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MAXLEN-70

Quy cdch: Hép | vi x 4 vién nén
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Hoat chit-ham luong: Mdi vién nén chiea: Natri Alendronat trihydrat |

19137 mg, tuong duong Alendronic acid 70 mg. Chi dinh, chong chi
| dinh, liéu diing, cich dung va cac thong tin Khdc: xem o hudng dan su

' dung thube. Bao quiin: O noi khé mat, dudi 30°C, ténh énh sang va dm.
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han. San xudt cho: MEGA LIFESCIENCES Public Company Limited.
Sin xuit bii: RAFARM SA, dja chi: Thesi Pousi-Xatzi, Agiou Louka,
Paiania Attiki 19002, P.O. Box 37, Hy lap. Pé xa tam tay tré em, doc
Ky Inedny dan siv dung trwée kii diing. DNNK...
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Rx Thubc ban theo don
hl r '; id u& L8 A A
To hwong dan sw dung thuoe cho can bo y te

MAXLEN-70

Thanh phin, ham lugng

Moi vién nén chira:

Natri Alendronat trihydrat ...........ccoceecenriveeirinniienene. 91,37 mg

Tuong duwong Alendronic acid .........ccoveeiriicvnnnnee 70,00 mg

14 dwrgre: Sorbitol, tinh bot ngo, natri starch glycolat, stearic acid, magnesi stearat.

Dang bao ché
Vién nén

Dwoe lre hoe

Ho tri liéu: Bisphosphonat, thude tri bénh vé Xuong

Natri alendronat trihydrat, hoat chit chinh ciia Maxlen-70, 1a mdt bisphosphonat ¢6 tac dung (re ché sy tidu
xuong qua trung gian huy ¢t bao ma khéng anh hudng dén sy hinh thanh xuong. Nghién ctru tién 1am sang
cho théy alendronat uu tién gfm vao nhiing vi tri cé su tiéu huy that su. Alendronat (e ché hoat tinh huy et
bao nhung khéng anh hudng dén s huy dong/tham gia ctia huy ¢t bao. Chét lrong xuong duge tao thanh
trong thoi gian dung alendronat khong bi anh huong.

Dwge dong hoc

Hdp thu va sinh kha dung:

So véi liéu tiém tinh mach, sinh kha dung ciia alendronat ubng & phu nit khodng 0,64% vai liéu 5 — 70 mg,
udng vao budi sang lic doi va 2 gidr trude khi an sang. Sinh kha dung giam khoang 0,46% va 0,39 % khi
udng alendronat trude khi an sing 1 giér va 30 phiit.

Phan bé:

Néng d6 thube trong huyét twong sau khi udng rit thap, khong thé phat hién (<5ng/ml). Khodng 78% gin
két voi protein huyét twong,

Chuyén hod

Sinh chuyén hoa: khéng c6 bing ching cho thz"i}' alendronat duge chuyén hoa & dong vat va nguoi.

Pao thai: O ngudi, thoi gian ban thai dugc wde tinh 1a trén 10 nim, tuong mg vdi sy phong thich
alendronat tir xuong. O tho, alendronat khéng duge thai trir thong qua hé théng van chuyén acid hoac bazo
cua than, vi vay khéng ludng trude duge mire d6 anh hudong dén sur dao thai cia nhitng thude khac bai hé
thong nay & nguoi.

Quy cach dong goi
Hép 1 vix 4 vién nén

Chi dinh

Phong va diéu trj loding xuong ¢ phu nit man kinh.

Diéu tri lodng xuong & nam gidi bang cach lam tang khdi lugng xuong.
Piéu trj lodng xwong do glucocorticoid & nam va ni.

Piéu tri bénh xuong bién dang & nam va nr.

Liéu lwgng va cich ding
Liéu khuyén céo: udng méi lan 1 vién 70 mg, mét lan duy nhit trong tuén.
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Bé thude duge hap thu day di cin luu y:

Phai uéng Maxlen — 70 it nhat 30 phut trwéce khi an, udng hodc ding thude lan diu trong ngay véi nude
thuong. Cac dd udng khac (ké ca nude khoang), thirc dn va mét sé thude c¢é thé lam giam hip thu cia
alendronat.

