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:;ﬁlnl‘ltallllle SOHAC

Loratadine 0,1% kl/tt

Nhan hop

Loratadine SOHA

Loratadine 0,1% kd/tt 1

Thanhphén:

Loratadine.... - 0,1% kit
Chi dinh, :édl dimg, chdag chi dinh va céc
thang tin khéc: xem treng té hudng dén su
dungthudckemthea.

Tiéuchudn: TCCS

Bao quan trudc va sau md ndp: Ndi khé réo,
nhigtd dudi30C, tranh dnh sang.

Stidung trongvbng 30 ngay saukhi md ndp.
Déxatdmiaytréem,

Bock{ huéng dén stdung trusckhidung.

SBK/VisaNo.:
LSX/Batch No
NSX/Mfg. Date
HD/Exp. Date

Cosdsanxudt:

€ONG Ty ¢ PHAN DUGC PHAM SOHA VIMEX
Buding N1 - Khu cong nghigp Yan My I, Th trdn
‘Yan My, Huyén Yen Mg, Tinh Hung Yén, Viét Nam,
SDT:022173060%95

E-mail: sohavimex@sahacogroup.com.n

Loratadine SOHA

Loratadine 0.1% wyv |

Composition:
Loratading............coocieiss e 0.1 B0 W 0
Indications, administration, contrain-
dications and further information: please
refertothe package insert.

Specification: In-house

Storage before and after opening:

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

Usewithin30 days after opening.
Keepoutofreachof children,

Read the package insert carefully before
use.

Barcode

Manufacturer:

SOHA VIMEX PHARMACEUTICAL JOINT STOCK
COMPANY

M1Road - Yen My Nindustrial Zone, Yen My Town,
Yen My District, Hung Yen Province, Vietnam.
Phone: 02217306996

E-mail: sohavimex@sohacogreup.com.vn
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%\ DUOC PHAM | !
SOHA VIMEX

Nhan dan chai

il i 7 N,
Thanh phén: WHO-GMP| Cosésanxuat:

Loratadine......ccccovcucvriccicrieinnnn 0,1 % kil /£ CTCP DUGC PHAM SOHA VIMEX
Chi dinh, cach diing, chéing chi dinh va cac

: . : : ) | Buéng N1 - Khu céng nghiép Yén My II, Thy trén
thong tin khac: xem trong & hudng dén st loraladlne SUHA IMG/ML Y&n My, Huyn Yen My, Tinh Hung Yén, ViétNam.
dl..lﬂg thudckem thEO. DT: 02217306996
Tiéuchudn: TCCS : :

Bo quan trufdc va sau md nép: Noi Ko 10, Loratadine 0,1% klftt I E-mail: sohavimex@sohacogroup.com.vn
nhiétdo dudi30°C, tranhdnhséang.

Stidung trong veng 30 ngay sau khimdnap.
Déxatamtaytréem.

Bockyhudng dén sirdung trudc khidung.

_% SDK/Visa No.:
LSX/Batch No

Lo 60 ml HD/Exp. Date

Barcode
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CO PHAN,

4| DUJC PHAM |,

Loratadine SOHA CEIN

Loratadine 0,7 % ki/tt

Loratadine SOHA

Loratadine 0,1% ki/tt 1

Thanh phan:
L line

0,1%ki/tt
Chi dinh, cach diing, chdng chi dinh va cac
thang tin khac: xem trong (& hudng dén sl
dungthudckémtheo,

Tiéuchudn:TCCS

Bao quan trudc va sau md ndp: Noi kho rdo,
nhigtde duoi 30°C, tranh dnh séng.

Sudung trongvbng 30 ngay sau khimd nép.
Déxatdmtay tréem,

Docky hudng dan sidyng trudc khiding.

SDK/Visa No.:
LSX/Batch No
NSX/Mfg. Date
HD/Exp. Date

Cososanxudt:
€ONG Tv €O PHAN DUGC PHAM SOHA VIMEX
Dubng N1 - Khu cong nghigp Yan My I, Thy trin
Yen My, Huyén Yén My, Tinh Hung Yén, Vit Nam.
SDT: 02277306996

E-mail: sohavimex@sohacogroup.comyvn

Loratadine SOHA

Logatadine 0.1% w/v |

s

Compasition:
Lor di
Indications, ad
dications and further information: please
refertothe packageinsert.

Specification: In-house

Storage before and after opening:

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

Usewithin30 daysafter opening.
Keepoutofreachof children.

Read the package insert carefully before
use.

