93% chét dong vi phong xa duoc thai trir.

Khong co sy thay déi dang ké nao vé dic didm duoc dong hoc cua thube duge quan sat thdy & tré
em, ngudi cao tudi va bénh nhén suy than nhe hodc vira.

14.  Quy cich déng géi: Hop 6 vi x 10 vién nén

15. Diéu kién bio quan: Bao quan trong bao bi kin, noi khd réo, thoang mat, tranh anh sang, &
nhiét do dudi 30°C

16. Han dung: 36 thang ké tir ngay san xuét
17. Tiéu chuén chit lwgng ciia thude: TCCS

18. Tén, dia chi ciia co' s& sian xuat thudc:
APROGEN BIOLOGICS INC.
16, Dumeori-gil, Yanggam-myeon, Hwaseong-si, Gyeonggi-do, Han Quéc.
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