Dé dua thude xuéng da day dé dang nhim giam nguy co kich (rng/ tic dung ngoai ¥ tai chd va thire quan.
Phii uéng Maxlen-70 v6i mét cbe nude diy vao budi sang lic méi nga day (it nhdt 200ml hodc 74.07).
Bénh nhan khong nén nhai hofic dé vién thude tan dan trong miéng dé tranh bi loét miéng - hong.

Bénh nhan khéng duge nam trong vong it nhét 30 phat sau khi uéng thude va cho t6i sau khi #n lan dau
trong ngay.

Khéng duge ubng Maxlen-70 truée khi di ngii hojic con dang nim trén givdng khi méi thire day. Bénh
nhén can bd sung calei va vitamin D néu ché db an khong da.

O bénh nhén cao tubi: Trong cac nghién ciru 1dm sang khéng théy cé sur khac biét vé do an toan va hiéu qua
cua alendronat lién quan dén tudi. Vi viy, khéng can diéu chinh liéu & ngudi cao tudi.

O bénh nhin suy than: Khéng can diéu chinh liéu & bénh nhén ¢6 GFR trén 35 ml/phit. Khéng ding
alendronat cho bénh nhén suy thin ¢6 GFR duéi 35 ml/phit do chua ¢ kinh nghiém 1am sang vé vén dé
nay.

O tré em: Alendronat chura duoc nghién ciru trén tré em, vi vy khong duge ding cho cie trudmg hop nay
Maxlen-70, mét lidu duy nhat 70 mg trong tuan chua duoc nghién ctu chi tiét trong diéu tri lodng xwong
do glucocorticoid.

Chbng chi dinh

Céac bat thuong ¢ thue quan va cde tie nhin khic dan dén cham lam rong thye quan nhu hep thye quan
hodc co thit tim vi.

Khong c6 kha ning dimg hodc ngdi thang it nhat 30 phit.

Min cam véi alendronat hay b:i_v ky thanh phf"m nao cua thude.

Ha calci huyét.

Than trong

Alendronat ¢6 thé gy kich g tai chd niém mac dudng tiéu hod trén. Do ¢6 nguy ¢o lam bénh sin ¢6 xau
di nén can than trong khi ding alendronat cho ngudi bénh ¢ van dé vé dudng tiéu hoa trén nhu kho nudt,
¢o cac bénh thuc quan, viém loét da day, ta trang hodc c6 tién sir moi bi (trong vong | nam trudce) nhitng
bénh vé duong tiéu hoa nghiém trong, nhu loét trong hé théng tiéu hoa, chay méau tiéu hoa, ph§u thuét chay
mau tiéu hoa trén, phﬁu thuat dudng tiéu hoa trén ngoai trir tao hinh mdi vi.

Pi ¢ bdo cdo vé nhiing tac dung co6 hai & thue quan (mdt 50 truong hop ndng phai nhap vién), nhu viém
thue quan, loét thuc quan va truot thue quan, hiém khi dan dén hep & ngudi bénh diéu tri b?mg alendronat.
Vi véy. thiy thude cin canh gidc vai bit ky ddu hiéu hodc triéu chirng nao bao hiéu vé phan tmg thuc quan
va ngudi bénh cin duoc chi dan dé ngimg udng alendronat va bao cho thiy thude ngay néu ¢é triéu chimg
kich trng thuc quéan, nhu kho nudt, nudt dau, dau sau xuong tre, o ndng moi xudt hién hodc ngay mot xéu di.
Nguy co phan tmg c6 hai nghiém trong déi véi thue quan cang 1én & ngudi bénh udng alendronat khéng
diing cach vi/hodc vin tiép tue dimg alendronat sau khi ¢6 nhing triéu chimg nghi 14 kich tmg thue quan.
Vi vdy, cung cip diy du théng tin cho ngudi bénh dé ho hiéu ro cde chi din vé liéu lugng, cich dimg 13 rit
quan trong (xem lidu luong va cach ding). Can dan ngudi bénh néu ho khéng tudn thu nhitng chi din nay,
nguy co tac dung ¢d hai cho thuc quan cé thé tang lén. Mic du khéng thiy ting nguy co trong céc thi
nghiém lam sang mé rong, dia cé mot 6 bao cdo hiém gdp (sau khi dua thube ra thi truong) vé loét da day
va ta trang, mot ) trwong hgp nidng va co bién chirng. Tuy nhién, chua xac dinh dugce mbi lién quan nhan
qud.

