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HUONG DAN SU DUNG THUOC CHO CAN BO Y TE :
1. Tén thue: BONE-GLU
2. Thanh phan: Thubc bot pha hn dich udng:

Glucosamin sulfat 1500mg

Twong 1ng voi glucosamin  1178mg N

(Diing dudi dang glucosamin sulfat natri clorid) \

Ta dugc vira di 1 goi ,t a ol \
(Té duwoc gom: Lactose, aspartam, colloidal silicon dioxide, bot hu'cmg camy; bpt hz n
dao) W\ HA T4 x /

3. Dang bao ché: Bot pha hdn dich ubng
4. Dugec luce hoc, dwge dong hoc:

- Duge lue hoc:

Glucosamin tham gia qué trinh chuyén hod tong hop nén thanh phan ciia sun khép. N6 1a
mot amino-monosaccharid, nguyén heu dé tong hop proteoglycan, khi vao trong co thé né
kich thich té bao & sun khép tang tdng hop va trung hop nén cau tric proteoglycan binh
thuong. Két qua ctia qua trinh tring hop la muco - polysacchrid, thanh phan co ban céu tao
nén dau sun khép. Glucosamin sulfat dong thoi e ché céc enzym pha huy sun khép nhu
collagen, phospholinase A va giam cac goc tw do superoxid pha huy cac té bao sinh sun.
Glucosamin con kich thich sinh san mo lién két cua xuong, giam qua trinh mat calci cua
xuong.

Do glucosamin lam ting san xudt chét nhiy cua dich khép nén ting d nhdt, ting kha
ning bdi tron ctia dich khép. Vi thé glucosamin khong nhitng lam giam tri¢u ching thoai
hod khop (dau, khé van dong) ma con ngén chén qud trinh thodi hod khép, ngén can bénh
tién trién.

Glucosamin 4 thude tac dung vao co ché bénh sinh cta thoai hod khép, didu tri cac bénh
thodi hod xuong khép ca cap va man tinh, ¢6 dau hay khong dau, cai thién chirc nang khép
va ngan chin bénh tién trién, phuc hdi cau tric sun khép.

- Dugc dong hoc:

Hdp thu: O ngudi khoang 90% liéu ctia chit danh ddu duoc hép thu. Sau khi nhing nguoi
tinh nguyén khoe manh uong glucosamin sulfat voi mire liéu lap lai 1500 mg mdi ngay,
nong do toi da trong huyét twong & trang thai 6n dinh (Cmax) 1a 1602 + 425 ng/mL (8,9
uM). Nong do nay dat toi sau 1,5 dén 4 gi¢ (trung binh: 3 gio) sau khi dung (tmax). 0
trang thai 6n dinh, AUC cua nong d6 thude trong huyét twong theo thoi gian la 14564 +
4138 ng.l/mL. Nhitng thong s6 nay thu dugc khi da day rong va ngudi ta van chua biét
dugc rang li¢u thirc dn c6 lam thay doi su hép thu dang ké nay cua thude - hay khong.

Phdn bo: Sau khi hap thu qua dudng udng, glucosamin phan bd dang ké trong cac khoang
ngoai mach (bao gdm chét hoat dich) véi thé tich phan bd biéu kién 16m gap 37 l1an tong
lwgng nude trong co thé nguoi. Lién két protein ctia glucosamin van chua rd.

Chuyén héa: Pic tinh vé chuyén héa cia glucosamin van chua durge nghién ctru vi thude
nay 1a mot chét ty nhién c¢6 mat trong co thé ngudi duge dung trong sinh tong hop mot sé
thanh phén trong sun khép.

Thai trir: Thoi gian ban thai cudi ciing clia glucosamin khoi huyét twong dugc ude tinh boi
nong do glucosamin trong huyet tuong, ¢b thé xéc dinh duoc sau hon 48 g10r sau khi uong
Su bai tiét qua nude tiéu ctia chit danh dau phong xa nay 1a 10 1
thai trlr qua phén la 13 £ 0,1%. Sy bai tiét qua nude tiéu cua
ddi trung binh & ngudi sau khi udng 1a thap (khoang 1% liéu di
5. Qui cach dong goi: Hop 30 goix 2,7g

6. Chi dinh, cach dung, liéu dung, chéng chi dinh:

- Chi dinh:

Giam triéu chirng cuia thodi héa khép gbi nhe va trung binh
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- Liéu lwgng va cach ding:

Ngudi trén 18 tudi: 1 gm/ngay

Hoa va phan tan gbi thudc trong 30ml nuéce roi udng. Ubng trude khi an 15 phut.

