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Nhan lo

MAU NHAN XIN DANG KY

Thanh phan: Méi vién nang cting chura:
Glucosamin 196,23 mg
(dudi dang glucosamine sulfat kali clorid).

Ta dugc vd 1 vién

Chi dinh, chéng chi dinh, liéu dung, cach dung
va cac théng tin khéc: Xin xem trong t& hudng
dan st dung kém theo 5

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

Tiéu chudn: TCCS

DE XA}Tf\Ma TAY TRE EM _
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

SPK/Reg No. :
Sé 16 SX/Batch No.:
NSX/Mfg. ;
HD/Exp.

CONG TY 6 PHAN DUGC PHAM TRUONG THO

58 93 Linh Lang, phuging Céng Vi, quan Ba Binh, thanh phé Ha N&i
BT:04.37666912 * Fax: 0437666914

Sédnxudt tai: Chi nhanh CONG TY C6 PHAN DUGC PHAM TRUONG THO

L& M1, duaing N3, khu cong nghiép Hoa X4, xa L Hoa, thanh phd Nam Binh, tinh Nam Binh

Lo 100 vién nang cung
]

Glucosamin sulfat 250

Glucosamin 196,23 mg

o%

"

Composition: Each capsule contains:

Glucosamine 196.23 mg
(As glucosamine sulfate potassium chloride).
Excipients gs for 1 capsule

Indications, contraindications, dosage, usage
and other information:

See the enclosed leaflet.

Storage: Store in a cool and dry place, tempera-
ture below 30°C, protected from light.
Specifications: In - house.

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY LEAFLET BEFORE USE
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MAU NHAN XIN DANG KY

Lo 150 vién nang cung

Nhan lo
L

’ V 0 Composition: Each capsule contains:

Thanh phan: Méi vién nang ciing chira:

Glucosamin 196,23 mg Glucosamine 196.23 mg
(dudi dang glucosamine sulfat kali clorid). B ] (As glucosamine sulfate potassium chloride).
Ta dugc vd 1 vién Excipients gs for 1 capsule

Chi dinh, chéng chi dinh, liéu diing, cach dung
va cac théng tin khac: Xin xem trong t& huéng
dan sir dung kém theo .

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

Tiéu chuén: TCCS

_ PEXATAMTAY TRE EM )
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

SPK/Reg No. :
S4 16 SX/Batch No.:
NSX/Mfg. :
HD/Exp. !
CONGTY €6 PHAN DUQC PHAM TRUONG THO
5693 Linh Lang, phuting Céna Vi, quan Ba Binh, thanh phé Ha Noi

DT: 0437666912 * Fax: 04.37666914
Sdn xudt tai: Chi nhdnh CONG TY €6 PHAN DUGC PHAM TRUUNG THO

L& M1, duding N3, khu céng nghiép Hoa X4, x3 Loc Hoa, thanh phd Nam Binh, tinh Nam Binh

Glucosamin sulfat 250

Glucosamin 196,23 mg

Indications, contraindications, dosage, usage
and other information:

See the enclosed leaflet.

Storage: Store in a cool and dry place, tempera-
ture below 30°C, protected from light.
Specifications: In - house.

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY LEAFLET BEFORE USE
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TO HUONG DAN SU DUNG THUOC DANH CHO NGUOI BENH

Glucosamin sulfat 250
Dé xa tim tay tré em. Poc ky hwong din sir dung trieée khi diang. Thong bao ngay cho
bdc sy hodc dwgc sy nhitng tic dung khong mong muén gdp phdi khi sit dung thudc.
Thanh phin: M&i vién nang ctimg Glucosamin sulfat 250 chra: w

Glucosamin sulfat.....................250 mg

(dwoi dang glucosamin sulfat kali clorid

trong do co 196,23 mg glucosamin)

TR G R i oo nonansasmsnsinos 1 vién
T4 dwge gom c6: Avicel 102, Tinh bot sin, Magnesi stearat, Talc, vién nang cimg sd 1 nép
do - than vang.

