
https://trungtamthuoc.com/ 

: SQ Y TE TP HO CHi MINH Céng Héa X4 H6i Chu Nghia Viet Nam 
CONG TY CO PHAN DUGC PHAM MEDBOLIDE Déc lap - Ty do - Hanh phic 

MAU HOP 3 vi x 10 vién 

Vién nén bao phim CLAGIAS 

Rx Prescription only medicine 

CLAGIAS 
Flavoxate hydrochloride 200 mg 

| EU - GMP 
Rx Thudc ké don © 

CLAGIAS" 
Flavoxat hydroclorid 200 mg 
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YO Hdp 3 vix 10 vién nén bao phim 

at Bdo quan: Storage conditions: 
Noi khé réo, tranh Gnh séng, nhiét Store in dry places, protect from light, not 
6 dudi 30°C. exceeding 30°C. 

DE XA TAM TAY TRE, EM - KEEP OUT OF REACH OF CHILDREN - 
DOC KY HUGNG DAN sUU DUNG TRUGC CAREFULLY READ THE INSTRUCTIONS 
KHI DUNG BEFORE USE 

Thanh phén: Composition: : \ 
By sg 1 an Each film-coated tablet contains: 

ae omg ferret 20mg | 888 
Ta dude... ‘s — Excipients.... “as ‘for 7 film-coated tablet. 8 $3 
CHI DINH, CAGH DUNG, CHONG CHi BINH VA ae INDICATIONS, DOSAGE, CONTRA-INDICATIONS AND z 
THONG TIN KHAC: Xem frong 13 huting din st! dung OTHER INFORMATION: See enclosed leafiet. ie: 
thudc kém theo. § z i | 

gang i Marketing authorization hoider: g 
MEDBOLIDE PHARMACEUTICAL JOINT STOCK COMPANY 

concn esmdy owe rinumnoune, NRCC | Ek 
s6 968 duéng Ba Thang Hai, phudng 15, Quan 11. dye Jang Hai Street, Ward 15, District 11, Ho Chi Min! g 

Tp. HS Chi Minh, Viét Nam tty, Vietnam ~ 
Manufacturer HDPHARMA EU PLANT - HAI DUONG 

Co sé sén xugt: NHA MAY HDPHARMA PHARMACEUTICAL MEDICA TERIALS JOINT STOC! 
CONG TY PHAN DUGG VAT TU TE Hal DUONG COMPANY ae ama « 
Bja chi: Tang 2, Toa nha 4A. Thita dat sé 307, cum C6ng address: 2nd floor of Buiiding 4A, Lot N° 307, Cam 

nghiép Cam Thugng,phuéng Cam Thugng, Thanh PhS Thuong industrial park, Cam Thuong ward, Hai Duong city, 
Hai Duong, Tinh Hai Dudng, Viét Nam Hai Duong province, Vietnam 
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SO Y TE TP HO CHi MINH CONG HOA XA HOI CHU NGHIA VIET NAM 
CONG TY CO PHAN DUOC PHAM MEDBOLIDE Déc lap - Ty do - Hanh phic 

Mau vi x 10 vién 

Vién nén bao phim CLAGIAS 

(— r ® 2 ° 5 S Se S S 2 x \> NP Ne Pe se 

SOP or wr oe” CE 
~ NHA MAY HDPHARMA EU - CONG TY C6 PHAN DUGC VAT TU Y TE HAI DUONG 

HDPHARMA EU PLANT - HAI DUONG PHARMACEUTICAL MEDICAL MATERIALS JOINT STOCK COMPANY 
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GIAM DOC
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OY TE TP HO CHi MINH 
CONG TY CO PHAN DUGC PHAM MEDBOLIDE 

Céng Hoa X4 HOi Chd Nghia Viét Nam 
Déc Idp - Tu do - Hanh phic 

MAU HOP 5 vi x 10 vién 

Vién nén bao phim CLAGIAS 

Rx Prescription only medicine 

EU - GMP 
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CLAGIAS 
Flavoxate hydrochloride 200 mg 

Rx Thuéc ké don 

\ H6ép 5 vix 10 vién nén bao phim 

Bdo quan: 
Noi khé rdo, tranh Gnh sang, nhiét 

d6 dudi 30°C. 

DE XA TAM TAY TREEM - 
DOC KY HUONG DAN SU DUNG TRUGC 

2S. 
CLAGIAS 
Flavoxat hydroclorid 200 mg 

Storage conditions: 
Store in dry places, protect from light, not 

exceeding 30°C. 