Pi ¢o bio cao vé trudng hop hoai tir xwong ham do nhd riing va/ hodc nhiém tring tai chd (ké ca viém tuy
xwrong) & nhitng bénh nhén bi ung thr dang duoc didu tri, k& ¢4 khi tiém biphosphonat tinh mach lin déu.




Mat s6 bénh nhan nay dang ding hod trj va corticoid. Hoai tir xuong ham ciing d3 dugce bao cao & nhing
bénh nhén bi lodng xuwong dung b1phosphonate

O nhitng bénh nhan ¢ nhiéu yeu td nguy co (nhu bj ung thu, dang ho4 tri, xa tri, ding corticoid, vé sinh
ring miéng kém) nén kham ring trude khi ding bisphosphonat. Trong théi gian diéu tri, ngudi bénh khéng
nén lam bat ky thi thuat nao gdy anh huéng dén rang. O bénh nhan bj hoai tir xuong ham tién trién dang
dung bisphosphonat, phiu thudt ring c6 thé lam trdm trong thém tinh trang bénh. Trong truéng hop can
phai tién hanh nhimg thi thuat & rang, khéng cd tai liéu cho thay viée ngung diing bisphosphonat ¢6 lam
giam nguy co hoai tir xwong ham khong.

Béc s7 diéu trj nén huéng din bénh nhin ldp ké hoach dya trén nguy co va lgi ich clia timg bénh nhén.

Dau xuong, khép va/ hode co di duge bdo cdo & nhimg bénh nhin ding bisphosphonat. Sau khi dua thude
ra thi truong, hiém khi gip phai tic dung phy ning va/hodc khéng ¢on kha nang ciru chita. Thei gian bit
déu thay cé triéu chimg co thé thay doi tir 1 ngay dén vai thang sau khi dung thude. Hau hét cac truong hop
déu khoi han sau khi ngung ding thude. Tuy nhién né co thé trer lai khi ding thude dé hodc bisphosphonat
khac.

Trong trudng hop ngudi bénh quén mét lidu M‘ltlen—’![l loai diing mdi tuan mdt lan, thi nén uéng mdt vién
vao bubi S‘ll‘lg ngay sau khi phat hién ra. Khon&, nén udng hai vién cting mdt loc nhung vén tiép tuc udng
mét vién mdi tuéin vao ding ngay da chon ban dau.

Khong dung Maxlen-70 cho bénh nhan bj suy than cé GFR dudi 35 ml/phat.

Cén xem xét ca cac nguyén nhan gy lofing xuong khéc ngoai thiéu hyt estrogen va 1do hoa. Phai didu chinh
tinh trang ha calci huyét trude khi bat dau diéu tri bang alendronat (xem “chéng chi dinh). Cac réi loan
chuyén ho4 khoéng chat khac (thi du thiéu hut vitamin D va thiéu niing tuyén cin giép) ciing can duoe diéu
tri tich cue. Can theo déi ndng do calci huyét va triéu chimg ha calci huyét & nhirng bénh nhdn nay trong
thoi gian diéu tri bang Maxlen-70. Do alendronat cé tac dung lam tang khoang t6 xuong, nén ¢é the dan
dén ha calci huyét va phosphat huyét. Tinh trang nay thudng nhe va khéng gy ra triéu chimg bénh. Tuy
nhién di co béo cdo vé trudng hop ha calei huyét, doi khi trim trong vé thudng xay ra & nhimg bénh nhan
bi cac bénh c6 sin (thi du thiéu ning tuyén cén giap, thiéu hut vitamin D va hﬁp thu calci kém). Bam bao
lugng calei va vitamin D dua vao co thé ddy di rét quan trong & bénh nhan ding glucocorticoid.

