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CONG TY TNHH SOLPHARMA 

S6 nha 618 Minh Khai, Phudng Vinh Tuy, Quan Hai Ba Trung, Ha Noi 

MAU NHAN Vi, HOP XIN DANG KY 

a SOLPACMAN SOLPACMAN SOLPAGMAN 
Epinastin hydroclorid Tomg Epinastin hydroctonid 10mg Epinastin hydredorid 10mg | 

@ Nha san xuat HADIPHAR Nha san xudt HADIPHAR Nha san xuat HADIPHAR | 
Scone TYCOPHANDUOGHATINH CONG TY COPHANDUOCHATINH §=— CONG TY GO PHAN QUOC HA TINH | 

| 
g = GMP. WHO: =. | 

5SOLPACMAN SOLPACMAN SOLPACMAN 
Epinastin hydtoclorid 10mg Epinastin hydroclorid 10mg. Epinastin hydroclorid 10mg 

Nha san xuat HADIPHAR Nha san xuat HADIPHAR Nha san xuat HADIPHAR | 

CONG TY CO PHAN DUOC HATINH CONG TY COPHANDUOCHATINH CONG TY COPHAN DUC HA TINH, 

Rx Thuéc ké don 

od SOLPACMAN 
Epinastin hydroclorid 10mg 
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HADIPHAR 

Thanh phan cholviénnén : : ie ee =o a : : Epinastin hydroclorid 10mg Chi dinh, cach ding, chéng chi dinh va cac théng tin khac: 
Xem trong ta huGng dan su dung thuéc kem theo. 

Bao quan: Nhiét do dudi 30°C, noi khé mat, tranh anh sang. 

Tiéu chuan chat lugng: TCCS 

Hop 1 vix 10 vién nén 

Ta duoc viva du... lvién 

Rx Thudc ké don 

od SOLPACMAN 
Epinastin hydroclorid 10mg 
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HADIPHAR . Hop 1 vix 10 vién nén 

Dé xa tam tay tré em, doc ky huéng dan sit dung 
truéc khi ding SDK: 

San xuat tai : CONG TY CO PHAN DUOC HA TINH S6 16 SX: 
S6 167, dung Ha Huy Tap, phudng Nam Ha, thanh Pn Paoltes Tinh = Ngay SX 
DT: 0239 3854617*Fax: 0239 3856821 SEEN HD: 

cOMNG \yY 
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CONG TY TNHH SOLPHARMA 

S6 nha 618 Minh Khai, Phudng Vinh Tuy, Quan Hai Ba Trung, Ha Noi 

MAU NHAN Vi, HOP XIN DANG KY 

SOLPACMAN SOLPACMAN SOLPACMAN 
wastinhydradorid 10mg = Epinastin hydraclorid 10mg, Epinastin hydroctorid 10mg | 

2 ha san xuat HADIPHAR Nha san xuat HADIPHAR Nha san xudt HADIPHAR 
S CONG TY COPHANDUOCHATINN CONG TYCO PHANDUGCHATINN CONG TYCO PHAN DUOC HATINH | 

g = CMP-WHO ee | 
een | | =SOLPACMAN SOLPACMAN SOLPACMAN 

Epinastin hydractorict 10mg Epinastin hydrodatid 10mg Epinastin hydroctorid 10mg 

Nha san xuat HADIPHAR Nha san xudt HADIPHAR Nha sar HADIPHAR | 
CONG TY COPHAN DUOC HATINH CONG TY COPHANDUOCHATINH CONG TY CO PHAN DUOC HATINH | 

Rx Thuéc ké don 

bd SOLPACMAN 
Epinastin hydroclorid 10mg 
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HADIPHAR 

Thanh phan cho 1 vién nén 
Epinastin hydroclorid 10mg Chi dinh, cach dung, chéng chi dinh va cac théng tin khac: 

Xem trong to huGng dan st dung thudc kém theo. 

Bao quan: Nhiét d6 dudi 30°C, noi khd mat, tranh anh sang. 

Tiéu chuan chat lugng: TCCS 

H6p 3 vi x 10 vién nén 

Ta duoc vila du... 1vién 

Rx Thudc ké don SDH 
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es s 2 Epinastin hydroclorid 10mg a = 
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— HADIPHAR Hop 3 vix 10 vién nén 

Dé xa tam tay tré em, doc ky huéng dan st¢dung 
tru‘éc khi diing SDK: 

San xuat tai : CONG TY C6 PHAN DUOC HA TINH S616 SX: 
$6 167, duéng Ha Huy Tap, phudng Nam Ha, thanh pho Ha Tinh, tinh Ha Tinh Ngay SX 
DT: 0239 3854617*Fax: 0239 3856821 = HD: 
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CONG TY TNHH SOLPHARMA 

