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TO HUONG DAN SU DUNG THUOC
.- Vién nén
BOURABIA-4
Vién nén
BOURABIA-8

Thudc bén theo don
Pé xa tam tay tré em
Poc ki huéng din sir dung trwde khi din
Théong bio ngay cho bac sy nhirng tic dung khong mong muon khi sir dung thudc

To thong tin sdn plmm nay bao gom hwdng dén sie dung cho thuéc cé nhiéu ham lwong khdc nhau.

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1.

Thanh phén, ham lwgng cia thudc:

M>i vién nén BOURABIA-4 chira:

Thiocolchicosid ........ccccevviiiiinnnnns 4 mg

Té duoc: Cellactose 80, copovidon, natri starch glycolat, magnesi stearat.
M3i vién nén BOURABIA-8 chura:

Thiocolchicosid ... 8 mg

Ta duoc: Cellactose 80, copovidon, natri starch glycolat, magnesi stearat.

M3 ta san pham:

BOURABIA-4: Vién nén tron mau tring, mot mat c6 dép logo ﬁ , mat kia c6 dap gach
ngang.

BOURABIA-8: Vién nén tron mau tréng, mdt mit c6 dap gach ngang, mat kia tron.

Quy cach dong goi:
BOURABIA-4: Hop 6 vi x 10 vién.
BOURABIA-8: Hop 6 vi x 10 vién.

Thudc ding cho bénh gi?

San phim BOURABIA-4/ BOURABIA-8 chira thanh phan chinh c6 tac dung duoc ly la
Thiocolchicosid, thudc nhém thude goi 1a Thude gidn co.

BOURABIA-4/ BOURABIA-8 dugc dung cho ngudi 16n va tré em tir 16 tu01 tr& 1én dé hd
trg diéu tri dau do co thit co. Thude duge sir dung trong cac tinh trang cép lién quan cot
sdng.

Nén dung thudc nay nhw thé nao va liéu lwong?

Ludn dung thudc chinh x4c nhu hudng dan cua bac s§ hodc duogc s§. Néu ban chua 13, hay
hoi lai cho chic chan.

Cich dung:

Thudc dung duong ubng. Ubng nguyén vién vdi nudc.

Liéu dung:

Liéu khuyén cdo va tdi da 1a 8 mg mdi 12 git. Thoi gian diéu tri khong qua 7 ngay lién tiép.
Khong dung thubc qué liéu va thoi gian diéu tri khuyén céo.

Thudc khong dugc dung & didu tri kéo dai.

Dung thudc cho tré em va tré vi thanh nién:

Khong dung thude cho tré em va tré vi thanh nién dudi 16 tudi vi ly do an toan.

M Tréng 1/8




https://nhathuocngocanh.com/

10.

Khi nio khong nén dung thudc nay?

Khong nén dung thudc nay néu ban:

- Min cam voi thiocolchicosid hodc vdi bat ky thanh phan nao cua thube.

- Pang mang thai, c6 thé mang thai hodc nghi rang ban c6 thé mang thai.

- C6 kha nang mang thai nhung khong sir dung bién phép tranh thai thich hop.

- Pang cho con bu.

Khéng dung thuc néu ban gap phai bit ky trudng hop nao & trén. Tham khao y kién cta
béc s§ néu ban chua chéc chan.

Téac dung khong mong muén

Nhu céc thudc khac, BOURABIA-4/ BOURABIA-8 c6 thé gy tic dung khong mong
mudn, nhung khong phai ai cling gap phai.

Ngung ding thuéc va lién hé trung tdm y té gan nhdt néu ban gdp cdc phan ing sau:

Ban c6 céc tri¢u chimg phu mach nhu ban da, min do, phu (mi mit, mat, moi, miéng va
ludi), kho thd hodc kho nudt. Day 14 c4c triéu chung cua phan Umg qua man.

Cac tdc dung khéng mong mudn khdc:

Thuong gap

Tiéu chay, dau da day.

Budn ngu.

It gap

Ngira, phat ban, ban dat, phat ban ¢é bong nudc.

Nbn, budn non.

Hiém gap

May day.

Chuea rd tan sudt

Phu Quinck (sung phu mat va cd dot ngot, co thé gay kho tho), s¢c phan vé (phan ung di
{ng ning, khién bénh nhan khé chiu, tut huyet ap dang ké, co thé khoi dau boi phét ban,
ngta, ban da, khé thé, sung phu mat va/ hodc cd), phan tng phan vé.