Phu ni¥ c6 thai va cho con ba

Alendronat chura duge nghién ciru trén phy nft mang thai, vi vay khong duge dung cho céace trudng hep nay.
Chua biét alendronat ¢6 bai tiét vao sita me khéng, vi vay khong duge ding cho cac trudmg hop nay.

Anh hwing trén kha ning lii xe va vin hanh miy mée

Khéng ¢6 bao cdo nao vé dnh hudng cia thude trén kha ning lai xe va van hanh may moe.

Twong tic thude voi cic thude khac va Lfl(. loai twong tac khac

Néu ding cing liic, cac thirc 4n va dd udng (ké ca nude khodng), cic chit bé sung calci, cac thude 1am
giam tinh acid (antacids) va cac thuée udng khéac cé thé s& anh hudmg dén sy hip thu cia alendronat. Vi
vay, ngudi bénh phai chér it nhat 30 phit sau khi uéng alendronat méi ubng céc thude khéc.

Khéng cé tuong tic véi nhitng thude khic cé ¥ nghia 1dm sang duge du bio truée. Trong céc thir nghiém
lam sang, mdt s6 bénh nhan ding estrogen (dat 4m dao, cdy dudi da hojic udng) ddng thdi voi alendronat.
Khéng thiy ¢ bing chimg vé twong tic ¢ hai.

Cac nghién clru trong tac dédc biét chua duge thuc hién. Trong cac nghién ciru lam sang alendronat dugc
ding phdi hop véi mot loat cac thude ké don théng thudng, thi khong thiy cé bang chimg vé tuong téc c6
hai trén [am sang.

Tac dung khong mong mudn

Sau day la nhiing tac dung khéng mong mudn di dugc bao céo. [Thuong gip (~1/100, <1/10), ft eap
(~1/1000, <1/100), Hiém gip (~1/10000, <1/1000). Rat hiém gap (<1/10000 ké ca nhiing trudng hop c4
biét)]



Roi logn hé thong mién dich

Hiép gdp: phan (mg min cam, ké ¢a ndi may day va pht mach.

Réi loan chuyén hod va dinh dwdng:

Hiém gap: triéu chiing ha calci huyét, thuong lién quan dén nhirng bénh ¢6 sén.

Réi loan than kinh trung wrong:

Thiromg gip: nhirc dau

Roi loan mat:

Hiém gdp: Viém mang bd dao, viém ciing mac, viém thuong cling mac.

Réi loan tiéu héa:

Thuong gdp: dau bung, khé tiéu, tio bon, ticu chay, ddy hoi, loét thue quan, kho nudt, chuéng bung, ¢ chua
Jt gdp: Bubn nbdn, ndn mira, viém da day, thuc quan, loét miéng - hong, thung, loét, chay méu tiéu hoa trén
Réi logn da va mé dudi da:

It gdp: ban, ban dé, ngira

Nhimg trieomg hop dée biét rat hiém gdp: phan (ing & da ké ca hoi ching Stevens Johnson va hoai (i
thugng bi nhiém doc.

Roi logn co xwong, mé lién két va xwong:

Thuong gap: dau co xuwong khop ;
Hiém gép: hoai tir xwong ham da duge bao céo & nhitng bénh nhin ding bisphosphonat.

Théng bio ngay cho Bic si hodc Dwoc si vé nhitng tic dung khiong mong mudn gip phai khi diing
thuoc.

Qua liéu va cach xir tri

Ubdng qua liu co the gdy ha phosphat huyét, calei huyet va nhiing tac dung phu & duong tiéu hoa trén. nhu

khé chiu & da day, ¢ nong, viém hodc lo¢t da day, thuc quan. :
- . - . - . n Looged N s ope A ) £ P o A ; . A i

Khéng cé thong tin dac biét vé diéu tri qué licu alendronat. Can cho uong sita hoac thude khang acid dé ket

hop véi alendronat. Do cé nguy co kich Gng thue quan, khong duge gédy ndn va can gitr ngudi bénh & tu thé

hoan toan thing ding.

