https://trungtamthuoc.com/

BOX LABEL
(Scale 100%)

—

COMPOSITION:
Each_ ampoule (10 mL) Jurtec solution contains:
Cetirizine dihydrochloride 10mg.

INDICATIONS:
To treat the symptoms of allergies: hayfever,
nonseasonal, conjunctivitis.

DOSAGE&ADMINISTRATION/ CONTRAINDICATIONS:
See the enclosed package insert.

STORAGE:
Store in a tight container, protect from light
at the temperature below 30°C.

Dung dich uéng JURTEC Solution. M3i éng chira 10mg
Cetirizine dihydrochloride. Hop 5 éng x 10ml/éng.

S6 DK: “Visa No”, S6 16 SX “Lot.No", NSX ‘Mfg. Date”, HSD
“Exp. Date™: xem trén bao bi. Nha SX: Cho-A Pharm. Co.,Ltd.
Dia chi: 318 Gwangjeong-ro, Haman-myeon, Haman-gun,
Gyeongsangnam-do, Han Quéc. Tiéu chun chét lvgng: TCCS.
Bao quan trong bao bi kin, tranh sanh sang, nhiét dd duéi 30°C,
Chi dinh, cach dung, chéng chi dinh va cac théng tin khéc:
xem trong t& HDSD thubc kém theo.
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Allergies treatment

J U RTEC Solution

(Cetirizine dihydrochloride 1mg/ml)

( Manufactured by: Cho-A Pharm. Co.,Ltd
CHO-A 318 Gwangjeong-ro, Haman-myeon, Hanman-gun
Gyeongsangnam-do, Republic of Korea.

Visa No.:
JURTEC Solution Lot No.:
(Cetirizine dihydrochloride 1mg/mi) Mfg. Date:

Exp. Date:
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AMPOULE LABEL

JURTEC Solution

Lot. No.:
Exp. Date:

Manufactured by:
Cho-A Pharm. Co.,Ltd

(Each 10ml (1 ampoule) contains:
Cetirizine dihydrochloride 10mg)
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HUGNG DAN SU DUNG JURTEC SOLUTION

1. TEN THUOC
JURTEC Solution

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Poc ki hwéng din sir dung trrée khi ding

Néu cin thém thong tin, xin héi ¥ kién béc si

Dé xa tam tay tré em.

3. THANH PHAN CONG THU'C THUOC:

M3i éng (10ml) chra:

Thanh phén hoat chét: cetirizine dihydrochloride 10 mg

Thanh phdn td duwgc: sucrose, enzymatically modified stevia, d-sorbitol solution 70%,
concentrated glycerin, methylparaben, propylparaben, sodium citrate hydrate, strawberry
essence B-5016, ethanol, nuéc tinh khiét v.d.

4. DANG BAO CHE:
Dang bao ché: Dung dich uéng
Mo ta: Gng chira dung dich khéng mau hodc vang nhat véi vi ngot va huong thom dé chiu.

~ % Mo >

5. CHI PINH

Cetirizine dugc chi dinh trong diéu tri trong céc trurdng hop:

Nguwoi I6n va thanh thiéu nién trén 12 tuéi: Diéu tri triéu chimg viém mii dj tng (theo mua
va lau ndm), viém két mac di ing lién quan va may day man tinh.

Tré em 6-12 tubi: Diéu tri triéu chimg viém miii dj img (theo ma va lau nim), va ndi mé day
man tinh.

2 R « A s A , A ~roge o \
Tré em 2-6 tuoi: Diéu tri triéu chimg viém mili di img theo mua.

6. CACH DUNG, LIEU DUNG:
Jurtec Solution duge ding dudng udng, dua dich 1ong vao cbc nhur hinh v& va sir dung.

Bé mjt ddu dng @ Chuyén chat long vao cdc
pms Gilr 8ng bdng mot tay D3t dau dng dd bé nghiéng
Q-IU‘(?NG DAN SU DUNG ) va gilr tay kia gan vach xudng miéng cdc va bé dau
roi bé éng con lai nhye buwéc 1

B (2% |y

Mic du thirc 4n c6 thé lam giam ndng d5 dinh trong mau va kéo dai thoi gian dat ndng do
dinh, nhung khéng anh hudéng dén muc hip thu thude, cho nén cé thé ubng cung hodc ngoai
bira an.
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Neuoi lon va thanh thiéu nién trén 12 tudi: 10ml x 1 1an/ngay. Néu cam gidc budn ngu, nén
dung thuc vao bubi t6i.