Tén thuong gan (nhu tiéu té bao gan va viém gan & mét).

Co giat ho#ic co giat tai phat & bénh nhan dong kinh.

Thudc cé thé gdy ra cdc tac dung khong mong muén khdc, thong bdo ngay cho bdc sy néu
gdp phai nhitng tdc dung khong mong muoén sau khi sir dung thuoc.

Nén tranh ding nhitng thudc hodc thwe phﬁm gi khi dang sir dung thudc nay?

Théng béo cho bac sy hodc dugc sy cua ban vé tat ca cac loai thuc ma ban dang st dung
hodc sir dung gén day, bao gdm cé céc thudc ké don hodc khong ké don, cac vitamin hoéc
thudc tir duoc liéu.

Hay théo ludn véi bdc sy trudc khi udng thuoc.

Cin 1am gi khi mdt 1in quén khﬁng dung thudc?
Néu ban quén khong dung 1 lidu, udng lidu tiép theo nhur lich trinh cii. Khong udng gép doi
lidu @& bu vao liéu da quén.

Cén bio quin thudc nay nhw thé nao?

Giit thudc trong bao bi gbc clia nha san xuat, day kin.

Pé thudc noi kho réo, tranh anh sang, nhiét do khong qua 30°C, va ngoai tAm véi cua tré
em.

Khong st dung thubc sau ngay hét han in trén bao bi (hop va vi thudc).

o
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11.

12.

13.

Nhirng d4u hi¢u va triéu chirng khi dung thubc qua liéu
Dung thudc chinh xac nhu hudng dan cla bac s§. Neu ban dung qua liéu hodc tré em nudt
phai thudc, lién hé ngay véi bac sy va trung tdm y té gin nhét.

Cén phai 1am gi khi dung thudc qua liu khuyén cdo
Ngung dung thude va lién lac ngay véi bac s§ hodc trung tdm y té gan nhat. Khong tur l4i xe

dén bénh vién, hdy nho ai d6 dua ban di hodc goi ngay cho xe cap ctru. Mang theo vién
thuéc cung véi bao bi dé béc sy biét ban da udng thudc gi va c6 bién phép xu ly kip thoi.

Nhirng diéu cin thin trong khi dung thudc nay

Truéc khi dimmg thudc, thong bdo cho bdc sy:

Thong béo cho bac s§ trude khi ding thue néu ban dang bi hodc timg bi co giat hodc dong
kinh.

Trong qud trinh diéu tri, thong bdo cho bdc sy:

Néu ban bi tiéu chay khi dung thudc. Bac s c6 thé diéu chinh liéu dung cho ban.

Néu ban bi 1én con co giat, can ngung diéu tri.

Néu thdy c6 bit ky déu hiéu hodc triéu chimg cho thdy ton thuong gan (chan an, budn ndn,
ndn, bung kho chiu, mét moi, nude tiéu sim mau, ngita), ngung dung thudc va tim kiém hd
troy té ngay.

Tuén thu lidu dung va thoi gian didu tri ma bac sy da chi dinh cho ban. Ban khong nén
dung thudc & liéu cao hon hoic dai hon 7 ngay lién tiép do mot trong nhing san pham
duoc hinh thanh trong co thé ban khi uong thiocolchicosid & lidu cao c6 thé gay tén thuong
mot sb t& bao (s6 lugng chromosom bat thuong). Diéu nay da duge quan sat thay trong céc
nghién ctru dugc thure hién & dong vét va trong phong thi nghiém. O ngudi, loai tn thuong
t& bao nay la yéu t6 nguy co gy ung thu, tén thuong thai nhi va suy giam kha nang sinh
san.

Béc s¥ s€ tu vén cho ban vé céc bién phap tranh thai c¢6 hiéu quéa va nguy co tiém 4n d6i khi
dung thudc trong thai ky.

Thubc c6 chira cellactose, thong bdo cho béac sy néu ban timg dugc cho biét ban khong c6
kha niang dung nap bét ky loai dudng nao.

Néu ban gdp phdi cdc truong hop trén (hodc néu ban khong chdc chdn), hdy thdo ludn véi
bdc sy cua ban trudc khi dung thuéc.

Dang thudc cho tré em va tré vi thanh nién

Khong khuyen céo dung thudc cho tré em va thanh thidu nién dudi 16 tudi do méi lién
quan dén tinh an toan cta thudc.