Bio quan: Bao quan noi khé mat, dudi 30°C. Tranh anh sang va am. :
Han ding: 36 thang ké tir ngdy sin xut. 7

Lwu ¥ va kh uyén cAa0

Dé xa tdm tay tré em.

Doc kF hudng dén sir dyng trude khi dimg.

Néu cén thém théng tin chi tiét xin hoi y kién Bdc s7.

Khong dimg thude qud han sir dyng ghi trén hop.

Khong dimg thude khi cé bdt ky ddu hi¢u thay d6i nao trén vién thude.

San xudt cho:
MEGA LIFESCIENCES Public Company Limited
Samutprakarn 10280, Théi Lan

Boi: RAFARM SA
Thesi Pousi-Xatzi Agiou Louka,
Paiania Attiki 19002, P.O.Box 37, Hy Lap

Ngay xem xét sira d6i, cip nhat lai ndi dung hwéng dén sir dung thude
Ngay...... thang ..... ndm......
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T huwéng din sir dung thude cho bénh nhén

MAXLEN-70

“Rx Thuéc bin theo don”

“Doc ky hwong dan siv dung truwie khi ding’
“Dé xa tim tay tré em”

“Théng bdo ngay cho Bic sT hodc Dugce st nhiing tic dung khing mong muin gdp phai khi siv dung thube”

r

Thanh phin, ham lwong

Mbi vién nén chira:

Natri Alendronat trihydrat..........ccoccciiiiiiiiiiccn. 91,37 mg

Tieomg duong Alendronie Qcid ... 70,00 mg

Ta duwge: Sorbitol, tinh bdt ngd, natri starch glycolat, stearic acid, magnesi stearat.

MG té sdn pham
Vién nén hinh tru mau tréng, mot mit ¢6 khéc ranh.

Quy ciach dong goi
Hop 1 vi x 4 vién nén

Thube dung cho bénh gi?

Phong va diéu tri lodng xuong & phy nit man kinh.

biu tri lodng xwong & nam gidi bang cach lam tang khdl lugng xwong.
Piéu trj lodng xwong do glucocorticoid & nam va nif.

Ditu tri bénh xuong bién dang & nam va nit.

Nén dung thube nay nhw thé nao va liéu lwong

Liéu khuyén cdo: ubng méi lan 1 vién 70 mg, mot 1an duy nhat trong tudn.

Pé thube duoc hip thu day du can luu ¥

Phai udng Maxlen=70 it nhat 30 phut truée khi dn, uong hodc ding thude ldn dau trong ngay vdi nude thudng.
Céc dd udng khac (ké ca nude khodng), thire in va mot sb thude cé thé lam giam hép thu cia alendronat.

Pé dua thude xudng da day dé dang nhdm giam nguy co kich tmg/ tac dung ngoai ¥ tai chd va thuc quan.

Phai udng Maxlen-70 v&i mot coe nude diy vao budi sang lic méi ngi diy (it nhét 200ml hogic 7fl.oz).

Bénh nhan khéng nén nhai hodic dé vién thudce tan dan trong miéng dé trénh bi loét miéng - hong.

Bénh nhan khéng duoc ndm trong vong it nhat 30 phit sau khi uéng thude va cho tdi sau khi an lin dau trong
ngay.

Khéng duoe uéng Maxlen-70 trude khi di ngi hodc con dang nam trén givrdng khi maoi thire day. Bénh nhan
can bd sung calci va vitamin D néu ché d¢ an khong du.

G bénh nhin cao tudi: Trong cac nghién ctu [Am sing khong théy ¢o su khéac biét veé dd an toan va hiéu qua cua
alendronat lién quan dén tudi. Vi vy, khdng cin didu chinh lidu & ngudi cao tudi.

O bénh nhan suy than: Khong cin diéu chinh liéu & bénh nhan ¢6 GFR trén 35 ml/phut. Khéng diing alendronat
cho bénh nhan suy than ¢6 GFR dudl 35 ml/phit do chua cé kinh nghiém lam sing vé vén dé nay.