C6 thé dung don doc hodc phdi hop voi chondroitin 1200mg/ ngay ‘

;‘hol gian dung thudc tuy thude timg ca thé, it nhét dung 2-3 thédng dé dam bao hidu qua
icu tri

Thong tin thém ve tré em: Thubc khéng duge khuyén cdo dung cho tré em va thanh thiéu

nién dudi 18 tu01 do thiéu dir liéu v& an toan va hiéu qua.

Ngueoi cao tudi:

Khong c6 nghién ctru cy thé, nhung theo kinh nghiém diéu chinh liéu 1am sang khéng can

thiét khi diéu trj lidu & bénh nhan cao tu01 nhung khde manh.

Chikc néing thén va/hodc gan bi suy yéu:

O bénh nhan suy than va/hodc chirc ndng gan suy giam khong c6 khuyén cao’ félreﬁ d‘u&%

do chua c6 dir li€u nghién ctru nao dugc dua ra. ./ 7/ CONG T \

- Chéng chi dinh: ‘ : Y :A\{ \c ‘\
Maén c&m v6i bat ct thanh phan nao cla thudc; ngudi mic phenylceton nxéu\ DUOC PHAM ) :;)
7. Théan trong: \e\ HA TAY / \;.,’ﬁ’
Do trong thanh phan ctia thuc c¢é lactose nén khong ding cho nguoi bi e actos&h/y“t
bam sinh, hoi ching kém hép thu glucose va/hodc glactose hoic thiéu lactase (Cic-benh vé
chuyen hoa hiém gip).

Thubc c6 chira aspartam, 12 ngudn chira phenylalanin. D1eu nay c6 thé gay hai cho bénh
nhan bi phenylketo ni¢u.

Theo d&i duong huyét thudng xuyén trén bénh nhan tiéu duong.

Can kham béc sT d loai trir bénh khép khi didu tri véi glucosamin.

O nhirng bénh nhan dung nap glucose, theo ddi lvgng dudng trong mau, va néu c6 thé, yéu
cdu kiém tra lvong insulin trude khi bat dau diéu tri va dinh ky trong qué trinh didu tri.
M6t bao céo vé triéu chimg hen suyén ¢6 thé trdm trong hon sau khi bat ddu diéu trj v6i
glucosamin (céc triéu chimg s& hét sau khi ding ding glucosamin).

Cén xem xét khi diing cho céc bénh nhan an kiéng, kiém so4t natri.

- Thoi ky mang thai:

Khong ¢6 so6 liéu dy di vé viée str dung glucosamin ¢ phu nit mang thai. Tl cic di ligu
_c6 san nghién ctru trén dong vat. Thubc khong nén sir dung trong thai ky.

- Thoi ky cho con bu:

Khong cé sén dir liéu vé su bai tiét ctia glucosamin vao sira clia con ngudi. Viée sir dung
glucosamin trong khi cho con bt do d6 dwgc khuyén cdo khong nén dung, vi su an toan
ctia thube cho tré so sinh chwa ¢6 tai liéu chimg minh.

- Sir dung thudc khi lai xe, vin hanh may méc: Thubc khong gy anh hudng 1én kha
nang l4i xe va van hanh may méc nén c6 thé sir dung duge.

8. Twong tiac ciia thuoc v6i cac thude khac va cac twong tac khac:

Glucosamin ¢ thé gay tang e khang insulin va do d6 anh huong den dung nap
glucosamin. Bénh nhan txeu dudng néu duge chi dinh ding glucosamin can duge kiém
soat duong huyét va néu can thi diéu chinh lidu cic thude kiém soat duong huyét.

