
https://trungtamthuoc.com/ 

oraladine SOMA EIA 
Loratadine 0,1% kl/tt 

Loratadine SOHA 
Loratadine 0,1 % kd/tt | 

Thanh phan: 
Loratadinetaiscssdsccecswenencens 0,1%kl/tt 

Chi dinh, céch ding, chéng chi dinh va cdc 

théng tin khdc: xem trong to hudng din su 
dung thudckem theo. 
Tiéuchudn:TCCS 

Bao quan truéc va sau md ndp: Ndi khé rao, 
nhiétd6 duéi30°C, tranh anh sang. 
Stidung trong vong30 ngay saukhiménap. 
Déxatam tay tréem., 
Bocky huéng dén stidung trude khi ding. 

SDK/Visa No.: 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date 

Cosdsanxuat: 

CONG TY C6 PHAN DUgC PHAM SOHA VIMEX 
Budng NI - Khu cong nghiép Yén My Il, Thi tréin 

Yén My, Huyén Yén My, Tinh Hung Yén, Viet Nam. 

SDT: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 

Loratadine SOHA 
Loratadine 0.1% w/v I 

Composition: 
Loratadine........csssssssscssesssesssesseree 0.1 %0W/V 

Indications, administration, contrain- 

dications and further information: please 
refertothe package insert. 
Specification: In-house 

Storage beforeand after opening: 
Store in a dry place at temperature below 
30°C, avoidinglight. 
Use within30 days after opening. 
Keepoutof reach of children, 
Read the package insert carefully before 
use. 

Barcode 

Manufacturer: 
SOHA VIMEX PHARMACEUTICAL JOINT STOCK 
COMPANY 
N1Road - Yen My II IndustrialZone, Yen My Town, 
Yen My District, Hung Yen Province, Vietnam. 
Phone: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 
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:\ DUOC PHAM |}, 
SOHA VIMEX 

Nhan dan chai 

> 

Thanh phén: Cosésanxuat: 

LOPAatAINe sscsisssccetscsseavvssssssnccssessace 0,1 %kl/tt CTCP DUOC PHAM SOHA VIMEX 
Chi dinh, cach ding, chéng chi dinh va cdc 

- . . a Dudng N1 - Khu céng nghiép Yén My Il, Thy tran 

théng tin khac: xem trong to hudng dan su Loratacine SOHA 1MG/ML Yén My, Huyén Yén My, Tinh HungYén, VietNam. 
cl ee 91:02217306996 
iéuchudn: P F Bo quan trutic va sau mé nép: Noi kho réo, Loratadine 0,1 % ki /tt | E-mail: sohavimex@sohacogroup.com.vn 

nhiét do dudi 30°C, tranh anh sang. 
Stidyng trong vong 30 ngay sau khimé nap. 

Déxatamtay tréem. 
Docky huéng dan sts dung trudc khidung. 

w SDK/Visa No.: 
LSX/Batch No 

Lo 60 ml HD/Exp. Date 
Barcode G 

SOHAVIMEX 
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alain SOHAE 
Loratadine 0,1 % kl/tt 

WHO-GI . Ph 
cd 

Loratadine SOWA 
Loratadine 0,1 % ki/tt 1 

Nhan hép 

Thanh phan: 
Lorattadinetscicscsessssissssssscsssesiiaowces 0,1%kl/tt 

Chi dinh, céch ding, chéng chi dinh va cdc 

théng tin khae: xem trong to huéng dan su 
dung thudckeém theo. 
Tiéuchudn:TCCS 
Bao quan truéc va sau mé nap: Noi khé rao, 
nhiétd6 du6i30°C, trénh anh sdng. 
Stdung trong vdng 30 ngay saukhimdndp. 

Déxatdm tay tréem, 
Docky hudng dan suidyng truéc khidiing. 

SDK/Visa No.: 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date 

Cosdsanxudt: 

CONG TY CO PHAN DUGC PHAM SOHA VIMEX 
Dudng Ni - Khu cong nghiép Yén Mp Hl, Thy trén 

Yén My, Huyén Yén My, Tinh Hung Yén, Viet Nam. 

SDT: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 

Loratadine SOWA 
Loratadine 0.1 % w/v | 

Composition: 
Loratadin eeeeeeeee 0.1 Fow/V 

Indications, administration, contrain- 

dications and further information: please 
refer to the package insert. 
Specification: In-house 

Storage before and after opening: 
Store in a dry place at temperature below 
30°C, avoiding light. 
Use within 30 days after opening. 
Keep out of reach of children. 
Read the package insert carefully before 

use. 