KEEP OUT OF REACH OF CHILDREN - 
CAREFULLY READ THE INSTRUCTIONS 

sae 
Tp. H6 Chi Minh, Viét Nam 

MAY HDPHARMA 
N DUOC VAT TU Y 

Dja chi: Tang 2. Téa nha 4A, Thita dat sé 307, cum Céng 
nghiép Cam Thugng, phudng Cém Thugng, Thanh pho 
Hai Duong, Tinh Hdi Duong, Viét Nam 

HAI DUONG 

City, Viemam 

Manufacturer, HDPHARMA EU PLANT - HAI DUONG 
PHARMACEUTICAL MEDICAL MATERIALS JOINT STOCK 
COMPANY 
Address: 2nd floor of Building 4A. Lot N°307, Cam 
Thuong industrial park, Cam Thuong ward, Hai Duong 
city, Hai Duong province, Vietnam 

KHI DUNG BEFORE USE 

a q Composition: Thanh = 
Mdi — bao phim chtia: Each film-coated tablet contains: — 

Flavoxat hydrociorid... 200 ma Flavoxate hydrochloride. ...200 mg ° = $ 
Tadudc... vila ati 1 vien nen bao phim Excipients.... “..sfor | fim-coated tablet. a cx 
cHi BINH, ‘CACH DUNG, CHONG cHi DINH VA men INDICATIONS, ‘DOSAGE, ‘CONTRA-INDICATIONS AND pe a 

THONG TIN KHAC: Xem trong td huGng dan si! dung OTHER INFORMATION: See enclosed leaflet. z 32 
thudc kém theo. § 2 

Cosd dang Marketing authorization hoider: : 

CONG TY cag bf PHAN bugc PHAM MEDBOLIDE MEDBOLIDE PHARMACEUTICAL JOINT STOCK COMPANY 5 

Bia chi: Phong 09, i4u 10, ta nha The EverRich 1, Address: Room 09, 10th floor The EverRich 1 building, ; Q 

6 968 dudng Ba Thang Hai, phuding 15, Quan 11, 968 Ba Thang Hai Street, Ward 15, District 11, Ho Chi Minh g 
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36 Y TE TP HO CHi MINH 
CONG TY CO PHAN DUGC PHAM MEDBOLIDE 

MAU HOP 10 

Céng Hoa XG Hi Chu Nghia Viét Nam 

Déc lap - Tu do - Hanh phic 

vi x 10 vién 

Vién nén bao phim CLAGIAS 

Rx Prescription only medicine 

EU - GMP 
Rx Thudc ké don 
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Hép 10 vix 10 vién nén bao phim 

CLAGIAS 
Flavoxat hydroclorid 200 mg 

CLAGIAS | 
Flavoxate hydrochloride 200 mg 

= 

— Bao quan: Storage conditions: 
Noi khé réo, tranh anh sang. nhiét Store in dry places, protect from light, not 

dé dudi 30°C. exceeding 30°C. 

DE XA TAM TAY TRE, EM - KEEP OUT OF REACH OF CHILDREN - 

DOC KY HUGNG DAN SU DUNG TRUGC ~CAREFULLY READ THE INSTRUCTIONS 
KHI DUNG BEFORE USE 

Thanh phan: Composition: ; 
Méi vién nén bao phim chita: Each film-coated tablet contains: aig 

Flavoxat hydroclorid... 200 mg Flavoxate hydrochloride. .-200 mg gF Ss 
Ta duge... jit0 Py re vién nén ba Excipients.... nas for 7 fllm-coated tablet. Se 2 

CHI DINH, GACH DUNG, CHONG CHi DINH VA Cac INDICATIONS, DOSAGE, CONTRANDICATIONS AND FH 
THONG TIN KHAC: Xem trong t& huéng &n str dung OTHER INFORMATION: See enclosed leafiet. Hy 22 

thude kém theo. § g* 

Co sé dang ky: Marketing authorization holder: 4 

CONG TY ay PHAN DUGC PHAM MEDBOUDE MEDBOLIDE PHARMACEUTICAL JOINT STOCK COMPANY 3 
Bia chi: Phong 09, du 10, t6a nha The EverRich 1, Address: Room 09, 10th floor The EverRich | building. 3 
6 968 dudng Ba Thang Hai, phuGng 15, Quan 11, 968 Ba Thang Hai Street, Ward 15, District 11, Ho Chi Minh F 4 