0.1%w/v

o S e
ration, ¢

Barcode

Manufacturer:

SOHA VIMEX PHARMACEUTICAL JOINT STOCK
COMPANY

N1Road - Yen My llindustrial Zone, Yen My Town,
Yen My District, Hung Yen Province, Vietnam
Phone: 02217306596

E-mail: schavimex @schacogroup.comyn
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SOHA VIMEX

s\ DUOC PHAM |,

Nhan dan chai

Thanh phén:

Loratadine....................
Chi djnh, cach diing, chéng chi dinh va cac
thong tin khdc: xem trong to hudng dan sy

dungthudckemtheo.
Tieuchudn: TCCS

Bao quan trudc va sau md nap: Nai kho rao,

.................. 0,1%kl/tt

nhiétdo dudi30°C, tranh anhsang.
Stdung trong vong 30 ngay sau khimdnap.

Déxatamtaytréem.

bocky hudngdan sirdung trudc khidung.

Barcode

=

WHO-GMP

Loratadine SOHA

Loratadine 0,1% ki/tt |

Cosdésanxuat:

CTCP DUGC PHAM SOHA VIMEX
Budng N1 - Khu céng nghiép Yén My I, Th trén
Yén My, Huyén Yén My, Tinh Hung Yén, Viet Nam.
PT:02217306996

E-mail: sohavimex@sohacogroup.com.vn

SBK/Visa No.:
LSX/Batch No
HD/Exp. Date
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. Loratadine SOHA Ty | A

Loratadine 0,1% ld/tt

Thanh phén: Composition:

Loraladine SOHA

Loratadine 0,1% ki/tt |

SIROD

Loratadine 0, 1% ki/tt
Chidinh, cach diing, chdng chidinh v cic thong
tin khdc: xem trong t hudng dén sU dung thube
kemtheo.

Tiguchudn: TCLS

Baoquan trusc va sau md ndp: Nolkho rdo, nhiét
do dusi30’C, tranhanhsang.

Sitdung trongveng 30 ngay sau khimdnap.
Péxatdmtaytréem.

Poc kg hudng dan st dyng trude khiding.

SBK/Visa No.:
LSX/Batch No
N5X/Mfg. Date
HD/Exp. Date

Coiseisan xudt:
€ONG TY CO PHAN DUGC PHAM SQHA VIMEX
Buiing N1 = Khu cing nghigp Yéin My I, Th; trdn Yén
My, Huyen Yeén My, TinhHung Y en, Viet Nam.
SOT:02217306996

E-mail: sohavimex@sohacogioup.comun

Loratadine SOHA

Loratadine 0.1% w/v |

Loratadine. 0.1% w/v
Indications, administration, contrain-dications
and further information: please refer o the
packageinsert

Specification:In-house

Storage before andafter opening:

Store in a dry place at temparature below 30°C,
avoidinglight.

Use within30daysalteropening.
Keepoutofreachcfchildren.

Readthe packageinsert carefully befare use.

Barcode

Manufacturer:

SOHA VIMEX PHARMACEUTICAL JOINT STOCK
COMPANY

N1Road - Yen My Il Industrial Zone, Yan My Town,
Yen My District, Hung Yen Province, Vietnam.
Phone: 02217306926

E-mail: sohavimex @sohacogroup.comyn
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Nhan dan chai

Thanhphan:

dung thuéc kémtheo.
Tiéu chugn: TCCS

Dé xatamtay tré em.

Loratadine........c............
Chi dinh, cach diing, chéng chi dinh va cac
théng tin khac: xem trong t& huéng dan su

cerenennennenne: 0,1 Y0 KISt

Bao quan trudc va sau mé nap: Nai kho rdo,
nhietdd du6i30°C, tranhanhsang.
Strdung trong vong 30 ngay sau khimdndp.

Docky huéng dan st dung trudc khidung.

Barcode

WHO-GMP

Loratadine SOHA

Loratadine 0,1% kl/tt |

Cosdsanxudt:

CTCP DUGC PHAM SOHA VIMEX

buding N1 - Khu céng nghiép Yén My I, Th trdn
Yén My, Huyén Yén My, Tinh Hung Yén, ViétNam.,
bT:02217306996