Diéu tri dong thdi voi glucosamin véi thuée chdng déng coumarin, lam tang INR véi
thude chong dong coumarin (warfarin va acenocoumarol) da dugc bao céo. Bénh nhan
duoc didu tri bang thudc chéng dong coumarin do d6 can duoc theo doi chat ché khi bit
d4u hoac két thic diéu tri v6i glucosamin.

Pidu tri dong thoi v6i glucosamin c6 thé lam ting nong do hép thu va huyét thanh cua
tetracyclin, nhung su lién quan lam sang cua tuong tac nay c6 18 12 han ché.

9. Tac dung khéng mong muon (ADR):
Céc tac dung khong mong mubn thuong dugce béo cdo bao gdmy Bubn non, kho tiéu, cam
giac nong bdng & nguc, ndn, tdo bon, ia chay, dau da day - thixc quan, chan an. Phu nhip
tim nhanh, chéng mait, ban, ngtra dugc bdo cdo & it hon 1% bénh nhén.

: L\ 4 \
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Céc hé co quan Thuong gap It gap Hiém gip Rét hiém | Khéc*
>1/100 dén | > 1/1.000 >1/10.000 gap
<1/10 dén <1/100 | dén<1/1.000 | < 1/10.000
Ro"i loan hé thong Di ing
mién dich
Réi loan hé Pau dau
than kinh. budn ngl
Cdc bénh ve RO
mat  loan thi
/\\‘)ﬂ@@\\\
Hé tiéu héa Tiéu chay | 13/ o Y\\\
Tio bon (2 "y Vo)
Bud6n nén o\ ouoclprAm ],. !
Déy hoi \{*)\ ,-\‘r; ‘(\ Y ///']
bung e =8/
Réi loan tiéu e
Da va réi loan Tay do Rung téc
cac moé duwoi da da, ngtra,
phat ban.

* Tan s6 khong thé dugc ude tinh bang céc dit lidu c6 san: Lé té, cac truong hop tu phat

cua tang cholesterol mau da dugc bao cdo, nhung nguyén nhan chua dugc xac dinh.

* Ghi chii: "Théng bdo cho bdc sy nhitng tic dung khong mong muon gip phdai khi siv

dung thuéc".

10. Qua liéu va xi tri:

Chua c6 bdo cao vé qué liéu nao dugce biét t6i. Néu xay ra tinh trang qua liéu, cha yéu l1a

diéu trj hd tro tridu chirng.

11. Céc diu hiéu cin lru ¥ va khuyén cdo: Chura ¢6 bao cao.

12. Piéu kién bao quén va han ding:

- Béio quan: Noi kho, nhiét d duéi 30°C

- Han dung: 36 thang ké tir ngay san xuit.

*Luru y: Khong dung thuoc da qud han sur dung. Khi thay g6i thube bi 4m mdc, goi thudc bi

rach, nhan thude in sé 16 SX, HD mo...hay ¢6 cac biéu hién nghi ngd khac phai dem thude

tGi tra lai noi ban hodc noi san xuét theo dia chi trong don.

13. Tén va dia chi nha san Xuét:

Tén nha sin Xuit: CONG TY CO PHAN DUQC HAM
Pia chi: Té dan phd sé 4 - La Khé - Ha Pong - TP.|\H
PT: 04.33522204, 04.33824685 FAX: 04.335222 33829054

14. Ngay xem xét sira déi, céip nhit lai ndi dung hwéng din sir dung thudce:
Ngay thang nim :

A TAY
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH:
1. Tén thube: BONE-GLU
2. Khuyén cdo:
“Pé xa tAm tay ctia tré em”
“Doc k¥ huéng dan sir dung trude khi ding”
“Théng béo cho béc s¥ nhiing tac dung khong mong mubn gap phai khi sir dung thudc”
3. Thanh phan, ham lwong ciia thude: Mdi goi (2,7g) thanh pham chua:
Glucosamin sulfat 1500mg
Twong 1wng voi glucosamin ~ 1178mg
(Dung dudi dang glucosamin sulfat natri clorid)
Ta dugc vira du 1 gbi
(Té dieoc gom: Lactose, aspartam, colloidal silicon dioxide, bot hwong cam, bot huong
dao)
4. M6 ta san pham: Bot thudc mau trang hodc tring nga, thé chit khé toi, vi ngot, c6 mui
thom.
5. Qui cach dong goéi: Hop 30 gbi x 2,7 gam thube bot pha hén dich uong,
huéng dén sir dung thude. b “””—OJ"'\U{\
’s e ﬁ\
6. Thube dung cho bénh gi? / CONG TY N2\
Giam triéu chimg cua thodi hoa khop gbi nhe va trung binh. { of PHAD \,\.}
.“. ;’" |