Barcode 

Manufacturer: 

SOHA VIMEX PHARMACEUTICAL JOINT STOCK 
COMPANY 
N1Road - Yen My Ilindustrial Zone, Yen My Town, 

Yen My District, Hung Yen Province, Vietnam. 
Phone: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 
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Nhan dan chai 

Thanh phan: 

dung thuéckém theo. 

Tiéuchudn: TCCS 

Déxatam tay tréem. 

Loratadine............c. 

Chi dinh, cach ding, chéng chi dinh va cdc 

théng tin khac: xem trong to huéng dan su 

—— 0,1% kl/tt 

Bao quan truéc va sau mé nap: Noi khé rao, 

nhiét do dudi 30°C, tranh dnhsang. 
SUdung trong vong 30 ngay sau khimo nap. 

Docky hudng dan st dung trudc khi ding. 

Barcode 

Loratadine SOHA 

\, 
SOHAVIMEX 

Loratadine 0,1 % kI/tt ! 

a 
Lo 100 ml 

Cosésanxudt: 

CTCP DUGC PHAM SOHA VIMEX 
Duéng N1 - Khu céng nghiép Yén My Hl, Thi tran 

Yén My, Huyén Yén My, Tinh Hung Yén, Viét Nam. 

DT: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 

SDK/Visa No.: 

LSX/Batch No 

HD/Exp. Date 

5 
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ratadine SOKA Cn 
as Loratadine 0,1 % kl/tt 

Loraladine SoH 
Loratadine 0,1 % kl/tt | 

t
 

Thanh phan: 

Loratedinessamccn ae 0,1%kI/tt 

Chidinh, cach ding, ch6ng chi dinh va cac thong 
tin khdc: xem trong to hudng dan su dung thu6éc 
keémtheo. 

Tiéuchudn:TCCS 
Bao quan truéc va sau méndp: Noi khordo, nhiét 

6 dudi30°C, tranhdnhsdng. 
Stsdung trong vong 30 ngay sau khima nap. 
Déxatamtaytréem. 

Doc ky huéng din sti dung truéc khidiing. 

SBK/Visa No.: 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date 

Cosdsanxust: 

CONG TY C6 PHAN DUgC PHAM SOHA VIMEX 
Budng N1-Khu cong nghiép Yén My Il, Thy tran Yen 

My, Huyén Yén My, Tinh Hung Yén, VietNam. 

SDT: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 

Loratadine SOHA 
Loratadine 0.1% w/v | 

Composition: 

loratadine. 1% w/v 

Indications, administration, contrain-dications 

and further information: please refer to the 

package insert. 

Specification: In-house 

Storage before and after opening: 

Store in a dry place at temperature below 30°C, 

avoiding light. 

Use within 30 days after opening. 
Keep out of reach of children. 

Read the package insert carefully before use. 

Manufacturer: 
SOHA VIMEX PHARMACEUTICAL JOINT STOCK 

COMPANY 
N11 Road - Yen My Il Industrial Zone, Yen My Town, 
Yen My District, Hung Yen Province, Vietnam. 

Phone: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 
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o 7, 
°/ CONG TY \2N 

cO PHAN, \ \ 
ye\ DUGG PHAM |}, 

SOHA VIMEX Nhan dan chai 

Thanh phan: 

Loratadine ee eccccecseeseceeeeeeeees 0,1%kl/tt 

Chi dinh, cach ding, chéng chi dinh va cac 

théng tin khac: xem trong té huéng dan su 

dung thuéc kém theo. 
Tiéu chudn: TCCS 
Bao quan truéc va sau mé nap: Noi khé rao, 
nhiét do dudi30°C, tranh anh sang. 
Sudung trong vong 30 ngay sau khimo nap. 

Déxatam tay tré em. 

Docky huéng dan st dung truéc khidung. 

Barcode 

Cosdésanxuat: 

CTCP DUGC PHAM SOHA VIMEX 
Budéng N1 - Khu cng nghiép Yén My Il, Thy tran 

Yén My, Huyén Yén My, Tinh HungYén, VietNam. 

BT: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 

Loratadine SOHA 
Loratadine 0,1 % kl/tt | 

w SDK/Visa No.: 
LSX/Batch No 

HO/Exp. Date 
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thudc 

1. THANH PHAN CONG THUC THUOC 
Thanh phan hoat chat: Loratadine 0,1% k1/tt 

Thanh phan té dwgc: Duong trang, Sodium benzoate, Propylen glycol, Glycerin, Anhydrous 

Citric Acid, Huong cam long, Nuéc tinh khiét 

2. DANG BAO CHE 

Siro 

M6 ta dang bao ché: Siro trong suét, mui thom 

3. NHOM DUOC LY 

Ma ATC: RO6AX13 

Nhom duge ly: Thuéc khang histamin HH: thé hé thir hai. 

