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Composition: Each chewable tablet contains: 

Loratadine.. 

Excipients q.s. 
—— ee SS SS 

Indications, contra-indications, dosage, administration, J 

other informations: Please refer to enclosed package insert. Manufacturer: US PHARMA USA JSC 
Storage: In adr and cool place, below 30°C, protect from Lot 81-10, 02 Road, Tay Bac Cu Chi Industrial Zone, Bau Tre 2 Hamlet, 

direct sunlight. Specification: In house. Tan An Hoi Commune, Cu Chi District, Ho Chi Minh City, Vietnam 
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Loratadin 10mg 

US: H6p 5 vi x 10 vién nhai 
US PHARMA USA 

Thanh phan; Méi vién nhai chia: 

Chi dinh, chéng chi dinh, liéu ding, cach ding, cac théng 
tin khde: Xem t6 hudng dan su dung bén trong hép. 

Bao quan: Noi khé thang, nhiét d6 dudi 30°C, trnh nh 
sng. Tiéu ehudn: TCCS. 
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Thanh phan: Moi vién nhai chia: 

Loratadin...........eesee 

Ta dude v.d....... 

ween O Mg 

wen VIER 

Chi dinh, chéng chi dinh, ligu ding, cach ding, cdc théng 
tin khac: Xin xem té hudng dan st dung dinh kem. 
Bao quan: Nai khé thong, nhiét d6 dudi 30°C, trdnh énh 
sdng. Tidu chudn: TCCS, 

Us Prana ust 

Cos8san xuat; CONG TY CO PHAN US PHARMA USA 
L6 B1-10, Budng D2, KCN Tay Bac Cul Chi, ap Bau Tre 2, 

xa Tan An Hai, Huyén Cd Chi, Thanh Phd Hd Chi Minh, Viét Nam 

WHO/ GMP. 

LOTAZZ 
Loratadin 10mg 

Chai 50 vién nhai 
Us PHARMA USA, 

Composition: Each chewable tablet contains: 

Loratadine.......osssseeeeessssevesesesse 1M 

Excipients q.s....... 
——— 

...-1 tablet 

Indications, contra-indications, dosage, administration, 
other informations: Please refer to enclosed package insert. 
Storage: Ina dry and cool place, below 30°C, protect fram 
direct sunlight. Specification: In house. 

[_ Ma vach 

SDK (Reg. No): 
St Hi SX (Batch No): 

gay SX (Md: 
Hen ding (Exp.): 

Thanh phan: Méi vién nhai chia: 

Lorataditissssesssssssssascaasis iitarennsnatece] O TAY. 

TA dUIC V.doccssssssesssossenssies sciscesesvcoee| VEEN 

Chi dinh, chéng chi dinh, liéu ding, cdch ding, cdc théng 

tin kndc: Xin xem td hudng dan si dung dinh kem. 
Bao quan: Noi khé thoang, nhiét d6 dudi 30°C, tranh anh 

sang. Tiéu chuan: TCCS. 

us Frama usa 

Cos san xuat: CONG TY CO PHAN US PHARMA USA 

L6 B1-10, Budng D2, KON Tay Bac Cui Chi, ap Bau Tre 2, 

x4 Tan An Hdi, Huyén Ci Chi, Thanh Phé Hé Chi Minh, Viét Nam 

WHO/ GMP: 

OTAZZ 
Loratadin 10mg 

Chai 100 vién nhai 
US PHARMA USA 

Loratadine... 

Excipients q.s. 

Indications, contra-indications, dosage, administration, 

other informations: Please refer to enclosed package insert. 

Storage: Ina dry and cool place, below 30°C, protect from 

direct sunlight. Specification: In house. 

SOK (Reg. No.): 

$610 SX (Batch No.): 

Ngay SX (Mfd,}: 

Han diing (Exp): 

Thanh phan: Méi vin nhai chia: 

LOTata CIM... sssssssassesseee aesessteseaseeeva 10 NG 

TA GUGC VG. cssscssssscasssesccanss ssasessenees | VBI 

Chi dinh, chéng chi dinh, ligu ding, cach diing, cdc thong 

tin khde: Xin xem td hudng dan st dung dinh kem. 

