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Kich thudc: (Vi 10 vién)
Dai: 112 mm
Rong:  45mm

Cistinmed Cistinmed Cisti

(E 67,11 ) 7 ———— 500 mg 2167, 111 R G reer 500 mg L-Cystine.........—..
Pyridoxin hydroclorid.... e 50 mg Pyridoxine hydrochloride.............. 50 mg Pyridoxin hydroc Q
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[AL COMPANY,Ltd N GLOMED PHARMACEUTICAL COMPANY,Lid N\ GLOMED PHARMACEUTICAL COMPANY, Ld

Clstlnmed Clstmrned Ci

~Cystine 500 mg (0’ || TS —————— 500 mg L-Cystine{ M. ).
\g{r idoxin hydroclorid... ..50mg Pyridoxine hydrochloride...........50 mg Pyridaxinfhydr /
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NHAN HOP CISTINMED

Kich thuéc:  (Hop 3 vix 10 vién)
Dai: 117 mm

Rong: 50 mm

(ao:  25mm

RX Prescription only = Q J\

Cistinme

L-Cystine.......ccereeees.. 500 Mg g
Pyridoxine hydrochloride....50 mg g gy B
o=
e il -
358 1
- 352 '
of 10 film coated tablets Sy 1_/
COMPOSITION: Each film coated tablet contains STORAGE: Store at the temperature not more than 30°C, 34
L-Cystine.... oKy ..500mg in adry place, protect from light. \.:
Pyridoxine hydrochloride.... 50 mg T
Excipients q.s. 1 film coated tablet N
INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:  Manufactured by- Z
Please refer lo the package insert GLOMED PHARMACEUTICAL COMPANY, Ltd i Y
KEEP OUT OF REACH OF CHILDREN. 35 Tu Do Boulevard, Vietnam-Singapore Industrial N
READ CAREFULLY THE LEAFLET BEFORE USE. Park, Thuan An, Binh Duong. /
> .
/1\ R, Thuéc ban theo don -
(o X - o
|14 ‘g
‘n (&)
[ . \\
e QL
S -
L-Cystine.....ccee. -..500 mg
g Pyridoxin hydroclorid....50 mg

THANH PHAN: M&mmmprummua BAO QUAN: Bé noi khd réo,
L-Cystine. .. ..500mg tranh anh sang, nhiét 65 khng
Pyndmunh mdocﬂ Joe— T qua 30°C
Té durgc vira 60 1 vién nén bao phim SDK/ REG. No:
CHI DINH, LIEU LUQNG, CACH DUNG, CHONG
gmmuu VA CAC THC‘I’NbG TIN KHAC VE SAN  San xuét bari:

M: Xin doc tér huéng dén sir dung. CONG TY TNHH DUQC
DE XA TAM TAY CUA TRE EM. BOC KY HUONG 35 Dai L6 Ty Do, KCN Vi
DAN SU DUNG TRUOC KHI DUNG. Thuén An, Binh Duong
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NHAN HOP CISTINMED (Hop 5 vix 10 vién)
Kich thuac:

Dai: 1177 mm

Rong: 50 mm

(a:  35mm

Prescription on
Ry ption only

$4 16 SX / Batch No.:
NSX / Mfg. Date:
HD | Exp. Date

Cistinmed STORAGE: i gt o o R

COMPOSITION: Each film coated tablet contains

e 500 mg

Pyridoxine hydrochlofide....................c........... 50 mg

Excipients q.s. 1 film coated tablet.

INDICATIONS, DOSAGE, ADMINISTRATION,

CONTRAINDICA Manufactured by:

TIONS AND OTHER INFORMATION:

Please refer to the package insert. GLOMED PHARMACEUTICAL COMPANY, Ltd
KEEP OUT OF REACH OF CHILDREN. 35 Tu Do Boulevard, Vietnam-Singapore
READ CAREFULLY THE LEAFLET BEFORE USE.  Industrial Park, Thuan An, Binh Duong.