O tré em: Alendronat chua dugc nghién citu trén tré em, vi viy khéng duoc ding cho céc trudng hop nay
Maxlen-70, mét lidu duy nhat 70 mg trong tuin chua duoe nghién ciru chi tiét trong diéu tri loding xuong do
glucocorticoid.



Khi nio khong nén ding thude nay

Cic bt thuong & thue quan va cac tac nhin khac dan dén cham lam réng thue quan nhu hep thue quan hodc co
that tam vi.

Khéng ¢6 kha niang dimg hodc ngdi thang it nhat 30 phat.

Man cam véi alendronat hay bay ky thanh phan nio ctia thudc.

Ha calci huyét :

Téc dung khong mong mudn ciia thude

Sau ddy 14 nhimg tic dung khong mong muén di duoc bao cho. [Thueng gap (—~1/100, <1/10), it gép (~1/1000,
<1/100), Hiém gap (~1/10000, <1/1000), Rat hiém gap (<1/10000 ké ca nhimng truong hop cé biét)]

Ré6i loan hé thong mién dich

Hiép gdp: phan (mg man cam, ké ca ndi may day va phtt mach.

Réi loan chuyén hod va dinh duing:

Hiém gép: triéu chimg ha calci huyét, thudmg lién quan dén nhitng bénh cé san.

Réi loan than kinh trung wong:

Thuomg gap: nhirc dau

Réi loan miit:

Hiém gdp: Viém mang bd dao, viém cing mac, viém thuong ciing mac.

Réi loan tiéu héa:

Thirong gdp: dau bung, kha tiéu, tdo bon, tiéu chay, day hoi, loét thye quan, khé nudt, chudng bung, o chua
It gap: Budn ndn, nén maa, viém da day, thue quan, loét miéng - hong, thing, loét, chay mau tiéu hod trén
Réi loan da va mé duéi da:

It gdp: ban, ban dé, ngira

Nhitng truong hop dédc bigt rdt hiém gdp. phan tmg & da ké ca hoi chimg Stevens Johnson va hoai i thugng bi
nhiém déc.

Réi loan co xwong, mé lién két va xwong:

Theong gdp: dau co xwong khop

Hiém gdp: hoai tir xuong ham da duoc bao cdo & nhiing bénh nhén dimg bisphosphonat.

Nén trdnh diung nhirng thube hodc thue pham gi khi dang sit dung thudce nay?

Néu ding cling lic, cdc thire dn va d6 udng (ké ca nude khodng), céc chat bé sung calei, cdc thube 1am giam
tinh acid (antacids) va céc thudc uéng khac c6 thé s anh hudng dén sy hip thu cia alendronat. Vi vy, ngudi
bénh phai cho it nhét 30 phut sau khi uéng alendronat méi uéng cac thude khéc.

Khong ¢6 tuong tac véi nhirng thude khac ¢é ¥ nghia 1am sang duge dy bao trude. Trong cac thir nghiém [4m
sang, mbt sé bénh nhan dung estrogen (dat 4m dao, cdy dudi da hodc udng) ddng thoi véi alendronat. Khéng
thay c6 bang ching vé twong tac ¢é hai.

Céc nghién ciru twong tac dic biét chua dugc thye hién. Trong cac nghién ciru |am sang alendronat dugce dung
phéi hop véi mot loat cac thude ké don théng thudng, thi khéng thdy c¢6 bing chiing vé& tuong tac co hai trén
lam sang.

Cén 1am gi khi m6t lin quén ding thude

Trong trudng hop ngudi bénh quén mot liéu Maxlen-70 loai dimg mdi tuin mét 1an, thi nén udng mét vién vao
budi sang ngay sau khi phéat hién ra. Khong nén udng hai vién cing mét e nhung van tiép tye udng mét vién
mai tudn vao ding ngay da chon ban diu.

Can bao quan thuoe nay nhw theé nao?
Bao quén noi khd mat, dudi 30°C. Tranh anh sang va am.



Nhirng diu hi¢u va triéu chirng khi ding thude qua liéu
Udng qua lieu co the gay ha phosphat huyét, calei huyét va nhimg tac dung phu & dudng tiéu hod trén, nhu kho
chiu ¢ da day, ¢ néng, viém hoac loét da day. thyc quan.