Phu nit mang thai hodc cho con bu

Thong bao cho bac s§ neu ban nghi rdng minh dang (hodc co thé s&) mang thai.

Khdng ubng thube nay | néu ban dang mang thai, c6 thé mang thai ho#c nghi réng ban c6 thé
dang mang thai hogic néu ban c6 kha ning mang thai ma khong dung bién phép tranh thai vi
thudc c6 thé gdy hai cho thai nhi cua ban.

Khong dung thudc nay neu ban dang cho con bu vi thudc nay c6 thé di vao sita me.

Thudc c6 thé gay ra cac véAn dé vé kha ning sinh san & nam gidi do nguy co gay t6n thuong
tinh trung (sd lugng chromosom bat thuong). Anh hudng nay duge dua ra dua trén céc
nghién ciru trong phong thi nghiém.

Ldi xe va vdn hanh mdy mdéc

Thubc ¢6 thé giy budn ngu. Can than trong khi 14i xe hodc vin hanh may moc. Tac dung
gdy chong mat c6 thé tang 1én néu ban udng rugu hodc céc thudc c6 chira ruou trong qua

trinh diéu tri.
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14. Khi nio cin tham vin béc s§, dwgc s.
Can lién lac ngay v6i bac s§ hodc trung tim y té gin nhét khi dung thudc qua lidu chi dinh.
Théng thudng, bao gi® cling phai hoi y kién bac sy hodc dugc sy trude lic dung bat ky
thudc nao khi mang thai hoic cho con bu.
Thong bao ngay cho bac sy hodc dugc sy nhitng tac dung khong mong mudn gap phai khi
su dung thubc.
Néu can thém thong tin xin hoi y kién béc s§ hoic dugc s§.

15. Han dung ciia thude: 36 thang ké tir ngay san Xuét.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1. PAC TINH DUQC LUC HQC:
Nhém dwgce ly: Thude gidn co khéc tic dung trung wong.
Ma ATC: M03BXO0S.
Thiocolchicosid, mdt din xuit sulfur, dugc téng hop tir mot glucosid tu nhién cua cay
colchicum (autumnale), c6 hoat tinh gidn co & ca nguoi va dong vat. Thiocolchicosid loai
bo hodc lam giam dang ké su co thit co c6 ngudn goc trung uong: Trong co cung,
thiocolchicosid 1am giam sy @& khang thu dong cia co bép cang va lam giam hoic loai bo
cac co co con sét lai. Hoat tinh gidn co cua thiocolchicosid cling biéu hién rd trén cac co
bap ndi tang, tac dung nay da duoc ching minh, trong do6 c6 co ¢ tir cung.
Tac dung gién co cua thiocolchicosid dugc cho la do hoat tinh dong vén thu thé glycinergic
nim cha yéu & than ndo va tiy sdng. Vi vdy, khong lam bién dbi kha nang van dong tu v,
khong giy té liét va do d9, tranh dugc céc nguy co trén hd hép.
Thiocolchicosid khong anh huéng dén hé tim mach.
Thiocolchicosid cling ¢6 tac dung nhu mot chit dbi van cac thu thé loai GABA4 (chi yéu
nim & vo ndo), tac dung duge ly ndy ciing c6 thé c6 dic tinh gy co giat hodc c6 khuynh
hudng gay co giat.