Bao quan: Noi khé thodng, nhiét d6 dudi 30°C, tranh anh 

sang. Tiéu chuan: TCCS. 

US PHARMA USA 

Cosésan xuat: CONG TY CO PHAN US PHARMA USA 

L6 B1-10, Budng D2, KCN Tay Bae Ca Chi, dp Bau Tre 2, 

xa Tan An Hi, Huyén Ca Chi, Thanh Phd Hé Chi Minh, Viét Nam 

WHO/ GMP 

OTAZZ 
Loratadin 10mg 

Chai 200 vién nhai 
US PHARMA USA 

Composition: Each chewable ta 

Loratadine........0 

Excipients q.s.. 

Indications, contra-indications, dosage, administration, 

other informations: Please refer to enclosed package insert. 

Storage: Ina dry and cool place, below 30°C, protect from 

direct sunlight. Specification: In house. 
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LOTAZZ 
Loratadin 10 mg 

Doc kf hwéng dan ste dung trwdc khi ding 

Dé xa tam tay tré em 

hanh phan cong thir thude: 
Moi vién nhai chtta 
- Thanh phan durgc Chat: Loratadin..........-csssessessseessssseenness 10 mg. 

- Thanh phan ta duoe: Acecel® (Microcrystallin cellulose Grade 101), Povidone - K30 (PVP 

K30), Mannitol (Pearliton 160 C), Polyplasdon XL 10 (Crospovidone), Aspartame, Menthol, Mau 

xanh patent V85% (Patent Blue V 85% Conacert), Aerosil® 200 (Colloidal Silicon Dioxyd), 

Magnesium stearate. 

2. Dang bao ché: 
Vién nhai. ; 

M6 ta dang bao ché: Vién nén tron, mau xanh, hai mat tron, canh va thanh vién lanh lan. 

3. Chi dinh: 

Loratadin duge chi dinh dé didu tri trigu chtmg viém mii di tng va may day man tinh v6 can. 

4. Liéu hrong va cach ding 

Liéu lwong 
Nguoi lon va tré em trén 12 tudi: 
10 mg mét lan mdi ngay. Thudc cé thé duge uéng ma khéng cAn quan tam dén bita an. 

Tré em tie 2 dén 12 tudi: 
C4n nang trén 30 kg; 10 mg mot lan mdi ngay. 
Cn nang tir 30 kg tro xuéng: Thuéc nay khong phi hgp voi tré em c6 cfn nang dudi 30 kg. 

Hiéu qua va tinh an toan cua loratadin @ tré em duéi 2 tudi chua duge thiét lap. 

Bénh nhan suy gan nang nén duge ding liéu khoi dau thap hon vi ho cé thé bi giam d6 thanh thai 

ctia loratadin. Liéu khoi dau 10 mg mdi ngay duge Kkhuyén nghi cho ngudi lén va tré em can nang 

trén 30 kg, va, déi véi tré em can nang tir 30 kg tro xuOng, nén ding 5 mg cach ngay. 

Khéng can diéu chinh liéu 6 ngudi cao tuéi hoac bénh nhan suy than. 

Cadch din ; : ; . 

Thuéc ding qua dudng uéng. Thudc nén duge nhai hoe nghién trudc khi uong. 

5. Chéng chi dinh 

Bénh nhan qua man véi loratadin hoac bat ky thanh phan nao eta thuéc. 

6. Canh bao va than trong khi ding thudc 

Loratadin nén duge ding than trong 6 nhiing bénh nhan bi suy gan nang. 

Nén ngimg str dung loratadin it nhat 48 gid trude cdc thi nghi¢ém trén da vi thuéc khang histamin 

cé thé ngiin ngira ho&c giam cdc phan img duong tinh déi voi chi sé phan tng da. 

Ta duoc 

Aspartame: Thuéc nay cé chita 7 mg aspartame trong méi vién. Aspartame la nguén giau 

phenylalanine. Chat nay c6 thé cé hai néu bénh nhdn mac ching phenylceton niéu, m6t rdi loan 

di truyén hiém gap gay tich lity phenylalanine do co thé khéng thé dao thai né nhu binh thudng. 