Rx Thubc ban theo don

v
Cistinmed

L-Cystine.......ce0..... 500 Mg
Pyridoxin hydroclorid....50 mg

Cistinmed BAO QUAN: D& noi kh réo, trénh &nh séng, \

nhiét 49 khdng qua 30°C.
THANH PHAN: M&i vién nén bao phim chira
R e 500 mg SBK/ REG. No:
Pyridoxin hydrodlofid. ..................o....ccooooeeveeeece. 50 mg
Té dugc vira dl 1 vién nén bao phim._
CHI BINH, LIEU LLPONG, CACH DUNG, CHONG .
CHI DINH VA CAC THONG TIN KHAC VE SAN San xudt béi:
PHAM: Xin doc t& huémg din sir dung. CONG TY TNHH
DE XA TAM TAY CUA TRE EM. . 35 Bai Lo Ty DoJK
DOC KY HUONG DAN SUF DUNG TRUOC KHI DUNG. Thuén An, Binh
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NHAN Vi CISTINMED

Kich thudc: (Vi 20 vién)
Dai:  112mm
Rong: 95mm

GISUIMIEU USUmeu  GISuUn

L-Cystine. 500 mg L-Cystine....
Pyridoxin hydroclorid..... e 30 TG Pyridoxine h\rdloc hloride.

L-Cystine_.____
Pyridoxin hydrocic

bHAM GLOMED & CONG TY TNHH DUGC PHAM GLOMED & CONG TY TNHH DUGC PHAM GLOMED
AL COMPANY, Lad e GLOMED PHARMACEUTICAL COMPANY, Lid \"- GLOMED PHARMACEUTICAL COMPANY, Lid

Cistinmed Cistinmed Cisti

ot

L-CYStNe. oo 500 mg LC st icicivinismniaoniaia 500 mg L-Cystine.._.
Pyridoxin hydroclorid.. e 50 mg Pyridoxine hydrochloride..... .50 mg Pyridoxin hydro(lc
o
x
PHAM GLOMED @ CONG TY THHH DUGC PHAM GLOMED Gl CONG TY TNHH DUQC PHAM GLOMED
AL COMPANY, Lt NG EUTICAL Ld NEMES  GLOMED PHARMACEUTICAL COMPANY LI o
L-Cystine. L-Cystine. e L-Cysting. .
Pyridoxin hydroclorid.. .- 50 rng Pyridoxine hydrochlori Pyridoxin hydrocl:
PHAM GLOMED CONG TY TNHH DUGC PHAM GLOMED @ CONG TY TNHH DUGC PHAM GLOMED ;
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HUGONG DAN SU DUNG THUOC CHO CAN BO Y TE

CISTINMED |

Vién nén bao phim |

1. Thanh phin
M3i vién nén bao phim chira: ‘
Hoat chdt: L-Cystine 500 mg

Vitamin Bs 50 mg
Ta duge: Cellulose vi tinh thé 101, povidon K30, croscarmellose natri, talc, magnesi stearat, hypromellose 2910 6¢p, macrogol 6000,
titan dioxyd, sit oxyd vang, quinoline yellow lake.

2. Dang bao ché: vién nén bao phim

3. Dugc lyc hoc va duge djng hoe

Dugc lyc hoe

Nhém duge Iy: Vitamin, céc két hop khéc.

Mid ATC: A11JC

L-Cystine 12 mot acid amin c6 chira lwu huynh va la mt trong nhimg thanh phén thiét yéu ciia téc va méng. L-Cystine tham gia vio

qua trinh tdng hop keratin cia téc va méng. N6 thic ddy sy ting sinh clia céc té bao mim & céc ving tao chit simg va c6 anh hudng
dén sy tang trudng clia toc va mong.

Vitamin B¢ 12 mot nhan t6 cin thiét cia L- Cystine. N6 gitip cho L-Cystine thdm nhdp vao viing tao chét simg. Khi vao co thé, vitamin
Bs bién dbi thanh pyridoxal phosphat va pyridoxamin phosphat.

Sur két hop L-Cystine va vitamin Bs kich thich sy ting trudng cua téc va méng.