MO TA SAN PHAM: Vién nang cirng than mau nga vang — ndp mau do, bdt thude
trong nang mau trang.
QUY CACH PONG GOI: Hop 10 vi x 10 vién, lo 100 vién, lo 150 vién.
THUOC DUNG CHO BENH Gi:
Thudc nay dugc dung dé 1am giam triéu chimg ciia thodi hoa khép gdi nhe va trung binh.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:
Thude ding dudng udng. Ding cho ngudi trén 18 tubi va ngudi gia.
- Liéu ding: Nguoi trén 18 tudi va nguoi gia: Udng 2 vién/lan, 3 1an mdi ngay.
Thoi gian ding thudc tuy theo ca thé, it nhét ding lién tuc trong 2 dén 3 thang dé dam bao
hi¢u qua dicu tri.
- Cdch ding: Ubng cing véi nuée, nén udng thude trong bira in
KHI NAO KHONG NEN DUNG THUOC NAY:
Ban khong nén ding thude nay trong cac truong hop:
e Di trng véi Glucosamin sulfat kali clorid hodc bét ky ta dugc nao cua thude.
e Phu nir c6 thai hodc dang cho con bu.
e Tré em va tré vi thanh nién duéi 18 tubi.
e Ngudi mic phenylceton niéu.
TAC DUNG KHONG MONG MUON:

Céc tac dung phu c6 thé xay ra khi diéu tri v6i Glucosamin sulfat 250 thudng tam thoi, mirc

d6 nhe va c6 thé chia nho theo cic tan suat gip nhu sau:

Tdc dung phu thuong gdap (<1/10 va >1/100 bénh nhén):



Réi loan da day rudt: Pau bung, budn nén, di‘ly hoi, tdo bon, tiéu chay hoac kho tiéu.

R6i loan hé than kinh: Pau dau, ngu ga, mét moi.

Tac dung phu it gap (<1/100 va > 1/1000 bénh nhan): /

R&i loan mo da va duéi da: Ban do, man ngua, ban da. M

Tdc dung phu chwa biét tan sudt gap:

Céc phan tng di ing, chong mit, rdi loan tim nhin, rung toc.

Théng bdo cho bdc sy nhitng tdc dung khong mong muén gdp phdi khi sit dung thuéc

NEN TRANH XA NHUNG THUOC HOAC THU'C PHAM GI KHI PANG SU DUNG
THUOC NAY:

Vé ly thuyét, glucosamin c6 thé lam gidm téc dung cta insulin hay céc thubc kiém soat
ndng do duong trong mau khéc.

Dung chung glucosamin véi cac thube 1gi tiéu nhu furosemid c6 thé 1am ting tac dung phu

cua glucosamin.

Glucosamin c6 thé 1am ting nguy co chiy méu khi sir dung chung véi céc thudc giy ting
nguy co chdy méau nhu acid acetylsalicylic, thuéc chéng dong nhu warfarin hay heparin,
thudc chéng két tap tidu cau nhu clopidogrel va cic thudc khang viém khong steroid nhu
ibuprofen hay naproxen.

Piéu tri glucosamin dudng ubng c6 thé lam tang hip thu tetracycline & da day rudt

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:

Néu ban van dang trong thoi gian diéu tri, ban nén udng thudc ngay sau khi nhé ra.

CAN BAO QUAN THUOC NAY NHU THE NAO:

Ban nén béo quan thudc & noi kho mét, nhiét d6 dugi 30°C va tranh 4nh séng.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

- Théng tin vé qua liéu do ubng thude con han ché.

CAN PHAI LAM Gi KHI QUA LIEU KHUYEN CAO :

Khi diing thubc qué liéu phai ngirng ubng thudc ngay.

Ban nén béo ngay cho bac sy va dén co s¢ y té gan nhét dé dugc diéu tri qué lidu.

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:

- Glucosamin khong gay ri loan da day rudt nén ¢ thé diéu trj lau dai. Piéu tri nén nhic lai
6 thang hodic ngin hon tily theo tinh trang bénh.