7, Kha ning sinh san, mang thai va cho con bu: 

Kha nding sinh san 
Khéng cé dt liéu vé kha nang sinh san cia nam va nf.



https://trungtamthuoc.com/ 

10. 

Phu nit co thai 

Mot luong én dé liéu vé phy nt mang thai (hon 1000 két qua) cho thay loratadin khéng gay di 

tat cfing nhu déc tinh cho thai nhi/tre so sinh, Cac nghién ctru trén dong vat khéng chi ra cac tac 

d6ng cé hai true tiép ho&c gidn tiép d6i voi déc tinh sinh san. Nhu m6t bién phap phong ngira, 

nén tranh str dung loratadin trong khi mang thai. 

Phu nit cho con bu 

Loratadin duoc bai tiét qua stta me, do dé khéng khuyén cdo sir dung loratadin cho phy nit dang 

cho con bu. 

. Anh hwéng cia thuéc lén kha nang Idi xe, vin hanh may méc 

Trong cac thir nghiém lam sang danh gid kha nang Idi xe, khéng c6 dau hiéu suy giam nao xay ra 

6 nhting bénh nhan dung loratadin, Loratadin khéng anh huéng hoac anh huong khéng dang ké 

dén kha nang lai xe va van hanh may moc. Tuy nhién, bénh nhan nén duge thong bao rang c6 rat 

hiém mét sé ngudi bi budn ngu, diéu nay c6 thé anh hudéng dén kha nang Idi xe hofe van hanh 

may méc. 

. Twong tac, twong ky, cia thude 

Khi ding dong thoi voi rugu, loratadin khéng cé tac dung tang cudng nhu duge do bang cdc 

nghién ctu vé higu suAt tam than van dong. 

Kha nang tuong tac co thé xy ra voi tat ca cdc chat tre ché CYP3A4 hoac CYP2D6 dan dén tang 

nong d§ loratadin, diéu nay c6 thé lam ting cdc tac dung khéng mong mu6n. 

Tang néng d6 loratadin trong huyét tuong di duge béo cdo sau khi sir dung déng thdi véi 

ketoconazol, erythromycin va cimetidin trong cac thi nghigm c6 kiém soat, nhung khong cé thay 

déi dang ké vé mat 14m sang (bao gdm ca dién tam dé). 

Tré em 
Céc nghién cttu tuong tac chi duge thyc hién 6 nguwoi Ién. 

Twong ky cua thude: 

Do khong cé cdc nghién ctru vé tinh tuong ky cta thudc, khéng tron l4n thuéc nay voi cdc thuéc 

khac. 

Tac dung khéng mong mudn cia thuéc (ADR) 

Cac tac dung khéng mong mudén da duge bdo cdo sau khi dua ra thi trudng voi tan sudt nh sau: 

Rat thuong gap (21/10), thuong gap (21/100 dén <1/10), it gap (©1/1.000 dén <1 /100), hiém gap 

(21/10.000 dén <1/1000), rat hiém gap (<1/10.000), khong ré (khéng thé woe tinh tir dt liéu cé 

san). 

Trong méi nhém tan suat, cdc tac dyng khéng mong muon duge trinh bay theo thir tw mite dé 

nghiém trong giam dan. 

Hé co quan TAn suat Tac dung khéng mong muén 

Phan tmg qua m&n (bao gdm phi mach va 
séc phan vé) 

Réi loan hé théng mién dich | Rat hiém 

R6i loan hé than kinh Rat hiém |Chéng mit, co giat 

Réi loan tim Rét hiém |Nhip tim nhanh, danh trong ngue 

Réi loan tiéu héa Rat hiém [Budn non, khé miéng, viém da day 

Réi loan gan mat Rat hiém |Chire nang gan bat thudng 

Réi loan da va mé dudi da Rat hiém |Phat ban, rung téc 

Cac réi loan toan than va tinh 
trang tai chd khi dung thudc 

Diéu tra Khong biét |Tang can 

Rét hiém |Mét mdi 

(ele]) 
cé6 

US PHA 

Po
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11. 

12. 

13. 