Dugce dpng hoc

L-Cystine: Thong tin vé duge dong hoc cia L-Cystine con han ché.

Vitamin Be

Pyridoxin dugc hdp thu nhanh chéng qua dudng tiéu héa sau khi ubng va dugc bién di thanh céc dang c6 hoat tinh gdm pyrido
phosphat va pyridoxamin phosphat. Cc chat ndy phén 16n dy trir & gan va bj oxy héa thanh acid 4-pyridoxic va céc chét chuyén/
khong hoat tinh khéc, va dugc thai trir trong nude tiéu. Khi liéu ding vugt qua nhu cdu cia co thé, lrgng thira s& thai trir qua nu
duéi dang khong ddi. Pyridoxal qua dugc nhau thai va phan b trong sira me.

4. Quy cdch déng géi:

Hop 3/5/10 vi x 10 vién nén bao phim.
Hdp 3/6 vi x 20 vién nén bao phim.

5. Chidinh

Thude duge chi dinh trong:

- Vén d& lién quan dén toc: rung téc, téc chg, toc dé gay... Pjc biét, rung toc timg mang, rung téc :‘:cﬁyﬂbﬁau sang chén, phiu

thugt, nhiém tring, hdu san, ding mot sé thudc), rung téc do ndi tiét td nam.
- Loan dudng méng: méng d& gy, mong qué mém, méng bj tich doi, méng moc chdm... Ngoaj ra, thubc con duge ding trong ném

méng vi thudc gitip méng moc nhanh homn, gitp ting hiéu qua clia thudc khéng ndm. '
- Cham lién seo gidc mac.
6. Liéu ding va cich ding
Ding dudng ubng, trong 2 — 3 théng.
Ngudi 16m: 2 vién/ 14n, ngay 2 lan.
Tré em cin ning duéi 15 kg: 1 vién mdi ngay.
Tré em cin ning trén 15 kg: 1 vién/ 1in, ngay 2 lan. [
Rung téc do ndi tiét t& nam: 2 vién/ 14n, ngay 2 l4n, trong 2 théng lién tuc, va ngung 1 théng hojc ding 15 ngay mdi théng. '
Nén ubng thudc cling véi bira an.
7. Chéng chi djnh
Qué min cim véi L-Cystine hodic pyridoxin hay véi bét ky thanh phan nao cta thudc.
Cystine nigu.
Réi loan chirc niing than ning.
8. Luu ¥ va thin trong
Khong ding véi céc thue khéc ¢6 chira L-Cystine, vitamin Bs. ,
Sau thoi gian dai ding pyridoxin véi lidu 200 mg/ngay, c6 thé da théy biéu hign ddc tinh than kinh (nhu bénh than kinh ngoai vi ning
va bénh thin kinh cam gi4c nang). Ding lidqu 200 mg mdi ngay, kéo dai trén 30 ngdy c6 thé gay hdi chimg I& thude pyridoxin.
Sir dyng thuc cho phy nir ¢6 thai va cho con bii: Khong ding thudc cho phu nir ¢6 thai vi ¢6 thé gay hoi chimg 1& thude pyridoxin & |
tré so sinh. Khong nén ding thudc khi cho con bu.




9. Tuong tic ciia thude véi cac thube khic vi cdc dang trong tic khic
L-cystine: Khong c¢6 béo céo.

Vitamin Be:

- Vitamin Be lam giam téc dung cta levodopa trong diéu tri bénh Parkinson.

- Vitamin Bs lam giam ndng d9 phenytoin va phenobarbital trong huyét thanh.

10. Téc dung khdong mong mudn

- Dung lidu 200 mg/ngay va dai ngay (trén 2 thang) c6 thé gy bénh thén kinh ngoai vi néing, tién trién tir déng di khong vimg va té cong |
- ban chan dén té cong va vung v& ban tay. Tinh trang ndy c6 thé hdi phuc khi ngimg thuée, méc di vAn con dé lai it nhidu di chimg. :

Budn ndn va non.
Hiém gap: Tiéu chay, khét nuéc, dau bung nhe.