theo to

T Nen dung thudc nay nhu thé nao va liéu lrong? I' f\:‘-,':
- Liéu lrgng va cach dung:
Ngudi trén 18 tudi: 1 goi/ngay N
Hoa va phan tan géi thude trong 30ml nude roi uong Uong trudce khi dn 15
C6 thé dung don doc hodic phdi hop véi chondroitin 1200mg/ ngay

Thoi gian dung thude tity thude timg ca thé, it nhit ding 2-3 thang dé dam bao hiéu qua
diéu tri

Théng tin thém vé tré em: Thube khong dugc khuyén cdo ding cho tré em va thanh thiéu
nién dudi 18 tudi, do thiéu dir liéu vé an toan va hi¢u qua.

Ngueoi cao tuoi:

Khong c6 nghién ciru cu thé, nhung theo kinh nghiém diéu chinh liéu lam sang khong can
thiét khi diéu tri liéu & bénh nhén cao tudi nhung khée manh.

Chite néing thdn va/hodc gan bi suy yéu:

O bénh nhan suy than va/hodc chirc ning gan suy giam khong cé khuyén cao vé liéu dung
do chua c6 dit liéu nghién ctru nao duge dua ra.

8. Khi nao khong nén ding thudc nay?

Man cam v&i bét ctr thanh phén nao cua thude; ngudi mic phenylceton niéu

9. Tac dung khong mong mudn cuia thude:

Céc tac dung khong mong mudn thuong duge bao cao bao gbm: Budn nén, khoé tidu, cam
gidc nong bong ¢ nguc, non, tdo boén, ia chay, dau da day - thuc quan, chan dn. Phu nhip
tim nhanh, chéng mat, ban, ngira dugc bdo cdo & it hon 1% bénh nhén.

inr o
G i
31

=t

Won o
¢

\ (3]
4

e\ L

Céc hé co quan | Thudng gap It gap Hiém gap /?ét hiém | Khac*
>1/100 dén | = 1/1.000 > 1/10,000 gap
<1/10 dén <1/100 | dén<1 {‘QQQ/ <1/10.000

Ré'i~ loan hé thé'ng X Di Gmg
mién dich

Réi loan hé Pau dau
than kinh budn ngu
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Cdc bénh vé R&i
mdt loan thi
giac
He tiéu hoa Tiéu chay
Tao bon
- Budn non
Pay hoi
- bung
R&i loan tiéu
Da va réi loan Téy do Rung téc
cdc mo dudi da da, ngua,
phét ban.

* Tan s6 khong thé dugc uée tinh bang céc dir liéu c6 sdn: Lé té, cac truong hop tu phat
cua tdng cholesterol méu da dugc béo cao, nhung nguyén nhan chua dugce xéc dinh.

* Ghi chu: "Théng bdo cho bdc sy nhitng tic dung khong mong mubn gp phi khi sir
dung thuoc".

10. Nén tranh dung nhiing thuoc hodc thwe phim g1 khi dang sir dung thudc nay?
Glucosamin c6 the¢ gdy ting aé khang insulin va do d6 anh huéng den dung nap
glucosamin. Bénh nhan tleu dudng néu duge chi dinh .dung glucosamin can duogc kiém
sodt duong huyét va néu can thi diéu chinh lidu céc thude kidm soét duong huyét.

Piéu tri dong thoi v6i glucosamin véi thube chdng dong coumarin, lam tang INR vdi
thude chong dong coumarin (warfarin va acenocoumarol) d& dugc bdo cédo. Bénh nhin
dwoc diéu tri bang thudc chéng dong coumarin do d6 cin dugc theo ddi chat ché khi bat
diu hodc két thuc diéu tri véi glucosamin.