Qua ligu va cach xik tri 

Qua liéu véi loratadin lam tang su xuat hién cua cac triéu ching khang cholinergic. Buon ngu, 

nhip tim nhanh va dau dau da duge bao cdo khi ding qua liéu. 

Diéu tri : Trong truéng hop qua lidu, cdc bi¢n phap diéu tri trigu chimg va hé trg chung phai duge 

tién hanh va duy tri trong thoi gian can thiét, C6 thé cé gang sir dyng than hoat tinh dudi dang 

hén hgp sét véi nudéc. Riva da day cé thé duge xem xét, Loratadin khéng bi loai bd bang tham 

phan mau va khéng biét liéu loratadin cd duge loai bd bang thdm phan phic mac hay khong. Tiép 

tuc theo doi bénh nhan sau khi diéu tri khan cap. 

Dac tinh duge luc hoc 

Nhém dugc ly: Thudc khang histamin, déi khang thu thé Hi. Ma ATC: RO6A X13, 

Co ché tac dung 

Loratadin la thuéc khang histamin ba vong cé hoat tinh chgn loc trén thy thé Hj; ngoai vi. 

Tac dung duoc luc hoc 
Loratadin khéng c6 dic tinh an than hoc khang cholinergic dang ké vé mat lam sang trong phan 

lon déi tuong va khi str dung & liéu lugng khuyén cao. 

Trong qua trinh diéu tri lau dai, khéng c6 thay adi dang ké vé mat lam sang d6i voi cdc dau hiéu 

sinh tén, gia tri xét nghiém, kiém tra thé chat hode dign tam dé. 

Loratadin khéng 6 hoat tinh dang ké trén thy thé Hz. N6 khong tre ché sy hap thu norepinephrin 

va thyc té khong anh huong dén chire ning tim mach hodc hoat déng tao nhip tim bén trong. 

Cac  nghién ctru vé may day trén da do histamin 6 ngwéi sau khi ding mot liéu don 10 mg da chi 

ra rang tac dung khang histamin duge thay trong vong 1-3 gid, dat mirc cao nhat sau 8-12 gid va 

kéo dai hon 24 gid. Khéng cd bang ching vé su dung nap tac dung nay sau 28 ngay dung 

loratadin. 

Hiéu qua lam sang va an toan 
Hon 10.000 di twong (12 tudi tré 1én) da duge diéu tri bang loratadin 10 mg trong cdc thir nghiém 

lam sang cé kiém soat. 

Loratadin 10 mg mot lan méi ngay tét hon gid duge va tuong ty nhu clemastin trong vigc cai 

thign tac dung déi véi cdc triéu ching mili va ngoai mii cla AR. Trong nhiing nghién ciu nay, 

tinh trang budn ngui xay ra it thudng xuyén hon v6i loratadin so voi clemastin va cé tan suat tuong 

ty nhu terfenadine va gia dugc. Trong so nhiing déi tugng nay (12 tudi tro 1én), 1000 di trong 

mac CIU da duge ghi danh vao cac nghién ctu gia duge cé kiém soat. Liéu loratadin 10 mg mét 

lan moi ngay tét hon so véi gia duge trong viée quan ly CIU duge ching minh bang viée giam 

ngtra, ban dé va noi may day. Trong nhitng nghién citu nay, ty 1é bu6én ngu khi ding loratadin 

tuong tu nhu khi ding gia duge. 

Tré em 

Khoang 200 déi tuong tré em (6 dén 12 tudi) bj viém mii di tng theo mia da ding liéu loratadin 

dang sird lén dén 10 mg mot lan méi ngay trong cdc thir ‘nghiém lam sang c6 kiém soat. Trong 

mot nghién ctu khac, 60 déi tugng tré em (tir 2 dén 5 tudi) duoe ding 5 mg loratadin dang sird 

moi ngay mét lan. Khong co biéu hién bat loi chua biét ndo duge quan sat. Hiéu qua 6 tré em 

tuong ty nhy hiéu qua quan sat dugc 6 ngudi lon. 