Ngung sir dung va hoi Y kién bdc st néu: Xuét hién céc trigu chimg mai bit thuong hay cac téc dung khong mong muédn kéo dai hogc
trd nén ning hon.

Théng béo cho béc s§ nhiing tac dung khdng mong mubn gip phii khi sir dung thubc.

11. Qua lidu va xir tri

Triéu ching:

L-cystine: Khong c6 bdo céo.

Vitamin Be: Té tr chi, cam gidc ngira ran, chudt rit co bép, bon chdn, mét moi, méit ngu.

Xir tri: Khong c6 thude gidi doc dic higu. Xir tri bing cach stc rira da day va didu tri triéu chimg.

| 12, Piéu kién bio quin: Dé noi kho rao, tranh anh sang, nhi¢t d§ khong qua 30°C.

' 13. Han ding: 36 théng ké tir ngdy san xuAt.

14. Tén, dja chi ciia co s& sin xuit:
CONG TY TNHH DUQC PHAM GLOMED

: Dia chi: $6 35 Pai Lo Ty Do, KCN Viét Nam — Singapore, thi xd Thuén An, tinh Bi g.

DT: 0650.3768823 Fax: 0650.3769095
15. Ngay xem xét, sira ddi, ¢ip nhit lai ngi dung huéng diin sir dung thude: 04/01/2017

Ngé Vin Huy




HUONG DAN SU DUNG THUOC CHO BENH NHAN

1- Tén san phim

Tén generic hoic tén chung qudc té: L-Cystine, Vitamin Be
Tén biét duge: CISTINMED

Thudc bén theo don.

Pé xa tAm tay ciia tré em.

Poc ki hwéng din sir dung truée khi dung.

Néu cin thém thong tin xin héi y kién bic si.

Thong béo ngay cho béc si nhirng tic dung khong mong muén gip phai khi sir dung thudc.

2- Thanh phin ciia thude

| Mdi vién nén bao phim chira:

Hoat chat: L-Cystine 500 mg
Vitamin B6 50 mg

| Td duoc: Cellulose vi tinh thé 101 , povidon K30, crosca}rmellose natri, talc, magnesi stearat,
hypromellose 2910 6¢cp, macrogol 6000, titan dioxyd, sat oxyd vang, quinoline yellow lake.

3- Mé ti san phim

CISTINMED: C6 dang vién nén bao phim, ding dé udng. >
M6 ta: Vién nén bao phim tron, mau vang, hai mit tron.
4- Quy cach dong goi
Hop 3/5/10 vi x 10 vién nén bao phim. =
Hop 3/6 vi x 20 vién nén bao phim. aq
5- Thubc dung cho bénh gi? -

Thubc duoc chi dinh trong:

- Vén dé lién quan dén toc: rung tdc, toc chg, toc dé giy... Pic biét, rung téc ting mang, rung toc |
lan toa cap tlnh (sau sang chén, phiu thuét, nhiém tring, hiu san, dung mdt so thude), rung toc
do noi tiét t6 nam.

".. Ngoai

- Loan dudng méng: mong dé gdy, mong qua mem mong bi tach d6i, méng m |
gitp tang hi¢u i

ra, thude con duge dung trong ndm mong vi thudc giip méng moc nhanh h
qua cua thudc khéng nam.

- Cham lién seo giac mac.

6- Nén diing thudc nay nhw thé nao va liéu lwgng?
Dung dudng ubng, trong 2 — 3 thang.

Ngudi 16m: 2 vién/ 14n, ngay 2 lan.

Tré em cin ning dwdi 15 kg: 1 vién moi ngay.

Tré em cin ning trén 15 kg: 1 vién/ 1an, ngay 2 1an.

Rung téc do ndi tict to nam: 2 vién/ 1an, ngay 2 lan, trong 2 thang lién tuc, va ngung 1 thang
hodc dung 15 ngay mdi thang.
Nén ubng thudc cing véi bira an.

7- Khi nao khong nén dung thube nay?
Qué min cam véi L-Cystine hodc pyridoxin hay véi bét ky thanh phin nao cia thude.