4. CHI DINH 

LORATADINE SOHA IMG/ML duoc chi dinh dé giam tri¢u ching: 

- Do viém mui di tng nhu hat hoi, s6 mii, ngtta mii, ngtra va chay nude mat. Cac d4u hiéu 

va trigu chirng 6 mii va mat sé giam nhanh sau khi udng thudc. 

- May day man tinh va cdc bénh da do di tng khac. 

5. CACH DUNG, LIEU DUNG 

Cach ding: Ding dudng uéng 

Liéu ding: 

¢ Ngudi lon va tré em trén 12 tudi: 10 ml/lan/ngay 

e Tré em tir 2-12 tudi: 

o Can nang > 30 kg: 10 ml/lan/ngay 

o Can nang < 30 kg: 5 ml/lan/ngay i] 
6. CHONG CHi DINH 

Bénh nhan qua man hodec diac tg véi véi bat ky thanh phan nao cua thuéc. 

7, CANH BAO VA THAN TRONG KI DUNG THUOC 
Bénh nhan suy gan nang nén str dung liéu ban dau thap hon do giam thanh thai loratadine. 
Liéu ban dau 1a 10 ml cach ngay déi véi ngwdi Ién va tré em > 30 kg va 5 ml/ngay déi véi tré 
em nang < 30 kg. 

Khéng can hiéu chinh liéu & bénh nhan cao tudi hoac bénh nhan suy than. 

1/4 



n toan ctia thuéc chua duge xac lap 6 tré dui 2 tudi. Tuy nhién, dir ligu 

tré tr 1 dén 2 tudi sau khi ding ligu duy nhat 2,5 mg Loratadine la tong 

i hon va ngwoi Ion. 

Thuoc chira ithon | mmol (23 mg) natri trong mdi 5 ml, vé co ban la 'khéng co natri’. 

Thuéc nay cé chia 1,0 mg sodium benzoate trong mdi | ml twong duong vdi 1,0 mg/ml. C6 

thé lam tang nguy co vang da, vang mat 6 tré so sinh (4 tuan tudi tré xuéng). 

Thuédc 6 chita dudng trang. Nhimg bénh nhan cé van dé di truyén hiém gap vé khéng dung 

nap fructose, kém hap thu glucose-galactose hoac thiéu hut sucrasc-isomeltase khéng nén 

ding thudc nay. 

8. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 

Phu nit cé thai: Chua xdc dinh tinh an toan khi ding cho phu nit cé thai, do do chi ding thudc 

khi loi ich vuot troi nguy co di voi thai. 

Phu ni cho con bu: Do loratadine duge tiét vao siva va do nhiing nguy co khi ding cac thuée 

khang histamine tang Ién 6 tré em, dac biét tré so sinh va sinh non, nén ngtrng cho con bu 

hoac nging thuéc. 

9. ANH HUONG CUA THUOC LEN KHA NANG LAL XE, VAN HANH MAY MOC 

Trong cac thir nghi¢m lam sang danh gia kha nang lai xe, khéng co tinh trang suy giam kha 

nang lai xe nado xay ra 0 bénh nhan dung loratadine. Tuy nhién, bénh nhan nén duoc théng 

bao rang c6 tan xuat Ia rat hiém mét sé ngudi budn ngu, diéu nay c6 thé anh huong dén kha 

nang lai xe hoac van hanh may moc. 

10. TUONG TAC, TUONG KY CUA THUOC 

9.1. Twong tic cuia thude 

Dya trén nhimng nghién ciru duge tién hanh khi str dung chung véi ruou, loratadine khéng anh 

hudng trén tam than. 

Trong cac thir nghiém 14m sang c6 kiém soat, da thay tang néng dé loratadine trong huyét 

tuong khi str dung déng thoi véi ketoconazole, erythromycin hoic cimetidine, nhung khong 

thay thay déi dang ké cé y nghia lam sang (ké ca dién tam dé). Can than trong khi phdi hop 

voi cdc thuéc khac da biét cd tac dung tre ché su chuyén hoa & gan cho dén khi nghién ctru vé 

tuong tac thuéc duoc hoan thanh day du. 