Dic tinh duge dong hoc 

Hép thu 

Loratadin duge hap thu nhanh va tot. Ding déng thoi véi thirc an cé thé lam cham mét chut sy 

hap thu cua loratadin nhung khéng anh huéng dén hiéu qua lam sang, Cac thong sé sinh kha dung 

ctia loratadin va cia chat chuyén hoa cé hoat tinh ty 1é thudn vi liéu ding.
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Phan bé 
Loratadin lién két manh (97% dén 99%) va chat chuyén hdéa chinh cé hoat tinh cla no 1a 

desloratadin (DL) lién két vira phai (73% di én 76%) véi protein huyét tuong. 

fe) nhting ngudi khée manh, thoi gian ban thai phan bé trong huyét tuong cia loratadin va chat 

chuyén héa cé hoat tinh cha né 1an luot 1a khoang 1 va 2 gid. 

Chuyén héa 

Sau khi uéng, loratadin duoc hap thu nhanh va t6t va trai qua qua trinh chuyén héa bude dau 

manh mé, cht yéu boi CYP3A4 va CYP2D6. Chat chuyén héa chinh-desloratadin (DL)- 6 hoat 

tinh duge ly va chiu trach nhiém phan lon vé tac dung lam sang. Loratadin va DL dat duge nong 

dé dinh trong huyét tuong (Tmax) 1an luot trong khoang 1-1,5 gid va 1,5-3,7 gid sau khi udng. 

Thai trie 

Khoang 40% liéu ding duge bai tiét qua nuoc tiéu va 42% qua phan trong khoang thoi gian 10 

ngay va chu yéu & dang cdc chat chuyén héa lién hgp. Khoang 27% ligu ding duoc thai tri qua 

nuéc tiéu trong 24 gid dau. 

it hon 1% hoat chat duge bai tiét dui dang kh6ng thay d6i, doi dang loratadin hodc DL. 

Thoi gian ban thai trung binh 6 nhitng ngudi trudng thanh khde manh 1a 8,4 gid (khoang = 3 dén 

20 gid) déi vdi loratadin va 28 gid (khoang = 8,8 dén 92 gid) déi voi chat chuyén héa chinh cé 

hoat tinh. 

Suy than 
G nhitng bénh nhan bi suy than man tinh, ca AUC va néng 46 dinh trong huyét tuong (Cmax) cliat 

loratadin va chat chuyén héa c6 hoat tinh cla né déu tang so véi AUC va néng d6 dinh tron ie 

huyét tong (Cmax) cla bénh nh4n cé chite nang than binh thudng. Thdi gian ban thai trung binh 

cia loratadin va chat chuyén héa cé hoat tinh cia né khong khac biét dang ké so véi thoi gian) * 

quan sat thay 6 ngudi binh thuéng. Loc than nhan tao khéng anh hudng dén duoc dong hoc cia’ Ss 

loratadin hoac chat chuyén héa cé hoat tinh cia né 6 nhitng déi tuong bj suy than man tinh. » 

Suy gan 

O bénh nhan mac bénh gan man tinh do rugu, AUC va néng dé dinh trong huyét tuong (Cmax) 

cua loratadin tang gap déi trong khi dc tinh dugc déng hoc cia chat chuyén héa cé hoat tinh 

khong thay déi dang ké so véi 6 bénh nhan cé chite nang gan binh thudng. Thdi gian ban thai cua 

loratadin va chat chuyén héa cia nd 1an Iuot 1a 24 gid va 37 gid, va ting lén khi mite do nghiém 

trong cua bénh gan tang lén. 

Nguoi cao tudi 

Dit liéu dugc déng hoc cta loratadin va chat chuyén héa cé hoat tinh cha né tuong duong nhau & 

nhtmg ngudi tinh nguyén truéng thanh khdée manh va 6 nhting ngudi tinh nguygn cao tudi khée 

manh. 

14, Quy cach dong g6i: Vi 10 vién; Hép 3 vi; 5 vi; 10 vi. Chai 50 vién, 100 vién va 200 vién. 

15. Diéu kién bao quan: Bao quan thude 6 noi khé, thoang, nhiét d6 dudi 30°C, tranh anh sang. 

16. Han dung cla thude: 36 thang ké tir ngay san xuat. 

17, Tiéu chuan chat lwgng caa thude: Tiéu chuan co sé. 

Tén, dia chi cia co’ sé’ san xuat 
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