Cystine ni¢u. .
Réi loan chirc ning than ning. |
' 8- Tac dung khong mong muén '
Dung liéu 200 mg/ngay va dai ngay (trén 2 thang) co thé gdy bénh than kinh ngoai vi niang, tién
trién tir dang di khong vimg va té cong ban chén dén té cong va vung vé ban tay. Tinh trang nay

¢6 thé hdi phuc khi ngimg thudc, mic du van con dé lai it nhiéu di chimg.




Budn non va non. |
Hiém gdp: Tiéu chay, khat nudc, dau bung nihe.

Ngung sir dung va h01 y kién béc si néu: Xuat hién cac triéu chimg méi bat thuong hay céc tac
dung khong mong mudn kéo dai hogc trd nén nang hon.

Thong bio cho bic s§ nhirng tic dung khong mong mudn gip phai khi sir dung thudc.

9- Nén tranh ding nhirng thudc hodc thue pham gi khi dang dung thudc nay?

L-cystine: Khong c6 bao céo.

Vitamin Be:

- Vitamin Bs lam giam téc dung cta levodopa trong diéu trj bénh Parkinson.

- Vitamin Bs lam giam ndng d9 phenytoin va phenobarbital trong huyét thanh.

10- Cén lam gi khi mét 1An quén dung thudc?

Nén dung lidu da bo sot ngay khi nh¢ ra, Tuy nhién, néu gin dén thoi gian 1 ubng lidu ké tiép, bo

qua lidu d3 quén va ubng lidu ké tiép vao gitr thuong 1¢. Khong udng lidu gip dbi dé bu cho lidu
bd sét.

11- Cin bio quén thudc nay nhwr thé nao?

Pé noi khd rdo, tranh anh sang, nhiét d6 khong qua 30°C.

12- Nhimng d4u hiéu va triéu ching khi ding thudc qua liéu

Triéu chung:

L-cystine: Khong c6 bao céo.

Vitamin Bs: Té t chi, cam gidc ngira ran, chudt rit co bip, bdn chdn, mét moéi, mat ngu.

13- Cén phii lam gi khi ding thudc qua liéu khuyén cdo?

Xir tri: Khong c6 thude giai doc dic hiéu. Xir tri bing cach sic rira da day va diéu tri triéu chimg.
14- Nhirng didu cin thin trong khi ding thudc nay?

Khéng ding véi cc thude khéc c6 chira L-Cystine, vitamin Be.

Sau thoi gian dai dung pyrldoxm v6i liéu 200 mg/ngay, co thé da thdy biéu hién doc tinh thin
kinh (nhu bénh thin kinh ngoai vi ning va bénh than kinh cam gi4c ning). Ding liéu 200 mg mdi
ngay, kéo dai trén 30 ngay co thé gy hoi chimg 1€ thudc pyridoxin.

St dung thudc cho phu nir ¢6 thai va cho con bu: Khong dung thude cho
thé gay hdi ching 1€ thudc pyridoxin & tré so sinh. Khong nén dung thudc kHi
Anh huéng Ién kha niing l4i xe va viin hanh miy méc: Thubc khong anh hudng dén kha ning
14i xe va van hanh may moc.

thai vi ¢6
con bu.

15- Khi nao cin tham vin béc si?
Nén tham vén béc si trong nhitng trudng hop sau:
Khl thuoc khong dat duqc hJeu qua tri liu nhu mong muon trong qua trinh dleu tr1

16- Han dung ciia thudc

36 thang ké tir ngdy san xuat. U '"M\' "

\ HAM *|
17- Nha san xuit/chi sé hitu glay phép ding ky san pha .

- [ED /&
CONG TY TNHH DUQC PHAM GLOMED ,%/\,p
Dia chi: 35 Dai Lo Ty Do, KCN Viét Nam — Siugapnse; #iuGNG 18

Thuén An, tinh Binh Duong. P.TRUONG PHONG
| 18- Ngay xem xét sira dbi, cip nhit lai ndi dung hwang_d%&uﬂﬁgfﬁuge// FOH/91/2017 ‘