Tp. Hd Chi Minh, Viét Nam City, Vietnam 
Co sd sén xugt: NHA MAY HDPHARMA EU - Manufacturer HDPHARMA EU PLANT - HAl DUONG 

cons: we PHAN DUGG VAT TU Y TE HAI DUONG ae MEDICAL MATERIALS JOINT STOCK 

Bia chi: Tang 2, Téa nhd 4A, Thu dat s6 307, cum Cong Address: 2nd floor of Building 4A, Lot _N°307, Cam 
nghiép Cém Thuong. phudng Cém Thugng, Thanh pho Fa ng lege 

jong industrial park, Cam Thuong ward, Hai Duong city, 
Hai Duong, Tinh Hai Duong, Viét Nam Hai Duong province, Vie 

Mind Banh 
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Rx_ Thude nay chi dimg theo don thudéc 

~ . \\ TO HUONG DAN SU DUNG THUOC 
CLAGIAS 

Flavoxat hydroclorid 200 mg 

| Khuyén cao: 

e Déxa tim tay tré em 

e Docky¥ hudng dan str dung trudéc khi ding 
e Thong bdo ngay cho bac si hoac duge si nhimg tac dung khéng mong muon gap 

phai khi str dung thuéc 

1. THANH PHAN CONG THUC THUOC 

M6éi vién nén bao phim CLAGIAS chita: 

Thanh phan duoc chat: Flavoxat hydroclorid ...c..cccccssssessesesessesees 200 mg 

Thanh phan té duoc: Lactose monohydrate, Natri starch glycolate, Polyvinyl pyrrolidon K30, 

Microcrystalline cellulose, Colloidal hydrated silica, Magnesium stearate, Hydroxypropyl 

methylcellulose 606 (HPMC 606), Hydroxypropyl methylcellulose 615 (HPMC 615), 

Polyethylene Glycol 6000 (PEG 6000), Talc, Titanium dioxide. 

2. DANG BAO CHE 

Vién nén bao phim. 

M6é ta dang bao ché 

Vién nén bao phim, hinh tron, hai mat vién nhin, thanh va canh vién anh lan, mau trang dén trang 

nga. 

3. CHi DINH 

Lam giam triéu chimg tiéu kh6, tiéu gdp, tiéu dém, dau trén khép mu, tiéu rat va tiéu khong tu cha 

c6 thé xay ra khi viém bang quang, viém tuyén tién liét, viém niéu dao, viém niéu dao-bang quang 

va viém niéu dao-tam giac bang quang. 

Lam gidm co that bang quang-niéu quan do dit éng théng, soi bang quang hoic dat éng thong 

tiéu; trudc khi soi bang quang hoac dat dng théng tiéu; va trong di chimg phau thuat dudng tiéu 

dui. 

4, LIEU DUNG, CACH DUNG 

Liéu ding 

Ngudi 16n (bao gdm ca ngudi cao tudi): 1 vién x 3 1an/ngay. 

Tré em: Tinh an toan va hiéu qua 6 tré < 12 tudi chia duoc biét. 

Cach ding 

Dung dudng uéng. Nén uéng thudéc sau khi 4n dé tranh tinh trang nén mira. 

5. CHONG CHi DINH 

- Quad man véi bat ky thanh phan nao cta thuéc 

- Tac dong tiéu hda hoac tac ruét 

1/5
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- Chay mau tiéu hoa 

- Co that tam vi 

- Bitiéu 

- Glaucom 

- Bénhnhuogc co. 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC 

Khong khuyén cao ding thudc nay cho tré < 12 tudi. 

D6 thanh thai & thdn cata cht chuyén héa cé hoat tinh chiém > 50% liéu ding, do dé tinh trang 
suy than cé thé gay anh huéng dang ké dén duge déng hoc ctia thuéc. Can than’ trong khi ding 

thuéc cho nhimg bénh nhan nay. 

Thuéc nay c6 chira té duge lactose monohydrate. Bénh nhan mac bénh di truyén hiém gap khéng 

dung nap galactose, thiéu hut lactase ho&c kém hap thu glucose-galactose khéng nén ding thudc 

nay. 

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

Phu nit c6 thai 

Chua c6 hodc cé rat it dtr ligu vé viée str dung Flavoxat cho phu nf cé thai. Trong cac nghién ctu 

trén dOng vat, khong thay co anh hudng cé hai truc tiép hay gidn tiép gay déc 1én qua trinh sinh 

san. Nham muc dich than trong, tranh ding thuéc nay trong thai ky. 

Phu ni dang cho con bu 

O ngudi, chua biét Flavoxat va cdc chat chuyén héa cé duge bai xuat vao sita me hay khéng. 

Khong thé loai trir duoc nhiing nguy co cé thé xay ra @ tré bu me. Khong nén ding thudc nay cho 

phu nit dang cho con bu. 