Nén ngimng sur dung thuéc it nhat 48 gio truéc khi tién hanh cdc thir nghiém trén da vi cdc 

thudc khang histamine cé thé ngiin ngira hodc giam cac phan tng duong tinh trén da. 

Kha nang tuong tac cé thé xay ra vdi tat ca cdc chat tre ché CYP4A4 hodic CYP2D6 da biét 

dan dén néng dé loratadin tang cao, co thé tang nguy co xay ra cdc tac dung khéng mong 

muén. 

Cac nghién cru vé trong tac chi duoc thure hién trén di tuong ngudi truong thanh. 
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(ADR = 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap 

(1/10000 < ADR < 1/1000), rat hiém gap (< 1/10000), khéng xac dinh (khéng thé ue tinh tt 

di ligu san co. 

Trong méi nhom, cac phan tmg cé hai cia thudc duoc liét ké theo mire d6 nghiém trong gidm 

dan. ack |, 

Co quan-Héthéng |  Taedungkhéngmongmuén | —‘Tansuat 
RG loan hé thong mién Phan tmg qua man (bao gm phi mach Rathiém sd 

| dich va séc phan vé) 

| Réi loan hé than kinh Chong mat, co giat 7 | Rat hiém 

Réi loan tim Nhip tim nhanh, danh tréng nguc Rat hiém 

R6i loan tiéu héa Buén non, khé miéng, viém da day Rat hiém | 

 Réi loan gan mat | Chire nang gan bat thuéng — Rathiém 
R6i loan da vam6 dudi | Phat ban, rung téc re. | RAthiém Peta f 

da 

RGi loan toan than va tai | Mét mdi R&t hiém 

ché ding thuéc 

Cac chi sé Tang can Khéng xde dinh 

Déi tuong tré em 

Trong s6 cdc tht nghiém lam sang tré tir 2-12 tudi, cac phan img bat loi thuong gap duoc bao 
cdo voi ty 1¢ cao hon placebo bao gém: dau dau (2,7%), hdi hop (2,3%) va mét moi (1,0%). 
Thong bdo ngay cho bée s§ hoge dwgc sf nhitng phan tng co hai gdp phai khi si dung 

thudc 

Bao cao cic tic dung khéng mong muon 

Viéc bao cao cae tac dung khéng mong muén sau khi thuéc Iuu hanh 1a rat quan trong. Diéu 

nay cho phép tiép tue theo doi danh gid loi ich/rui ro cua thuéc. Can thong bao cho bic s¥, 
duge s¥ déi vai cac phan tng cé hai gap phai khi str dung thuéc hodc bao cdo cac phan tng 

cé hai cuia thuéc vé Trung tam Quéc gia vé Thong tin thudc va Theo déi phan tmg co hai cua 

thudc. 

12. QUA LIEU VA XU TRI 
Qua ligu: Lo mo, danh trong nguc va dau dau da duge bao cdo khi ding qua liéu. Uéng mét 

lan 160 mg loratadine khéng gay tac dung phu. 
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rudng hop qua liéu nén lap ttre dicu tri trigu chimmg va dicu tri ho tro. Xem xét 

» chudn dé loai trir thuéc chua hap thu ra khoi da day, nhu ding than hoat tinh 

thudng, tuy nhién phai thao ra cang nhiéu cang tot trude khi bom rita dot khac. Thudc tay 

mu6i din nude vao rudt va tham thau, do dé n6 con cé tde dung pha lodng nhanh cdc chat 

chira trong rudt. Loratadine khéng duoc thai qua tham phan mau 6 bat ky thoi gian nao. Sau 

khi diéu tri cp ctru, nén theo déi sat bénh nhan. 

13. QUY CACH DONG GOI 

Hp 01 chai 60 ml kem céc chia lidu 

Hép 01 chai 100 ml kém céc chia lidu 

Hép 01 chai 150 ml kém céc chia ligu 

14.DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA 

THUOC 

Diéu kién bao quan truoc va sau khi mo nap: Noi kh6 rao, nhiét dd dudi 30°C, tranh anh 

sang. 

Han ding: 24 thang ké tir ngay san xuat, 30 ngay sau khi mé nap 

Tiéu chudn chat luong: TCCS 

15. TEN, DIA CHi CUA CO SO SAN XUAT THUOC 
CONG TY CO PHAN DUOC PHAM SOIA VIMEX 
Dia chi; Dudng NI - Khu céng nghiép Yén M¥ HI, Thi tran Yén MJ, Huyén Yén My, Tinh 
Hung Yén, Viét Nam. 
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