E-mail: sohavimex@sohacogroup.com.vn

SBK/VisaNo.:
LSX/Batch No
HD/Exp. Date

~
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LORATADINE SOHA 1IMG/ML

4\ DUDC PHAM |
2 éﬂﬁﬂ‘lﬁﬂ“ fr¢fem

1. THANH PHAN CONG THUC THUOC
Thanh phin hoat chét: Loratadine 0,1% kl/tt
Thanh phén té dwge: Duong tring, Sodium benzoate, Propylen glycol, Glycerin, Anhydrous
Citric Acid, Huong cam long, Nude tinh khiét
2. DANG BAO CHE
Siro
M ti dang bao ché: Siro trong sudt, mii thom
3. NHOM DUQC LY
Mia ATC: ROGAX13
Nhom duoe 1y: Thude khang histamin [y thé hé thir hai.
4. CHI DINH
LORATADINE SOHA 1IMG/ML dugc chi dinh dé giam tri¢u chimg;
- Do viém miii di {mg nhu hit hoi, $6 mili, ngira mii, ngira va chay nude mit. Céc ddu hiéu
va tri¢u chitng & miii va mit s& giam nhanh sau khi uéng thude.
- Mdy day man tinh va cic bénh da do di (g khac.
5. CACH DUNG, LIEU DUNG
Cich ding: Ding dudng udng
Litu ding:

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

e Trécm tir 2-12 tubi:

o Canning > 30 kg: 10 ml/ldn/ngdy
o Can niing <30 kg: 5 ml/lan/ngay

6. CHONG CHI DINH
Bénh nhin qua mén hoiic diic img véi véi bit ky thanh phin nio cua thuc.
7. CANH BAO VA THAN TRONG KIII DUNG THUOC
Bénh nhdn suy gan niing nén st dung lidu ban diu thip hon do giam thanh thai loratadine.
Liéu ban dau la 10 ml cach ngay doi véi ngudi 16n va tré em > 30 kg va 5 ml/ngay déi vai tré
em nang < 30 kg.
Khéng can hiéu chinh liéu & bénh nhén cao tudi hodc bénh nhan suy thén.
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n toan cua thude chua duoc xac lap o tré dudi 2 tudi. Tuy nhién, dir ligu
tré tir 1 dén 2 tudi sau khi dung licu duy nhét 2,5 mg Loratadine la twong

Thude chira it hon 1 mmol (23 mg) natri trong méi 5 ml, vé co ban 1a 'khong ¢o natri',

Thudc ndy ¢6 chita 1,0 mg sodium benzoate trong mdi 1 ml twong duwong vai 1,0 mg/ml. C6
thé 1am tang nguy co vang da, vang mit ¢ tré so sinh (4 tuin tudi tro xudng).

Thudc ¢6 chira dudng tring. Nhirng bénh nhén c6 vin dé di truyén hiém gap vé khong dung
nap fructose, kém hip thu glucosc-galactose hodc thiéu hut sucrase-isomeltase khong nén
diing thude niy.

8. SUDUNG THUOC CHO PHU NU CO THAI VA CHHO CON BU

Phu nif ¢6 thai: Chua xac dinh tinh an toan khi dung cho phu ni ¢6 thai, do do chi ding thude
khi loi ich vuot tréi nguy co dbi véi thai.

Phu nit cho con ba: Do loratadine duge tiét vio sira va do nhimg nguy co khi ding cac thude
khang histamine tang 1én ¢ tr¢ em, dac bit tré so sinh va sinh non, nén ngitrng cho con b
hodc ngimg thude.

9. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Trong céc thir nghiém lam sang danh gia kha néng lai xe, khong co tinh trang suy giam kha
ning lai xe ndo xay ra ¢ bénh nhan dung loratadine. Tuy nhién, bénh nhan nén dugc thong
bdo ring 6 tin xudt 1a rit hiém mét s6 ngudi budn net, didu nay 6 thé anh huong dén kha
nang l4i xe hodc vidn hanh may mac.

10. TUONG TAC, TUONG KY CUA THUOC

9.1. Tuong tic cia thude

Dua trén nhimg nghién ciru duge tién hanh khi sir dung chung véi ruou, loratadine khong anh
huong trén tam thin.

Trong cac thir nghiém lam sing cé kiém soat, da thdy tang nong d6 loratadine trong huyét
twong khi sir dung dong thoi voi ketoconazole, erythromycin hodc cimetidine, nhung khong
thay thay déi déng ké co y nghia lam sang (ké ca dién tdm dd). Can than trong khi phdi hop
voi cde thude khéc da biét ¢6 tac dung tic ché sur chuyén hoa & gan cho dén khi nghién ciru vé
twong tac thude duge hoan thanh day du.

Nén ngirg sir dung thude it nhit 48 gioy trude khi tién hanh céc thir nghiém trén da vi céc
thude khang histamine ¢6 thé ngédn ngua hodc giam cac phan ing duong tinh trén da.