Cén phai lam gi khi ding thude qua lidu khuyén cao

Khéng co thong tin dac bict vé diéu trj qua lidu alendronat. Can cho udng sira hoic thude khang acid dé két hop
vii alendronat. Do ¢o nguy co kich tmg thue quan, khéng duge gdy nén va can giftt ngudi bénh & tur thé hoan
toan thing dimg.

Nhirng diéu cin thiin trong khi diing thube nay

Alendronat ¢6 thé gay kich tmg tai ¢hé niém mac duong tiéu hoa trén. Do ¢é nguy co lam bénh sin ¢ xdu di
nén can than trong khi ding alendronat cho ngudi bénh ¢6 van dé vé dudng tidu hod trén nhu khé nudt, ¢é cac
bénh thuc quan, viém loét da day, ta trang hodc c6 tién sir méi bj (trong vong 1 ndm trude) nhing bénh vé
dudng tiéu hoa nghiém trong, nhu loét trong hé thong tiéu hod, chay mau tiéu hoa, phau thuat chay mau tiéu hoa
trén, phﬁu thuat duong tiéu hoa trén ngoai trir tao hinh mai vi.

Pi co béo cao vé nhitng tac dung co hai & thue quan (mét sé trudmg hop nang phai nhap vi¢én), nhu viém thye
quan. loét thre quan va truot thue quan, hiém khi dan dén hep & ngudi bénh dicu tri bing alendronat. Vi vy,
thdy thude cdn canh gidc voi bat ky dau hidu hodc triéu chimg nao béo hiéu vé phan tng thue quan va ngudi
bénh cin dugc chi din dé ngling udng alendronat va bao cho thay thude ngay néu c6 triéu chirg kich img thue
quan, nhu khé nuét, nuét dau, dau sau xuong tre, o néng mdi xuat hién hoic ngay mot xéu di. Nguy co phan
mg c6 hai nghiém trong dbi voi thye quan cang 16n & ngudi bénh udng alendronat khdng ding céch vashoic
van tiép tuc dung alendronat sau khi cé nhiing triéu chirng nghi la kich tmg thuc quan. Vi vy, cung cip day du
théng tin cho ngudi bénh dé ho hicu rd cée chi dan vé lidu lrong, cach ding 1a rat quan trong (xem lidu luong
va cach dimg). Can dan ngudi bénh néu ho khong tuan thii nhitng chi dan nay, nguy co tae dung ¢6 hai cho thuc
quan ¢ thé tang 1én. Miac di khéng thay ting nguy co trong cac thir nghiém 14m sang mé réng, da c6 mot sb
bio céo hiém gip (sau khi dua thude ra thi truong) vé loét da day va ta trang, mot sé trudong hop nang va ¢6
bién chimg. Tuy nhién, chua xdc dinh duge méi lién quan nhan qua.

Da cé bio cdo vé truong hop hoai tir xuong ham do nhé rang va/ hojc nhiém trung tai chd (Icé ca viém tuy
xuong) ¢ nhimg bénh nhan bi ung thu dang duge diéu tri, ké ca khi tiem biphosphonat tinh mach Jin dau. Mot
sb bénh nhan nay dang diung hoa tri va corticoid. Hoai tir xuong ham cfing da duoc bao cao & nhitng bénh nhan
bi lodng xuong dung biphosphonate.

O nhiing bénh nhan cé nhiéu yéu td nguy co (nhu bi ung thu, dang hod tri, xa tri, ding corticoid, vé sinh ring
miéng kém) nén kham rang trudc khi diing bisphosphonat. Trong théi gian didu tri, ngudi bénh khong nén lam
bat ky thi thuit ndo gdy anh hudng dén ring. O bénh nhin bi hoai tir xwong ham tién trién dang ding
bisphosphonat, phau thuit rang cé thé lam tram trong thém tinh trang bénh. Trong trudong hop can phai tién
hanh nhitng thii thuat & rang, khong ¢6 tai liéu cho thdy viée ngung ding bisphosphonat ¢6 1am giam nguy co
hoai tir xwong ham khéng, '

Bac sT diéu tri nén huéng dan bénh nhén 1ap ké hoach dya trén nguy co va loi ich cia timg bénh nhan.