S6 nha 618 Minh Khai, Phudng Vinh Tuy, Quan Hai Ba Trung, Ha Noi 

MAU NHAN Vi, HOP XIN DANG KY 

SOLPACMAN | 
Epinastin hydroclonid 10mg 
Nha san xuatHADIPHAR | 
CONG TY CO PHAN DUOC HA TINH | 

SOLPACMAN 
Epinastin hydroctorid 10mg, 
Nha san xudt HADIPHAR 
CONG TY CO PHAN DUC HA TINH 

SOLPACMAN 
Epinastin hydrociond 10mg 

@ Nha san xuat HADIPHAR 
= CONG TY CO PHAN DUOC HA TINH 
be | 

g =. CMP. WHO = | 

5SOLPACMAN SOLPACMAN SOLPACMAN | 
Epinastin hydraclorid 1Oing Epinastin hydroctorid 19mg Epinastin hydrodonid 10mg 
Nha san xuat HADIPHAR Nha san xuat HADIPHAR Nha san xuat HADIPHAR | 

CONG TY CO PHAN DUOC HA TINH CONG TY GO PHAN DUQG HATINH =~ CONG TY CO PHAN DUG HA TINH 

Rx Thudc ké don 

td SOLPACMAN 
Epinastin hydroclorid 10mg 

a 

HADIPHAR Hop 5 vix 10 vién nén 

Thanh phan cho 1 vién nén : y . as ? aoe : _ Epinastin hydroclorid 10mg Chi dinh, cach ding, chéng chi dinh va cdc théng tin khac: 
Xem trong to huéng dan su dung thudc kém theo. 

Bao quan: Nhiét d6 dudi 30°C, noi khé mat, tranh anh sang. 

Tiéu chuan chat lugng: TCCS 

Ta duoc vita du... 1vién 

Rx Thudc ké don 

id SOLPACMAN 
Epinastin hydroclorid 10mg 

HADIPHAR H6p 5 vix 10 vién nén 
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Dé xa tam tay tré em, doc ky huéng dan si dung 

truéc khi ding SDK: 

San xuat tai : CONG TY CO PHAN DUOC HA TINH $6 16 SX: 
$6 167, duéng Ha Huy Tap, phuéng Nam Ha, thanh phd Pre Ngay SX 
BT: 023) 17*Fax: ss : 9 3854617*Fax: 0239 3856821 : Zoo90) 264. Ns HO 
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ding theo don thuéc 
01 

se SN Solpacman 
7a vei 
CONG TY “A 

SV hode duoc sf nhiing tac dung khéng mong muén gap phai khi 

cl TRUNG sur dung thudc” 

kX Invéng dan sir dung trudc khi ding” 
’ “Dé xa tam tay tré em’ 

1. Thanh phan cong thire thuéc. 

Trong | vién nén cé chia: 

Thanh phan duge chat: Epinastin hydroclorid 10mg. 

Thanh phan ta duge: Amidon, Microcrystalline Cellulose, PVP K30, Natri starch glycolate, 

Magnesium stearat, Talc. 

2. Dang bao ché: Vién nén. 

M6 ta dang bao ché: Vién nén hinh tron mau trang dén trang nga. Canh va thanh vién lanh 
lan. 

3. Chi dinh 

- Hen phé quan 

- Viém mii di img. 

- May day, cham / viém da, viém da ngira, ngtra, bénh vay nén. 

4, Cach ding, liéu ding 

Ding duong ung. 

- Bénh hen phé quan, may day, cham / viém da, viém da ngira, ngtra, bénh vay nén: 

Ngudi lén 2 vién, uéng 1 lan mdi ngay. Liéu c6 thé duge diéu chinh theo tudi va cdc triéu 
ching cia bénh nhan. 

- Viém mii di tng: 

Nguoi lén 1 — 2 vién, uéng 1 lan mdi ngay. Liéu c6 thé duoc diéu chinh theo tudi va céc 
trigu ching cla bénh nhan. 

Sir dung thudc cho ngwdi cao tudi 

GO ngurdi cao tudi, chit nang gan va than thudng bi suy giam, va do thuéc hap thu chi yéu 
duge dao thai qua than nén thudng xuyén theo déi cdc tac dung phu va cac triéu chimg lam 
sang (phat ban, kho miéng, khé chiu 6 da day, v.v.) va néu phat hién thay bat thuong, can 
thuc hign cae bign phap thich hop nhw giam liéu (vi du, 10 mg / ngay) hodc ngtmg str dung 
thudéc. 

Sir dung thuéc cho tré em 

An toan chua duge nghién ctru & déi tuong tré so sinh nhe can, tré so sinh, tré moi biét di 
hoac tré em . 