Kha nang sinh san 

Chua c6 dit liéu vé anh hudng cla Flavoxat dén kha nang sinh san 6 ngudi. Flavoxat khong gay 

anh huéng dén kha nang sinh san 6 d6ng vat. 

3. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 

Bénh nhan can duoc théng bao néu xay ra budn ngu hoac nhin mo, thi khéng nén'lai xe hoac van 

hanh may méc. 

9. TUONG TAC, TUONG KY CUA THUOC 

Twong tac cia thuéc 

Tang tac dung/déc tinh: Flavoxat hydroclorid cé thé lam tang néng dé/tac dung cia cdc thudc 

khang cholinergic, cac cannabinoid va potassium chloride. Nong d6/tac dung ctia Flavoxat 

hydroclorid cé thé tang 1én do pramlintide. 

Gidm tdc dung: Flavoxat hydroclorid cé thé lam giam nong dé/tac dung cla cdc thuéc tc ché 

acetylcholinesterase (6 than kinh trung uong), secretin. Nong d6/tac dung cia Flavoxat 

hydroclorid cé thé bi giam do cdc thuéc tre ché acetylcholinesterase (6 than kinh trung wong). 

Ethanol: Tranh ding déng thdi ethanol vi cé thé lam tang sy tre ché hé than kinh trung vong. 

Twong ky cua thuéc 

Do khéng cé cdc nghién citu vé tinh tuong ky cia thuéc, khong trn lan thudc nay véi cdc thudc 

khac. 

10. TAC DUNG KHONG MONG MUON CUA THUOC (ADR) 
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Thuong gap (1/100 < ADR < 1/10) 

Tiéu hoa: Buén non. 

it gap (1/1000 < ADR < 1/100) 

Hé than kinh: Bu6n ngu. 

Mat: Giam thi luc. 

Tiéu hda: Non, khé miéng, khé tiéu. 

Da va m6 dudéi da: Phat ban. 

Hiém gap (1/10000 < ADR < 1/1000) 

Da va m6 dudi da: May day, ngtra 

Than va tiét niéu: Bi tiéu. 

Toan than: Mét mdi. 

Chia ré tan suat 

Hé mién dich: Qué m4n, phan tmg phan vé, séc phan vé. 

Tam than: Li lan. 

Mat: Glaucom. 

Tim: Danh tréng nguc. 

Gan-mat: Vang da, réi loan 6 gan, enzyme gan bat thudng. 

Da va m6 dudi da: Ban do. 

Huéng dan cach xir tri ADR: 

Khi thay tac dung manh déi voi than kinh trung wong va hé tim mach, cdn ngimg ding thudc 

ngay, xt tri kip thoi dé duy tri cac chire nang song. 

Bao cao cdc phan tng cé hai nghi ngo: 

Viéc bdo cdo céc phan tng cé hai nghi ngo sau khi thudc duoc c4p phép 1a rat quan trong. Didu 

nay cho phép tiép tuc theo ddi sy can bang loi ich/rai ro cha thudéc. Cac bac si, duge si nén duge 

yéu cau bao céo bat ky phan img cé hai nghi ngd nao vé Trung tim Théng tin thuéc va Theo doi 

phan img cé hai cua thuéc. 

Théng bdo véi bac si nhitng tac dung khéng mong muon gap phai khi si dung thudc. 

11. QUA LIEU VA CACH XU TRI 

Qué liéu 

Triéu chitng: Gay tac dung khac cholinergic véi cac dau hiéu sau: Cir d6éng vung vé hoac lao dao, 

chéng mat nang; cam thay rat buon ngu, sét; do birng hodc d6 mat; do gidc; hoi thé ngan hodc réi 

loan hé h4p; su kich thich khdc thudng; tinh trang kich d6ng, bén chén hod dé bi kich thich. 

Cach xir tri khi ding thuéc qua liéu 

Lam giam hdp thu 

Gay nén hodc riva da day véi dung dich acid tanic 4% hodc ding than hoat. 

Diéu tri dac hiéu 
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Ding liéu nhé barbiturat tac dung ngan (100 mg thiopental natri) ho&c benzodiazepin, hodc thut 

(bom) vao truc trang 100 — 200 ml dung dich cloral hydrat 2% dé kiém sodt sw kich thich. Néu 

can thiét thi thuc hién hé h4p nhan tao voi oxy khi cé sy tre ché hé hap. 

Diéu tri hé tro 

Khi biét 6 ho&c nghi ngé 1a ngudi bénh cé y ding thudc qua liéu thi phai chuyén ngudi bénh dén 
hi chan vé tam ly tam than. 