- Glucosamin 1a thudc diéu tri nguyén nhin nén tic dung cua thudc c6 thé bat dau sau 1

tuan, vi vay néu dau nhiéu c6 thé dung thudc giam dau, chong viém trong nhitng ngay déau.
2



- Cin theo d&i duong huyét thudng xuyén trén bénh nhén tiéu dudng

- Thudc ¢6 thanh phén tir hai san, ngudi bi di tng hai san nén tham khao y kién thay thude
trude khi ding thube. !

- Cin cin trong khi sir dung & bénh nhén bj suy giam kha ning dung nap glucose. Viéc kiém
soat nong do duong huyét chit ché hon cé thé rat can thiét cho cic bénh nhan bi tiéu dudng
khi bét du diéu tri.

- Glucosamin c6 thé ting nguy co chay mau & mot sé bénh nhan. Nhitng bénh nhén rdi loan
chay mau, ngudi dang ubng thudc chéng dong mau, ngudi dang udng aspirin hang ngay,
néu dung glucosamin nén kiém tra thuong xuyén thoi gian dong mau dé kiém soat tinh hinh.
- Bénh nhén hen suy&n nén dugc ding cin trong vi nhitng bénh nhan nay c6 thé dé gip phan
tmg dj ing véi glucosamin hon, c6 thé 1am ting ning cac triéu chimg bénh.

- Khéng c6 nghién ctru nao dic biét duge tién hanh & bénh nhéan suy gan hogc than. Viéc
diéu tri cho cac bénh nhén bi suy gan hodc suy than ning nén dugc kiém soat chat ché.

KHI NAO CAN THAM VAN BAC SY, DUQC SY:

Khi gip nhiing tic dung khong mong muén xay ra hoic néu can thém thong tin gi xin héi y
kién bac sy hodc dugc sy.

HAN DUNG: 36 thang ké tir ngay san xuét N\
TEN, PIA CHi CUA CO SO SAN XUAT: \&\
CONG TY CO PHAN DUGC PHAM TRUONG THQ '
Tru sé: 93 Linh Lang — Ba Dinh — Ha No6i

Dién thoai: 043.7666912  Fax: 043.7666914

San xudt tai: Chi nhanh cong ty cd phz"in dugc phém Truong Tho
Dia chi: L6 M1 — Puomg N3 — Khu Céng nghiép Hoa Xa — Xa Loc Hoa — Thanh ph6 Nam
Dinh — Tinh Nam Dinh

Dién thoai: 0350.3670733 Fax: 03503.671098

NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUN
THUOC:




TO HUONG DAN SU DUNG THUOC DANH CHO CAN BO Y TE
Glucosamin sulfat 250

Tén thudc: Glucosamin sulfat 250 ,V_é
Thanh phéin: M&i vién nang cirng Glucosamin sulfat 250 chira: 1
Glucosamin sulfat............................ 250 mg

(dudi dang glucosamin sulfat kali clorid trong
do c6 196,23 mg glucosamin)

TAATOC VIR B0 cciviiiinconsnnmmanmnnmrannes 1 vién
T4 dwoc gom c6: Avicel 102, Tinh bot sén, Magnesi stearat, Talc, vién nang ctmg sé 1 nip
do - than vang.
DANG BAO CHE: Vién nang cing.
DUQC LUC HQC:
Nhom dwge Iy: Thude chdng viém va chéng thip khép, khong steroid
Ma ATC: M01AX05
Glucosamin 1a mdt aminomonosaccharit dugc thiy trong tu nhién, nguyén liéu dé tong hop
proteoglycan. Glucosamin kich thich té bao sun khép ting tdng hop va tring hop nén ciu
trac proteoglycan binh thuong. Két qua ctia qua trinh tring hop 1a tao ra mucopolysaccharit,
thanh phan co ban tao nén sun khép. Binh thudng sun khép duge ciu tao chii yéu béi nuéc,
collagen va proteoglycan.

Glucosamin dong thdi wc ché cac enzym pha huy sun khép nhu collagenase,
phospholipase A2 va giam cic gbc tw do superoxid pha huy cac té bao sun. Glucosamin con
¢6 tic dung kich thich sinh san mé lién két ctia xuwong, giam qué trinh mét canxi ctia xuong.