2. PAC TINH DUQC PONG HOC:
Hap thu
Sau khi ubng, khong phat hién thiocolchicosid trong huyét twong. Chi tim thdy hai chat
chuyén hoa: Chat chuyen héa ¢6 hoat tinh dugc ly SL18.0740 va chét chuyén hoa khong c6
hoat tinh SL59.0955. Ddi voi ca hai chit chuyén hoa, nong d6 dinh trong huyét tuong dat
dugc 1 gio sau khi dung thiocolchicosid. Sau khi uéng mot lidu 8 mg thiocolchicosid,
Cmax va AUC cua SL18.0740 1a khoang 60 ng/ ml va 130 ng.gid/ mL. Déi véi SL59.0955,
Cmax va AUC thdp hon rat nhiéu: Cmax khoang 13 ng/ mL va AUC khoang ti 15,5
ng.gi¢/ mL (sau 3 gio) dén 39,7 ng.gid/ mL (sau 24 gid).
Phin bé:
Thé tich phan bd biéu kién cua thiocolchicosid vao khoang 42,7 L sau khi tiém bap 8 mg.
Chua c6 dit liéu cho hai chit chuyén hoa cia no.
Chuyén hoa:
Sau khi ubng, thiocolchicosid dau tién chuyén héa thanh aglycon 3- demethylthiocolchicin
hodc SL59.0955. Budc nay chu yéu xay ra & rudt giai thich vi sao thiéu thiocolchicosid
dang khong dbi trong tudn hoan khi dung duong ubng. SL59.0955 sau d6 gin véi
glucuronid tao thanh SL18.0740, chét c6 hoat tinh manh “tuong dwong thiocolchicosid va
do d6 tao tidc dong duoc ly cua thiocolchicosid sau khi udng. SL59.0955 ciing demethylat
hoa thanh didemethylthiocolchicin.
Thai troe:
Sau khi uong, téng chit gin phong xa chu yéu thai trlr qua phan (79%) trong khi qua nudc
tiéu chi chlem 20%. Khong c6 thiocolchicosid dang khong dbi dwoc thai trir qua phan hoac
nuée tiéu. SL18.0740 va SL59.0955 dugc tim thdy trong phan va nuéc tiéu trong khi
didemethyl- thiocolchicin chi tim thay trong phan.
Sau khi udng thiocolchicosid, chit chuyen héa SL18.0740 c6 thoi gian ban thai biéu kién
khoang tur 3,2 dén 7 gid va chat chuyén hoa SL59.0955 c6 thoi gian ban thai trung binh 0,8
gio.

3. CHI PINH:
H5 tro dleu tri cac co thit co gdy dau trong bénh ly cot song cép tinh & ngudi 16n va tré em

tir 16 tudi trd 1én.

4. LIEUDUNG - CACH DUNG: W
Cach dung:
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Thudc dung dudng udng. Nubt vién thubc véi mét ly nudc.

Liéu dung:

Liéu khuyen céo va lidu tbi da 1a 8 mg x 2 1an/ ngay. Thoi gian diéu tri khong vuot qué 7
ngay lién tiép.

Tranh ding qua liéu téi da va ding trong thoi gian dai.

Tré em: Khong nén dung cho tré em dudi 16 tudi vi vin dé an toan.

CHONG CHI PINH:
TthCOlCthOSId chéng chi dinh cho bénh nhan:
- Qua man véi thiocolchicosid hogc colchicin hodc bat ky thanh phan nao cua thudc.
- Phu nlt mang thai
- Phu nit cho con bu.
- Phu nit ¢6 kha ning mang thai ma khéng dung bién phap tranh thai.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

O nhitng bénh nhan bi dong kinh hodc ¢6 nguy co co giat, thiocilchicosid ¢6 thé lam ting
nguy co co giat. Cén dénh gia cAn than loi ich didu tri va nguy co khi st dung
thiocolchicosid va tang cudng theo doi trén 14m sang. Ngung diéu tri khi c6 co giat xay ra.
Céc truomg hop ton thuong gan (nhu viém gan tiéu té bao hodc (r mat) da dugc bao cdo sau
khi thiocolchicosid dugc dua ra thi truong. Truong hgp ndng (viém gan t6i cp) da duoc
bdo cao ¢ bénh nhan dung ddng thoi NSAID hodc paracetamol. Nén cho bénh nhan ngung
diéu tri néu c6 cac ddu hidu va triéu chimg ton thuong gan.

Giam liéu khi c6 triéu ching tiéu chdy. Dung chung véi thuoc bang da day khi cén.

Chi sir dung thiocolchicosid & lidu thap trong thoi gian ngén dé giam dau do co thét co.

Chi khuyen céo str dung thiocolchicosid dé didu tri hd tro co thit co cép tinh trong bénh ly
c0t song & nguoi 16n va tré em tir 16 tudi tro 1én.

Khong khuyén céo dung thubc dé diéu tri kéo dai cho cac tinh trang man tinh.

Cac nghién ctru tién lam sang cho thay mot trong céc chét chuyén hoa cua thiocolchicosid
(SL59.0955) géy ra di bdi & nong d6 gan vadi nong do & nguoi voi lidu 8 mg x 2 lan/ ngay.
Di bdi duoc coi 1a mot yéu td nguy co gdy quai thai, gay doc cho phdi hodc thai nhi, sy
thai ty phat, gidm kha nang sinh san ¢ nam gidi va nguy co tiém 4n gay bénh ung thu. pé
phong ngira, nén tranh sir dung liéu vuot qua liéu khuyen céo hodc trong thoi gian dai.