5. Chong chi dinh 

Bénh nhan co tién sir qua man v6i bat cir thanh phan cita thuéc . 
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Bénh nhan co tién sir qua man voi bat ctr thanh phan ctia thudc . 

6. Canh bao va than trong khi ding thuéc 

Can than trong khi diéu tri cho bénh nhan bi réi loan gan hoac cé tién str vé bénh nay (Tén 

thuong gan cé thé nang hon hoic tai phat). 

Nhimng luwu y co ban quan trong: 

- Khéng giéng nhw thuéc gidn phé quan va steroid, thuéc nay khong lam giam nhanh cac 

con hen suyén va cdc triéu chimg da xay ra. Vi vay, diéu nay can duge gidi thich day du cho 

bénh nhan. 

- Néu phai giam liéu steroid bang cach str dung thudc nay 6 nhitng bénh nhan dang diéu tri 

bang steroid dai han, thi nén thyc hién dan dan du6i su theo d6i va tu van cla bac sy. 

- Khi ding thuéc nay cho bénh nhan di img theo mia, nén bat dau ding thudc ngay truée 

khi mua khoi phat va tiép tuc cho dén cuéi mua khdi phat. 

- Néu khong thay hiéu qua diéu tri cia thuéc thi can cAn trong xem xét ngung sir dung thudéc 

o dai han. 

Thudéc nay co chia 0,44 mg natri trong | vién, trong duong vdi 0,022% luong t6i da duoc 

khuyén nghi hang ngay cia WHO 1a 2 g natri mdi ngudi Ién, nén c6 thé xem nhu khong 

dang ké. 

7. Sir dung thuéc cho phu nif c6 thai va cho con bi 

Phu nit co thai 

An toan khi sir dung trong thoi ky mang thai chua duge nghién ctru r6. Can can nhac gitta 

loi ich va nguy co khi sir dung thuéc cho phy nit mang thai. 

Va trong thir nghiém trén chudt, giam ty 1é thy thai. Trong thir nghiém liéu cao trén thé cé 

kha nang phat sinh chét cua thai nhi. 

Phu ni cho con bu 

Tranh ding thudéc cho phu nit cho con bi, hodc khéng cho tré bu me trong thdi gian su 

dung thudc. Cac bao cao vé thir nghiém trén d6ng vat (chudt) cho thay rang thuéc cé thé vao 

® trong stra me. 

8. Anh huéng ciia thuéc lén kha nang lai xe va van hanh may moc 

Thudc cé thé gay buén ngi cho bénh nhan khi ding thuéc nay. Can than trong déi véi 
nhting nguwoi lai xe hay van hanh may moc. 

9. Twong tac, twong ky cia thuéc 

Tuong tac cua thudc: 

Chua c6 nghién ctru tuong tac nao duge thuc hién. Nén khéng cé tuong tac thuéc — thuéc 

nao duge du doan 6 ngudi. 

Twong ky ctia thudc: 

Chua c6 théng tin. Do khéng c6 cae nghién ctru vé tinh tong ky cua thudéc, khéng tron lin 

thuéc nay voi cac thudc khac. 

ie
) 
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10. Tac dung khéng mong muén ciia thuéc: 

Tac dung phu nghiém trong 

+) R6i loan chire nang gan, vang da (ty 1é khong ro) 

Tang AST (GOT), ALT (GPT), y-GTP, ALP, LDH 

Roi loan chtire nang gan nhu (cac triéu chitng ban dau: kh6 chiu, chan an, s6t, budn nén, 

non,...) va vang da c6 thé xay ra, vi vay can luu y. 

Néu quan sat thay bat ky dau hiéu bat thudng nao sau khi str dung thuéc. Can ngimg sir dung 

thuéc va thuc hién cdc bién phap thich hop. 

+) Gidm tiéu cau (Tan suat khong xac dinh) 

Giam tiéu cau cé thé xay ra, vi vay hay theo ddi can than va nging sir dung thuéc néu phat 

hién thay bat ky dau hiéu bat thuong nao. Thong bao voi bac s¥ dé cé cdc bién phap xt ly 
thich hop. 

Cc tac dung khéng mong muon khac 

Néu co bat ky tac dung khéng mong mu6n nao duéi day, thy thudc vao cac triéu chimg, nén 

cé cdc bién phap thuc hién thich hop nhu ngimg str dung thuéc hoac thong bao véi bac sy. 