Do Glucosamin lam ting san xuét chit nhiy dich khép nén ting do nhdt, kha ning boi
tron cta dich khép, vi thé khong nhirng lam giam triéu ching ctia thoai hoa khép (dau, kho
van dong) ma con ngan chin qué trinh thodi hoa khép, ngan chin bénh tién trién.

Tir tudi 45-50 tr&r 1én, bénh c6 chidu hudng ting (27% & tudi 60, 45% & tudi 80). Dbi
twong nguy co d& mic bénh khép nhét 1a ngudi gia, ngudi béo phi, ngudi bi chin thuong
khop, ¢6 di tat bdm sinh, bénh vé chuyén hoa, di truyén hodc bi x4o tron vé kich t6.

Thubc tac dong vao co ché sinh bénh cua thodi hoa khop, diéu tri cac bénh thodi hod
xwong khép ca cAp va man tinh, cai thién chirc ning khép va ngin chin bénh tién trién,
phuc héi céu trac sun khép.

DUQC PONG HOQC:



Hdp thu: Cac nghién ctru trén ngudi va dong vat da chi ra ring sau khi ung glucosamin
d4anh déu '*C, chét nay dugc hép thu va phén bd trong co thé. O ngudi khoang 90% liéu ciia
chit danh déu dugc hdp thu. Sinh kha dung tuyét dbi cia glucosamin & chudt sau khi uéng
glucosamin sulfat 1a 26%, do chuyén héa qua gan lian déu. Sinh kha dung tuyét déi cua
ngudi van chua duge biét nhung nhimg tinh todn twong quan goi ¥ ring sinh kha dung tuyét
d6i clia ngudi twong tu nhu cta chudt, néi cach khac 1a tir 20 dén 30%. Sau khi nhitng nguoi
tinh nguyén khoe manh uéng glucosamin sulfat véi mire liéu lap lai 1500mg mdi ngay, ndng
do t6i da trong huyét twong & trang thai 6n dinh (Cpax ss) 12 1602 + 425 ng/ml (8.9uM).
Nong d6 nay dat ti sau 1,5 dén 4 gio (trung binh: 3 gid) sau khi ding (tyg). O trang thai én
dinh, AUC ciia nong do thudc trong huyét twong theo thoi gian 1a 1456444138 ng.h/mL.
Nhitng théng sé nay thu dugc khi da day réng va ngudi ta vin chua dugc biét rang liéu thirc
in c6 lam thay ddi su hap thu dang ké nay cua thudc hay khong.

Phdén bé: Sau khi hép thu qua duong ubng, glucosamin phan b déng ké trong céc khoang
ngoai mach (bao gdm chét hoat dich: Xem dué6i day) véi thé tich phan b biéu kién 16n gip

37 lan tong lugng nudce trong co thé ngudi. Lién két protein ciia glucosamin van chua rd.

Chuyén héa: Pic tinh vé chuyén hoa ciia glucosamin van chua dugc nghién ciru vi thube
nay 1a mot chét tu nhién c6 mit trong co thé ngudi duge dung trong sinh téng hop mot sb
thanh phén trong sun khop.

Thai trir: O ngudi thoi gian ban thai cubi ciing ciia glucosamin khéi huyét trong duge uéce
tinh boi ndng do glucosamin trong huyét twong, c6 thé xac dinh dugc sau hon 48 gid sau khi
ubng. Gia tri do duoc 1a khoang 15 gio.

O ngudi, sau khi udng glucosamin danh déu '*C, sy bai tiét qua nuée tiéu ctia chit danh ddu
phéng xa nay 14 10£9% liéu diéu tri trong khi thai trlr qua phan 1 13+0,1%. Su bai tiét qua
nuée tiéu cia glucosamin dang khong thay dbi trung binh & ngudi sau khi udng la thép
(khoang 1% liéu diéu tri).

‘ 2 b f( A r . hl L4 Z g h) el * by -
Nhitng két qua nay cho thay than cé vai tro dang ke trong thai trir cia glucosamin va/hodc
ctia cac chit chuyén hoa ctia n6 va/hoic cac san pham thoéi bién cta no.