Piéu tri dong thoi véi glucosamin o thé lam ting ndng do hap thu va huyét thanh cua
tetracyclin nhung su lién quan lam sang cua twong tac nay co 1& 12 han ché.

11. Can lam gi khi quén dung khong ding thude?

Ubdng lidu da quén ngay khi ban nhd ra. Néu den gid uong liéu tlep theo thi bo qua lxeu da
quén va udng liéu tiép theo. Khong ding liéu gip doi dé bu vao lidu da quen
12. Cén béo quén thudc nhw thé nao? VA
Bdo quan & noi kho, nhiét do dudi 30°C. / f;
13. Nhirng déu hlgu va tri¢u chirng khi ding thudc qua liéu:
Chua ¢6 bao cdo vé qua liéu nao dugc biét toi. " Ui TRY fo
14. Can phai lam khi ding qua liéu khuyén céo? W S
Néu xay ra tinh trang qua liéu, chi yéu 1a diéu tri hd trg triéu ching. % z
15. Nhirng diéu cin than trong khi dung thudc nay:

Do trong thanh phan cua thudc c6 lactose nén khong ding cho ngudi bi galactose huyét »
bam sinh, hoi chirng kém hép thu glucose va’hodc glactose hodc thiéu lactase (cac bénh veé
chuyén hoa hiém gip).

Thudc ¢6 chira aspartam, 1a ngudn chira phenylalanin. Diéu nay c6 thé gy hai cho bénh
nhan bi phenylketo ni¢u.

Theo ddi duong huyet thudng xuyén trén bénh nhéan tiéu duodng.

Can kham béc si dé loai trir bénh khép khi diéu tri véi glucosamin.

O nhirng bénh nhén dung nap glucose, theo doi lugng dudng trong mau, va néu c6 thé, yéu
cau kiém tra luong insulin trude Khi bit dau dleu tri va dinh ky trong qua trinh diéu tri.
Mot bao cdo vé triéu ching hen suyen c6 thé trAm trong hon sau khi bat dau diéu tr véi
glucosamin (céc triéu ching s& hét sau khi dirng dung glucosamin).

Cén xem xét khi diing cho cc bénh nhén an kiéng, kiém'soat natri.

- Sir dung cho phu nir ¢6 thai hodc cho con bi:

Phu ni¥ mang thai.

Khong ¢6 s6 liéu day du vé viée str dung glucosamin & phiy{ai¥'mang thai. Tir cac dir liéu
¢6 san nghién clru trén dong vat. Thude khong nén sir dung trong thai ky.
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Phu nie cho con bi, )
Khang ¢ sin dir ligu vé sy bii tiét cia glucosamin véo sira clia con ngurdn, Vide sit dung
glucosamin trong khi cho con b do 86 dugc khuyén cdo khdng nén ding, vi sy an todn
cia thude cho tré so sinh chua ¢ tai ligu chimg minh.
- Lai xe vk vin hianh miy méc: Thube gdy deu dbu budn ngi nén khong ding hay cin
nhic khi ding cho bénh nhin vin hanh miy mdc hay 1ai thu xe.
16, Khi nio cin tham viin bac 9, duyge si?
- - Khi ¢iin thém thong tin vé thude.
- Khi thiy nhimg téc dung khdag mong mudn glp phii khi sir dyng thudc.
- Khi diing thuéc ma thiy triéu chimg cin bénh khéng thuyén gikm.
17, Hyn diing cia thube: 36 thing tinh tir ngdy sin xuit. Khéng ding thube 03 qué
han sir dung.

18, Tén vi dia chi nha sin xufit: y : ,.’-.“;??\

Tén nha sin xuit: CONG TY CO PHAN DUQC PHAM HATAY

Dia chi: TO ddn phd 56 4 - La Xhé - HaDong- TP.HANGE () ..\«

PT: 0433522204 FAX: 0433522203 fol 0UCE =AM ol

m. ‘m': .. | . ;“'. T" Y '. ";’
il

19. Ngay xem xét sim ddi, ¢ip nhdt lgi ndi dung h sir dung thube:

Ngay thing ndm

We.CUC TRUCNG
P IRUONG PHONG

G Mink Hiang

Cuod