Tré em 6-12 tudi: 10ml x 1 lan/ngay hodc Sml x 2 1an/ ngay (sang va tdi).

Tré em 2-6 tudi hodc cén ning dwdi 30kg: 5ml udng 1 1an mdi ngay hodc 2,5ml x 2 1an méi
ngay

Hién tai chua c6 s liéu 1am sang dé khuyén céo sir dung cetirizine dihydrochloride & tré em
duéi 2 tudi.

Bénh _nhin suy thdn vira va ndng: khoang cach dung thude, liéu ding phai dugc tinh toan
theo chirc ning thin cia timg bénh nhan. Tham khao bang sau va didu chinh lidu theo chi
dinh. D& str dung bang liéu nay, can wéc tinh do thanh thai creatinine ctia bénh nhan (Cler)
(ml/ phut). Chi s6 CLer (ml/phut) c¢6 thé tinh toan dua theo creatinine huyét thanh (mg/dl) xac
dinh bang cong thirc sau:

[140 — tudi(ndm)] x cén ning (kg)
Cly= (x 0,85 dbi voi nir)
72 x creatinine huyét thanh (mg/dl)

Piéu chinh lidu déi véi ngudi 16n bi suy giam chirc ning than:

, D6 thanh thai Creatinine Liéu dung va tan suit ding
Nhém . £
(ml/phut) thude
Binh thuong > 80 10mg moi ngay
Nhe 50-79 10mg moi ngay
Vira 30-49 5mg moi ngly
Ning <30 5mg moi 2 ngay
Bénh thin giai doan cudi-
Bénh nhédn dang chay than <10 Khong dung
nhan tao

Bénh nhén 1a tré em khi bi suy than lidu s& phai dugc diéu chinh trén c4 thé timg bénh nhén
c6 tinh dén do thanh thai than va trong luong co thé.

Bénh nhin bi suy gan: khong cin diéu chinh liéu.

Bénh nhén bi suy gan va suy than: nén diéu hinh lidu (xem diéu chinh liéu ddi véi bénh nhan
suy thin & trén)

Bénh nhin cao tudi: khong co bing chimg nao cho thdy cén phai diéu chinh liéu luong cho
bénh nhan cao tudi khoe manh véi didu kién 14 chirc nang than binh thuomg. Thoi gian diéu
tri c6 thé khac nhau tiry thudc vao cée triéu ching.

7. CHONG CHI PINH:

Chéng chi dinh véi bénh nhan min cam véi bét ¢t thanh phdn nao cia thudc, véi
hydroxyzine hoic cac din chét piperazine.

Bénh nhéan suy than ning, d§ thanh thai creatinine it hon 10ml/phut.

Thubc c6 chira sorbitol. Bénh nhan c6 van d di truyén hiém gip khong dung nap fructose
khong nén dung thude.
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8. CANH BAO VA THAN TRONG KHI DUNG THUOC:

& mot sb bénh nhan, diéu tri kéo dai dung dich udng cetirizine dihydrochloride c6 thé lam
tdng nguy co séu ring do khoé miéng. Do d6 bénh nhan nén dugc thong béo vé tAm quan trong
cta viéc vé€ sinh rang miéng.

Trong trudmg hop suy giam chirc ning gan va chirc ning thén, viéc thai trir cetirizine c6 thé
bi suy giam. Can than trong khi ding cetirizine dihydrochloride cho nhitng bénh nhén nay.
(xem phan liéu ding va chdng chi dinh).