Tam trang khong thoai 

mai 

0,1% tré lén Duwi 0,1% Tan suat khong xac dinh® 

Qua man ") Phi mat, khoi phat Phu (chan tay, v.v.), ngtra dé 

Phat ban, may day, ngtra | Phat ban 

He théng Buon ngu Nhite dau, kho chiu, Chong mat, mat ngu, 4c m6ng, 

than kinh té liét 

Cam giac bu6n non, buén ngu 

Ao giac, ao giac 

Co quan tiéu | Buén nén Dau bung. Kho chiu 6 da day, khé miéng, 

Nén mira, tao bén Cam thay dau byng, khé mdi, 
 ) chudng bung 

H6 hap Chay méu mii, nghet | Kho tho, long dom 
miti 

Gan Réi loan chire nang gan, 

ALT (GPT) tang 

Than Protein nude tiéu, ting 

BUN, nuéc tiéu 

Héng cau trung binh, dai 

mau 

Sphere tich cuc 
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Tiét niéu © Thuong xuyén di tiéu, cdc triéu 
ching gidng viém bang quang 

nhu tiéu mau, bi tiéu 

Tim mach Danh trong nguc 

Mau ? S6 lugng bach cau giam | Giam tiéu cau, ting sé luong 

bach cau 

Mat Dau mat 

Khac Dang miéng To vi @ dan 6ng, sung vu, kinh 
nguyét bat thudng, béc hoa, 

Mat vi giac, dau nguc 

Luu y: 

(1) Néu cé tac dung nay xay ra, hay ngirng str dung va thu hién cdc bién phap thich hgp. 

@ (2) Bénh nhan can duoc theo déi can than, va néu 06 bat ky dau hiéu bat thuong nao, can 
thu hién cac bién phap thich hop nhu ngimg ding thuéc. 

(3) Tan suat khéng xac dinh do cae bao cdo tu phat khi str dung vién nén epinastin 

hydroclorid. 

11. Qua liéu va cach xit tri: 

Chua c6 dit ligu vé str dung thuéc qua liéu, khong ding qua liéu chi dinh ctia thuéc. Néu sit 

dung thuéc qua liéu can téi bénh vién va tich cye theo ddi cdc triéu chimg lam sang dé co 
bién phap xt tri kip thoi nhu riva da day, str dung than hoat tinh hodc diéu tri trigu chimg bat 

loi xay ra. 

12. Dac tinh dug luc hoc 

Nhoém dugc ly: Thuéc khang histamin str dung toan than. 

Ma ATC: RO6AXK24 

Epinastine thé hién su déi khang chon loc thu thé histamine Hh. Ngoai ra, nd cting co tac 

‘.) dung chéng chat trung gian d6i voi Leukotrien C4 va yéu t6 hoat héa tiéu cau (PAF), Cho 

thay tac dung te ché giai phong histamine va SRS-A. Tac dung chong di tmg kéo dai. 

Tac dung irc ché hé than kinh trung wong yéu. 
13. Dac tinh dwoe déng hoc 

Hap thu 

Thoi gian dé dat duge néng d6 téi da trong mau 3,1 gid. 

Phan bé 

Epinastin c6 thé tich phan phdi 1a 417 lit va 64% lién két véi protein huyét tuong. 

Chuyén héa 

Epinastin hau nhu khéng duge chuyén héa, nhung CYP3A4, CYP2D6 va CYP2B6 tham gia 

vao qua trinh san xuat cac chat chuyén héa nho.
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Kiém tra luong chat chuyén héa trong nude tiéu va tir phan khi st dung epinastin 

hydrocloride duéng udng cho nam gidi truéng thanh khoe manh hau hét ching déu khéng 

thay déi. 

Thai tri 

Khi ding dudng uéng cho nam gidi truéng thanh khée manh, epinastin hydroclorid duoc 

thai trir ch yéu qua nuoc tiéu va phan. 

Khi epinastin hydroclorid duge ding bang duéng uéng cho nam giéi truéng thanh khée 

manh, ty 1é bai tiét qua nuéc tiéu 1a 25,4% va bai tiét qua phan ty 1é bai tiét 14 70.4%. 

14. Quy cach dong goi. 

Ep vi PVC/AI: H6p 1 vix 10 vién, hop 3 vi x 10 vién, hép 5 vi x 10 vién. 

15. Diéu kign bao quan, han ding, tiéu chuan chat long ciia thudc. 

Bao quan: Noi khé mat, nhiét d6 dudi 30°C, tranh anh sang. 

Han ding ctia thuéc: 36 thang ké tit ngay san xuat. 

Co Tiéu chudn chat lwong: TCCS. 

16. Tén, dia chi ciia co’ sé’ san xuat thudc. 

CONG TY CO PHAN DUGC HA TINH 

Dia chi: S6 167, dwong Ha Huy Tap, phuong Nam Ha, thanh phé Ha Tinh, tinh Ha Tinh. 
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