Dugc dong hoc cua glucosamin dugc chi ra tuyén tinh sau khi dung lap lai 1 lan 1 ngay
trong khoang liéu 700 — 1500 mg, trong khi & mirc liéu 3000 mg nong d¢ glucosamin trong
huyét twrong thip hon so véi du kién dya vao viéc ting liéu. Dugc dong hoc clia glucosamin
& trang thai 6n dinh khong phu thdc vao thoi gian, cho thdy khong c6 su tich liiy hay sinh
kha dung giam khi so sanh véi dac diém dugc dong hoc quan sat dugc khi diéu tri don tri
liéu

Duogc dong hoc clia glucosamin & nam va nit la twong ty nhau va khong c6 sy khac biét rd
ring giita nhitg ngudi tinh nguyén khée manh va bénh nhén bj thodi héa khép gdi. Sau do
ndng do trung binh trong huyét twong clia glucosamin tai thoi didm 3 h sau khi diéu tri mirc

lidu 1500 mg lap lai ngay 1 1an cudi cing 1a 7,2 pM, tuong tw v6i nong do xac dinh duge &
2



ngudi tinh nguyén khoe manh, trong khi ndng d9 trung binh trong chit hoat dich chi thip
hon 25% va vi thé nong do ciing & trong khoang 10 uM. Duge dong hoc cia glucosamin
chua duge nghién ctru & bénh nhan suy gan hoidc than do cin nhic dén dd an toan cuia thude
va do vai trd han ché cua than trong thai trir glucosamin vi vay chua cé khuyén céo giam
liéu & nhitng ddi twong nay.

Nong do ctia glucosamin trong huyét twong va trong chat hoat dich & trang thai én dinh sau
khi diéu tri lap lai ngay 1 l1dn véi mire lidu 1500 mg trong khoang 10pM va do d6 phi hop
v6i nhitng nong do ¢6 tac dung duoc ly trong nhimg mé hinh dong vat thuc nghiém ching
minh co ché tac dung va hi¢u qua trén lam sang cia thude. ]1/'6

QUY CACH PONG GOI: Hop 10 vi x 10 vién, 1o 100 vién, lo 150 vién.
CHI PINH:
- Giam triéu chirng ctia thoai héa khép gbi nhe va trung binh.
LIEU DUNG, CACH DUNG VA PUONG DUNG:
Thude diing duong udng. Ding cho ngudi trén 18 tudi va ngudi gia.
- Liéu ding: Ngubi trén 18 tudi va nguoi gia: Udng 2 vién/lan, 3 1an mdi ngay.
Thoi gian dung thudc tuy theo ca thé, it nhit dung lién tuc trong 2 dén 3 théang dé dam bao
hiéu qua diéu tri.
- Cich diing: Ubng cing véi nude, nén udng thube trong bira an.
CHONG CHI PINH:
e Ngudi min cim véi cac thanh phan cua thude.
e Phu nir c6 thai hodc dang cho con bu.
e Tréem va tré vi thanh nién dudi 18 tudi.
e Ngudi mic phenylceton niéu.
CAC TRUONG HQOP THAN TRONG KHI SU DUNG THUOC:
- Glucosamin khong gay r6i loan da day rudt nén c6 thé diéu tri lau dai. Piéu tri nén nhéc
lai 6 thang hodc ngén hon tity theo tinh trang bénh.
- Glucosamin 1 thudc diéu tri nguyén nhan nén tac dung cia thudc c6 thé bat dau sau 1
tudn, vi viy néu dau nhiéu c6 thé dung thude giam dau, chéng viém trong nhitng ngay dau.
- Thubc ¢6 thanh phan tir hai san, ngudi bi dj tmg v6i hai san nén tham khao y kién thiy
thudc trude khi ding thudc.
- Cén cén trong khi diéu tri cho bénh nhan bj suy giam khé ning dung nap glucose. Vigc
kidm soat ndng do dudng huyét chit ché hon c6 thé rét cin thiét cho cac bénh nhan b tiéu
dudng khi bit dau diéu tri.

i



- Glucosamin c6 thé ting nguy co chay mau & mot s6 bénh nhan. Nhirng bénh nhan rdi loan
chay mau, nguoi dang ubng thudc chéng déng mau, ngudi dang udng aspirin hang ngay,
néu ding glucosamin nén kiém tra thuong xuyén thoi gian dong mau dé kiém soat tinh hinh.