12. BAC TINH DUQC LUC HOC 

Ma ATC: G04BD02 

Nhém duge ly: Thudc chéng co that dung tiét niéu 

Flavoxat hydroclorid [chat chuyén héa chinh la methyl flavone carboxylic acid (MFCA)] la thudc 

ching co that, cd tac dung chon loc trén duong niéu. Trong cdc nghién ctu trén ngudi va dong 

vat, Flavoxat hydroclorid gay tac dung chéng co that true tiép 1én co tron. 

Co ché hoat déng lién quan dén sy tich tu AMP vong trong t4 bao va hoat déng wre ché kénh calci. 

Thudc gay tc ché cdc con co that bang quang gay ra béi nhiéu chat cha van khdc nhau hodc béi 

céc kich thich dién va tre ché tan sé cia cdc con co that bang quang. Flavoxat hydroclorid lam 

tang dung tich bang quang, giam ngudng va 4p luc co bop. 

Ngoai ra, cdc nghién ciru trén dong vat cho thay Flavoxat hydroclorid c6 tac dung giam dau va 

gay té. Thuéc khong gay anh huéng dang ké dén chitc nang tim va h6é hap. 

13. BAC TINH DUGC DONG HOC 

C4c nghién ctu trén nam gidi cho thay thuéc duoc hap thu tét nhanh chong 6 ruét va duge 

chuyén hoa chu yéu tao thanh MFCA (methyl flavon carboxylic acid). 

Sau khi ding liéu tiém tinh mach IV (tuong duong 100 mg), cdc théng s6 cla Flavoxat duge tinh 

todn nhu sau: Ty: 83,3 phut, thé tich phan bé biéu kién 2,89 I/kg. Thé tich phan bé biéu kién cia 

MFCA 1a 0,20 I/kg. Khong tim thdy Flavoxat ty do trong nuéc tiéu (24 gid). Tuy nhién 47% liéu 
ding duoc bai tiét duéi dang MFCA. 
Sau khi uéng don liéu 200 mg va 400 mg, hau nhu khong phat hién duge Flavoxat dang ty do 

trong huyét trong. Néng dé dinh cia MFCA dat dugc sau tuong tng 1a 30-60 phut va khoang 2 

gid sau khi uéng liéu duy nhat Flavoxat hydroclorid 200 mg va 400 mg. AUC cua liu 400 mg 

cao gan gdp déi so voi ligu 200 mg. Khoang 50% liéu ding duge bai xuat duéi dang MFCA trong 

vong 12 gid; tat ca duoc thai trir trong vong 6 gid dau tién. 

Sau khi uédng liéu nhac lai (200 mg x 3 lan/ngay x 7 ngay), sw bai xuat lity tich cua cdc chat 

chuyén héa khéng thay déi, chiém 60% so véi liéu ding vao ngay thir 3 va khéng d6i trong 1 

tuan. 
Chua biét Flavoxat c6 thé dugc loai bé bang thdm tach mau dugc hay khéng. 

14. QUY CACH DONG GOI: 

H6p 3 vi (Alu/Alu) x 10 vién, kém theo té hudéng dan sir dung. 

H6p 5 vi (Alu/Alu) x 10 vién, kém theo to hudéng dan sit dung. 

H6p 10 vi (Alu/Alu) x 10 vién, kém theo td hudng dan si dung. 

15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC: 

Diéu kién bao quan: Noi khé rao, tranh anh sang, nhiét d6 khéng qua 30 °C. 

Han ding: 36 thang ké tir ngay san xuat. 

Tiéu chuan chat lugng: TCCS 
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16. TEN, DIA CHI CUA CO SO SAN XUAT, CO SO DANG KY THUOC: 

Co sé dang ky: 

CONG TY CO PHAN DUGC PHAM MEDBOLIDE 

Dia chi: Phong 09, lau 10, toa nha The EverRich 1, s6 968 duong Ba Thang Hai, Phudng 15, 

Qu4n 11, Thanh phé Hé Chi Minh 

Co’ sé san xuat: 

NHA MAY HDPHARMA EU — CONG TY CO PHAN DUGC VAT TU Y TE HAI DUONG 

Dia chi: Tang 2, Toa nha 4A, Thita dat sé 307, cum Céng nghiép Cam Thuong, phudng Cam 
Thuong, Thanh phé Hai Duong, Tinh Hai Duong 

Tp. Hé Chi Minh, ngayAthdngl\ néim 2024 
er K 

Gidm doc 

GIAM DOC 
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