O lidu diéu tri, khong c6 tuong tic c¢6 ¥ nghia 14m sang voi rugu (dbi véi ndng do con trong
mau 12 0,5 g/L), tuy nhién cetirizine dihydrochloride c6 thé 1am ting tac dung cuia rugu bia.
Do d6 cén than trong khi sir dung dong thdi véi rugu bia.

Cén than trong véi viéc sir dung déng thoi cac thude e ché CNS.

Cén thén trong trong bénh dong kinh va bénh nhan c6 nguy co co giét.

Methylparaben va propylparaben trong dung dich ubng 1 mg/ml c6 thé gy phan g di img

(c6 thé gay tré ngai).

Do su ¢6 mit ciia mot sd ta dugce trong cong thirc, khong nén dung dung dich udng & tré em

dudi 2 tudi.

9. ST DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU: 3669
Phu nir ¢6 thai: ONG T
Chua c6 dit liéu ddy du vé st dung thudc trén phu nit ¢6 thai, chi nén ding thuéc néu lgi ich NHIEM Hi
vuot troi so véi nguy co. 9C PH.
Phu ni¥ cho con bu: M H/
Cetirizine dihydrochloride dugc bai tiét trong sita me & ndng d6 tir 0,25 dén 0,90 trong huyét FP:C

tuong, phu thudc vao thoi gian 14y mau sau khi ding. Do do, can than trong khi ké toa Jurtec
solution cho phu nit dang cho con bu.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
MOC:

Cetirizine dihydrochloride ¢6 thé c6 anh huéng nhé hodc vira dén kha niang phan xa ciia bénh
nhan. Céc phép do vé kha ning l4i xe, cam gidc budn ngi va day chuyén da khong chimg
minh bét ky anh huéng c6 lién quan 14m sang nio v6i liéu khuyén cdo 10 mg. Diéu nay cén
duoc xem xét khi can su tinh tdo. Bénh nhén c6 y dinh lai xe, tham gia vao cic hoat dong
nguy hiém hodc van hanh méay moc khong dugc vuot qua lifu khuyén cdo va nén tinh dén
dép tmg cta bénh nhan véi thude.

O nhitg bénh nhan nhay cam, cetirizine dihydrochloride c6 thé 1am ting tac dung ctia rugu
va cac chét trc ché than kinh trung uong, néu dugc sir dung déng thoi ¢6 thé 1am giam su tinh
tdo va giam kha ning véan dong.

11. TUONG TAC, TUONG KY CUA THUOC

Thir nghiém dj tmg: céc xét nghiém da bi di tmg bi tc ché bsi thube khang histamin va can
phai c6 thoi gian dao thai trude khi thyc hién. Viée sir dung thudc phai duge ngung lai ba
ngay trudce khi kiém tra di tmg. Cetirizine dihydrochloride c6 thé lam ting tac dung ctia rugu.
Do d6 cin than trong khi st dung ddng thoi véi con. Cén than trong khi ding dong thdi véi
céc thude e ché CNS.
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Do tinh chét duoc dong hoc, dugc dong hoc va dung nap cua thudc, nén khong c6 tuong tac
dugc du doan xay ra voi thubc khang histamin nay. Trén thuc té, khong c6 phan tng dugc
dong hoc hodc tuong tac duge dong dang ké duge bao cdo trong cac nghién clru tuong tac
thudc, chi yéu 1a véi pseudoephedrine hodc theophylline (400 mg/ngay).

Mic dd hép thu cia thudc khong giam khi &n, mac du tbc do dat dén nong do dinh trong
huyét twong giam.

12. TAC DUNG KHONG MONG MUON CUA THUOC

Céc phan tmg ngoai y duge ghi nhén sau ddy cia cetirizine dihydrochloride dugc phan loai
theo tan sudt.

Thwong gdp, ADR > 1/100

Hay gap nhat 12 hién tugng ngi ga. Ti 1¢ gdy nén phy thudc vao liéu dung.

Ngoai ra thudc con gdy mét méi, kho miéng, viém hong, chong mit, nhirc dau, budn non.