Pau xwong, khép va/ hodic co dd duge bao cao & nhitng bénh nhén dung bisphosphonat. Sau khi dira thudc ra thi
truong, hiém khi gip phai tac dung phu niing va/hodc khong con kha nang ciru chiva. Thoi gian bét dau thay ¢
triéu ching cé thé thay ddi tir 1 ngay dén vai thang sau khi dimg thuée. Hau hét cde truomg hop déu khoi hin
sau khi ngung dung thude. Tuy nhién né 6 thé trd lai khi ding thube dé hoac bisphosphonat khéc.

Trong trudng hop ngudi bénh quén mot liéu Maxlen-70 loai ding mdi tuan mét lan, thi nén udng mét vién vao
budi sing ngay sau khi phat hién ra. Khong nén udng hai vién ciing mét lic nhung van tiép tuc uéng mot vién
mdi tuan vao ding ngay da chon ban diu.

Khéng diing Maxlen-70 cho bénh nhén bi suy thin ¢d GFR dudi 35 ml/phut.

Cén xem xét ca céc nguyén nhin gy lodng xuong khéc ngoai thidu hut estrogen va 3o hod. Phai diéu chinh
tinh trang ha calci huyét truée khi bit dau diéu tri bing alendronat (xem “chdng chi dinh®). Cac rdi loan chuyén
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hod khodng chét khéc (thi dy thiéu hyt vitamin D va thiéu nang tuyén cin gidp) ciing can duoe dicu tri tich cue.
Can theo ddi nong d6 calci huyét va tri¢u chimg ha calci huyét & nhitng bénh nhan nay trong thoi gian diéu tri
béng Maxlen-70. Do alendronat c6 tac dung lam ting khodng t& xuong, nén ¢é thé dan dén ha calci huyét va
phosphat huyét. Tinh trang nay thuémg nhe va khéng gy ra triéu chimg bénh. Tuy nhién da c6 bdo cdo vé
truomg hop ha calei huyét, d6i khi tram trong va thuong xay ra & nhitng bénh nhén bi cac bénh ¢6 san (thi du
thiéu nang tuyén can giap, thiéu hut vitamin D va hép thu calci kém). Pam béo lugng calei va vitamin D dua
vao co thé ddy du rit quan trong & bénh nhén dung glucocorticoid.

Phu nir ¢6 thai va cho con b

Alendronat chua duogc nghién ciru trén phu nit mang thai, vi vay khong dugce diung cho cac truong hop nay.
Chua biét alendronat c6 bai tiét vao sita me khong, vi vy khéng duge dung cho cac trudng hop nay.

Anh huéng trén kha ning ldi xe va van hanh may méc

Khéng c6 bao cdo nao vé anh huéng cia thude trén kha ning l4i xe va van hinh may moc.

. - A A - -~ -~
Khi nio can tham vin bac si, drgee si

.o P - - £ i - s oqs £ s gt A A -
Khi gip phai cdc tac dung khong mong muon ke trén, khi ding thuée qué liéu khuyén céo.
Néu can thém théng tin xin hdi y kién bac si hoac duge si.

Han ding cia thube
36 thang ké tir ngay san xuat.

Tén/ biéu tuwong ciia nha sin xuat/ nha nhip khau/ chi sé hivu gidy phép dang ky san pham

Co so dang ky: MEGA LIFESCIENCES Public Company Limited

384 Moo 4, Soi 6, Bangpoo Industrial Estate, Pattana 3 Road, Phraeksa, Mueang, Samutprakarn 10280, Ihéu
Lan.

Nha sin xuit: RAFARM SA

Thesi Pousi-Xatzi Agiou Louka,

Paiania Attiki 19002, P.O.Box 37, Hy Lap

Ngay xem xét sira d6i, cdp nhat lai ngi dung hwdng din siv dung thuoe
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