- Bénh nhan hen suyén nén dugc ding cin trong vi nhitng bénh nhan nay c6 thé dé gip phan

{mg di (ng véi glucosamin hon, c6 thé 1am ting ning cac triéu chimg bénh.

- Khong c6 nghién ctru nao dic biét duge tién hanh & bénh nhan suy gan hodc than. Viéc
diéu tri cho cac bénh nhan bi suy gan hoic suy than ning nén dugc kiém soét chit ché.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:
Chua c6 day du thong tin, do vay khong nén sir dung thudc nay cho phu nir c6 thai.

Thubc khong duge biét 1a c¢6 di qua sira hay khong, khong nén sir dung thude nay cho phu

nit cho con bu

ANH HUONG CUA THUOC POI VOI NGUOI PANG VAN HANH MAY MOC TAU
XE:

Chua c6 nghién ctru ddy du vé anh hudng cua thude 1én kha ning 1ai xe va van hanh may
moéc. Thude c6 thé gy tac dung khong mong mudn chong mit, budn ngu, can thin trong
trong céc truong hop nay.

TUONG TAC CUA THUOC

Vé ly thuyét, glucosamin c6 thé lam giam tac dung cua insulin hay céc thubc kiém soat
nong do duong trong mau khac.

Dung chung glucosamin véi cac thude lgi tiéu nhu furosemid c6 thé 1am ting tic dung phu

cua glucosamin.

Glucosamin ¢6 thé lam ting nguy co chay méu khi sir dung chung véi céc thube gy ting
nguy co chdy mau nhu acid acetylsalicylic, thuéc chéng dong nhu warfarin hay heparin,
thudc chéng két tap tiéu cAu nhu clopidogrel va cac thudc khéng viém khong steroid nhu
ibuprofen hay naproxen.

- Pidu tri glucosamin sulfat duong uéng c6 thé 1am tang hap thu tetracycline ¢ da day rudt.
TAC DUNG KHONG MONG MUON

Céc tac dung phu thuong tam thoi, mirc d§ nhe va cé thé chia nho theo cic tin suit gip nhu

sau.

Tdc dung phu thuong gap (<1/10 va >1/100 bénh nhan):

Réi loan da day ruét: Pau bung, budn nén, ddy hoi, tdo bon, tiéu chay hogc kho tiéu.
Réi loan hé thin kinh: Pau dau, ngi ga, mét moi.

Tdc dung phu it gdp (<1/100 va > 1/1000 bénh nhan):
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R6i loan mé da va dudi da: Ban dé, man ngtra, ban da.

Tdc dung phu chwa biét tan sudt gap:

Céc phan ng di ing, chéng mat, r6i loan tAm nhin, rung téc.
QUA LIEU VA CACH XU TRIi:

Thong tin vé qua liéu do thudc con han ché. Trong truong hop qua liéu, bénh nhin nén dugc
theo doi va diéu tri tri€u ching.

PIEU KIEN BAO QUAN: Noi kho mat, nhiét do duai 30°C, tranh anh séng. M
HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuét

TEN, PIA CHI CUA CO SO SAN XUAT:

CONG TY CO PHAN DUGC PHAM TRUONG THQ

Tru sé: 93 Linh Lang — Ba Dinh — Ha Noi

Dién thoai: 043.7666912  Fax: 043.7666914

San xuét tai: Chi nhanh cong ty ¢d phan dugc pham Truong Tho

Dia chi: L6 M1 — DPudng N3 — Khu Cong nghiép Hoa Xa — Xa Loc Hoa — Thanh phd Nam
Pinh — Tinh Nam Dinh

DPién thoai: 0350.3670733 Fax: 03503.671098
NGAY XEM XET SUA POL, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOC: A

TUQ.CUC TRUONG
P.TRUONG PHONG
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