Kha ning trong tdc ¢é thé xdy ra véi tit ca cac chit e ché CYP4A4 hoic CYP2D6 di biét
dén dén ndéng do loratadin ting cao, c6 thé ting nguy co xay ra cic tdc dung khong mong
muon.

Cac nghién clru v¢ tuong tac chi dugce thuc hién trén doi tugng ngudi truong thanh.
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A
tua thuoe
nghién ctru vé tinh twong ky cta thude, khong trén lan thude nay voi cac

; ng c6 hai cua thuée (ADR) dugc phén loai theo tin sudt xdy ra: rit thuomg gip
(ADR = 1/10), thuong giap (1/100 < ADR < 1/10), it gép (1/1000 < ADR < 1/100). hiém gip
(1/10000 < ADR < 1/1000), rat hiém gip (< 1/10000), khéng xdc dinh (khéng thé udc tinh tir
dir lidu sén co.

Trong mdi nhom, cac phan tmg c6 hai ctia thude dwgc liét ké theo mire dé nghiém trong gidm

dan.
Co quan —TI@Tlﬁ_i'%ng Tace [iL_mg khing mm-:;;c,;_n-l uon | TAnsudt
Réi ]b:;m hé thong mién Phén fmg qdé min (bao g;'fi'm phu mach Rét hiém =
dich va soc phan vé)
Réi loan hé thin kinh | Chéng mat, cogiat | Rathilm
Ro6i loan tim e Nhip tim nhanh, danh trénéﬁgi}c- #_ Rat hiém
_Iié_ilnan tidu héa Fuﬁ?ng kﬁﬁuing, viem da day Rat hiém
| R6i loan gan mit | Chire ne"m-g_ gdn bat Lilufmg Rt hiém
' Réi loan da va mé dudi | Phat ban, 1@0: - [ Réthibm
| da
_Réi_i_oa_m toan than va tai | M¢&t moi _ g Rét hiém
chd ding thude
Céc chi s6 o Téng can - Khéng xac dinh

Doi Luijhé (ré em
Trong s6 cac thir nghiém lam sang tré tr 2-12 tuéi, cac phan tmg bit loi thuong gip dugc béo
cdo voi ty 1¢ cao hon placebo bao gdm: dau diu (2,7%), hdi hép (2,3%) va mét moi (1,0%).
Thong bio ngay cho bdc sy hodc dwge si nhitng phén ing cé hai gip phii khi sii dung
thuoc

Bio cdo cic tic dung khéng mong mubn

Viée bao céo cdc tac dung khong mong mudn sau khi thude hru hanh 1a rit quan trong. Diéu
niy cho phép tiép tuc theo dbi dénh gia loi ich/rii ro cua thude. Cn thong bio cho bic s7,
duge sy déi voi céc phan tmg c6 hai gap phai khi sir dung thude hoiic béo céo céc phan Gmg
¢6 hai ctia thube vé Trung tim Quéc gia v& Théng tin thude vi Theo ddi phan (mg ¢6 hai caa
thudc.

12.QUA LIEU VA XU TRI

Qui liu: Lo mo, danh tréng ngue va dau diu da duoc bio cio khi dung qua liéu. Udng mot
ldn 160 mg loratadine khéng gay tic dung phu.
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thudng, tuy nhién phai thao ra cang nhiéu cang t6t trude khi bom rira dot khace. Thuoce tay

mudi din nude vao rudt va thim thau, do dé nd con ¢ tac dung pha lodng nhanh céc chit
chira trong rudt. Loratadine khong dugc thai qua thim phan mau & bét ky thoi gian nao. Sau
khi diu tri cép clru, nén theo déi sat bénh nhan.
13.QUY CACH DONG GOI

Hap 01 chai 60 m] kém cdc chia licu

1ap 01 chai 100 ml kém cde chia licu

op 01 chai 150 ml kém cbe chia lidu
14.DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA

THUOC

Diéu kién bao quan tride va sau khi mo ndp: Noi kho rao, nhiét do dudi 30°C, trinh 4nh
séng.
Ian ding: 24 thang ké tr ngdy san xufit, 30 ngdy sau khi mo nap
Tiéu chudn chat heong: TCCS
15. TEN, DIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUOC PHAM SOHA VIMEX
Dia chi: Dudmg N1 - Khu cdng nghiép Yén My 11, Thi trin Yén My, Huyén Y&n My, Tinh
Hung Yén, Viét Nam.
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