Bénh nhan nén duoc thong bdo mét cach can thén vé cac nguy co d6i véi phu nit c6 kha
nang mang thai va vé céc bién phap tranh thai hiéu qua cén _phai thuc hién.

Thudc c6 chua cellactose, bénh nhan bi bénh di truyén hiém gip kém dung nap galactose,
thiéu hut Lapp lactase hoic rbi loan hép thu glucose-galactose khong nén sir dung.

Pé xa tam tay tré em.

Sit dung cho phu nir ¢6 thai va cho con b

Phy nit mang thai

Thong tin vé viéc dung thudc & phu nit mang thai con han ché. Do d6, nguy co c6 thé xay
ra d6i v6i phoi thai va thai nhi chua rd.

Nghién ciru trén dong vt cho thiy tac dung gay quai thai.

Thudc chéng chi dinh cho phu nit ¢6 thai hodc phu nit c6 kha nidng mang thai ma khong
dung bién phap tranh thai thich hop.

Phu ni¥ cho con bu

Do thudc phan bd vao sita me, chdng chi dinh dung thiocolchicosid & phu nit cho con bu.
Kha nang sinh san

Nghién ciru vé kha ning sinh san trén chudt khong thdy suy giam kha ning sinh san & lidu
dén 12 mg/ kg, nghia la & nhitng murc lidu khong gay anh hudng lam sang. Thiocolchicosid
va chit chuyén héa ctia né gy hoat héa aneugenic & cac nong do khac nhau, c6 thé gay

nguy co suy giam kha nédng sinh san. M
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10.

Anh hu'o’ng ciia thube ddi véi cong viée (ngudi van hanh may moc, dang lai tau xe, nguoi
lam vi€c trén cao va cac truong hop khac)

Nghién ctru 1am sang khong thdy c6 thay dbi tdm than van dong lién quan thiocolchicosid.
Tuy nhién, budn ngt cé thé thudong xay ra, can than trong khi l4i xe hodc van hanh may
moc.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC: ,
Chua c6 thong tin tuong tac thudc.

TAC DUNG KHONG MONG MUON:

Thuong gdp, 1/10 < ADR < 1/100:

Tiéu hoa: Ti€u chdy, dau da day.

Tam than kinh: Budn ngu.

It gap, 1/100 < ADR < 1/1.000:

Da va md duéi da: Ngira, phat ban, ban dat, phét ban c6 bong nudc.

Tiéu hoa: Non, budn ndn.

Hiém gap, 1/1.000 < ADR < 1/10.000:

Mién dich: May day.

Chuea rd tdn sudt, chua c6 dit liéu wdc tinh ADR:

Mién dich: Phu Quinck, séc phan vé, phan ng phan v¢.

Gan - mat: Ton thuong gan (nhu tiéu t€ bao gan va viém gan & mat).

Tam than kinh: Co glat hoc co git téi phat & bénh nhén dong kinh.

Thuéc cé thé gdy ra cdc tdc dung khéng mong muén khdc. Can theo doi chdt ché va khuyen
cdo bénh nhan théng bdo cho bdc sy nhitng tac dung khong mong mudn gdp phai khi st
dung thuéc.

QUA LIEU VA XU TRi:
Triéu chung: Co thé xay ra tiéu chay, budn non.
Xi tri: Khi qua liéu xay ra, nén tién hanh diéu tri triéu chitng va céc bién phép hd tro.

CAC DAU HIEU CANLUU Y VA KHUYEN CAO:
Khong dung thudc qua liéu chi dinh.
Pidu kién bao quan: Noi khd rdo, tranh anh sang, nhiét d6 khong qua 30°C.

Han dung cuia thudc: 36 thang ké tir ngay san Xuét.
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11.

12.

TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

San xudt tai:

DAVIPHARM

CONG TY TNHH DUQC PHAM PAT VI PHU

(DAVI PHARM CO., LTD)

bia chi: L6 M7A, Buong D17, Khu CN My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cit,
Tinh Binh Duong, Viét Nam

Dién thoai: 0650-3567689  Fax: 0650-3567688

THUOC:

PHO GIAM DOC
08,y Vi Fhotong

TUQ.CUC TRUCNG
P.TRUONG PHONG
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