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

Chan an hodc ting thém an, bi tiéu, do bimg, ting tiét nude bot.

Hiém gip, ADR < 1/1000

T}liéu mau tan méu, giam tiéu cdu, ha huyét 4p ning, choang phan vé, viém gan, r mét, viém )\
cau than. 3
Théng bdo ngay cho bdc si hodc duwgc si nhitng tic dung khong mong muén gdp phii khi
sir dung thubc.
13. QUA LIEU VA CACH XU TRi ye
e Triéu chirg va diu higu: triéu chimg cta qua lidu 1a: ngl g & ngudi 16n; & tré em c6 y
thé bi kich dong.

e Cich xir tri: hién tai khong c6 thudc giai doc dic hidu. Kinh nghiém vé ding qué liéu bj
han ché va chua c6 bdo cdo vé tinh trang qué lidu trdm trong. Diéu tri ban dau phai 1a gy
non hoic rira da day, néu hop 1y va than hoat tinh. Viéc diéu tri tridu chimg hoic hd tro
nén dugc xem xét trong truong hop nhiém doc cép tinh, sau khi sir dung thudc cac 1an
xudt hién ngin nhu diazepam dé dong kinh ho#ic chiung loan dudng cép. Cetirizine
dihydrochloride khong dugc loai bo hi€u qua bang phuong phap loc mau.

14. PAC TINH DUQC LY'C HQC

Nhém didu tri: thudc khang histamin, dbi khang thu thé H1

Mi ATC: RO6AEQ7

Cetirizine dlhydrochlonde 1a thudc khang histamin manh c6 tac dung chdng di tmg, nhung
khong gay budn ngu & liéu duogc ly. Cetirizine c6 tic dung 6i khang chon lgc & thu thé H1
nhlmg hau nhu khong c6 tac dung dén cic thu thé khac, do vdy hau nhu khong cé tac dung
d6i khang acetylcholin va khong c6 tac dung dbi khang serotonin. Cetirizine {rc ché giai doan
sém cua phan ung di ing qua trung gian histamin va ciing lam giam su di doi cua cac té bao
viém va giam giai phong cac chét trung gian & giai doan mudn cta phan tng di tmg.

15. PAC TINH DUQC PONG HQC

o Hip thu: Nong do dinh trong méu & mirc 0,3 microgam/ml sau 30 dén 60 phit khi udng
1 lidu 10 mg. Hap thu thudc khong thay ddi gitra cac ca thé.



https://trungtamthuoc.com/

e Phin bé: cetirizine lién két manh véi protein huyét twong (khoang 93%). Nira doi huyét
tuong xap xi 11 gio.

e Chuyén héa: mét lugng nho cetirizine dihydrochloride dugc chuyén héa thanh chat
khong c6 tac dung dugc ly. 60% cetirizine dihydrochloride dugc thai trir & dang nguyén
ven thong qua thén trong vong 96 gio

e Thai trir: dd thanh thai & than 1a 30 ml/phut va nira doi thai trir xap xi 9 gio.

Sir dung liu 13p lai khong gdy tich tu, khong anh huéng dén hap thu hay thai trir. Trong
truomg hop suy thén, thai trir cetirizine dihydrochloride dién ra chdm hon va kéo dai thoi gian
bén thai. Thai trir cling s& giam trong truong hop suy gan.

Khong c6 bang chimg cho thiy duoc dong hoc cta cetirizine dihydrochloride thay d6i & bénh
nhéan cao tudi trir khi chirc ning thin va gan suy giam.

16. QUY CACH PONG GOI:
Hop 5 éng x 10ml/6ng

17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Bio quén: Béo quan trong bao bi kin & nhiét 9 khong qua 30°C.

Han ding: 36 thang ké tir ngay san xuit

Tiéu chuin: TCCS
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18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

( CHO-A PHARM. CO.,LTD
318 Gwangjeong-ro, Haman-myeon, Haman-gUig/ o e i
CHO-A  Gyeongsangnam- do, Han Quoc ' DUOCEPHE:M N






