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CKDCIPOL- Nm

Rx. Thuéc bdn theo don !’
Vién nang mém CKDCIPOL-N 25mg
Mdi vién chu’a Cyclosporln 25mg dudi dang vi nhi tuong.

Hop : 10 vix 5 vién nani‘"
ch dlnll. céch diun g chi dinh va céc théng tin khéc:
Xin xem té& hudng d gl"l sif dung bén trong hdp.

Bdo quan: & nhiét 46 khong qué 30°C, Tranh Sm vaanh sang

S48 16 SX, NSX, HD xem "Batch No’, Mfg. Date”, "Exp Date”
Dé xa tdm tay tré em. Boc ky huding ddn sit dung trude khi ding.

CKDCI PO L-N - PR Cyclpne Microemulsion

Composition : 25mg

(a microemulsion formulation of cyclosporine). @
Each capsule contains : Cyclosporine 25mg

Appearance : Gray colored soft capsule containing

light yellowish viscous liquid. cy cl 0s p Ol'ine

Indications :
For detailed information, please refer to an enclosed insert paper.

e 25mg

- Use as directed by the physician. Batch No :

Béng HON%GI va xufit xuéng béi:

KUN DANG PI-IRWCEUTICAL CORP.
Bia chl: 797-48 Manghyang-ro, Seonggeo-eup, Seobuk-gu, Choenan-si,
Chungcheongnam-do 331-831, Han Quéc.

- Protect I'ro::t heat and rr:amure. = San xuft béi:
: ?g:p mg’uet 3:35 m;ledereur::lr::ﬁ Mfg. Date : K Ao bNG SUI-IEIEING CAPSULE PHARMACEUTICAL CO., I.'I'|I1).
' \ / " Pia chi: Osongsaengmyeong-ro 61, Osong-eup, Cheongwon-gun,
- Do not store above 30°C Exp. Date : DNNK €3 ngcheoﬂgbul( o,{le;:'; ubc . .
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Rx. Prescription Drug

Cyclosporine Microemulsion CKDCIPO L-N o

I R— C K D C I PO Lo Gompinin 25mg

(a microemulsion formulation of cyclosporine).
Each capsule contains : Cyclosporine 25mg
Appearance : Gray colored soft capsule containing
i light yeliowish viscous liquid.
CYCIOS pon ne Indications :

For detailed information, please refer to an enclosed insert paper.

Directlons for Use

- Use as directed by the physician.  Batch No :
- Protect from heat and moisture.

- Keep out of the children's reach. Mfg. Date :
+ For more details, see the leaflet.

- Do not store above 30°C Exp. Date :
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Rx- Thuéc niv chi ding theo don ciia bdc sf

CKDCipol-N 25mg,100mg
Vién nang mém
Cyclosporin

THANH PHAN

M®i vién chira Cyclosporin 25mg hodc 100mg dudi dang vi nhii twong.

Td dwoc: Medium Chain Triglycerid, Mono- and Di-glycerid, Linoleoyl Polyoxylglycerid,
Polyoxyl 40 Hydrogenated Castor Oil, Poloxamer, Propylen Carbonat, dl - o -Tocopherol,
Gelatin, Glycerin ddm dac, Dung dich D-Sorbitol (70%), Ethyl Vanillin, Titan Oxid, Oxid sat
den.

DUQC LUC HQC

Cyclosporin 1a mdt sén phim chuyén héa cta nim, ¢6 tic dung giam mién dich manh, hau nhu
khéng ddc hai voi tiy nhung d6c hai véi thin rd rét. Dic biét dugc sit dung trong ghép co quan
vi m6 dé du phong loai bé méanh ghép sau khi ghép tiy xuong, thin, gan, tuy, tim va tim - phoi,
v dé du phong bénh do manh ghép gy cho ngudi nhén (bénh "vat ghép chéng vt chi”).

Hleu lgc cta cyclosporin 12 do @c ché dic hiéu va co héi phuc cdc té bao lympho c6 kha nang
mién dich & pha Go vh G| clia chu ky te bao lympho. Céc t€ bao lympho T wu tién bj e che. Te
bao T - hd trg 1a muc tiéu chinh, tuy té bao T - trc ché clng ¢o6 the bi anh hudéng. Cyclosporin
ciing tre ché san xudt va gidi phong céc lymphokin bao g6m chi yeu interleukin - 2.

Khong thiy c6 téc dung trén chire néng thue bao (thay d6i v& xudt tiét enzym, di chuyén héa tmg
dong cuia bach cau hat, di chuyen dai thuc bao, thanh thai carbon in vivo) & mé hinh sic vat.
Cyclosporin khéng giy (e ché iy xwong & mé hinh stic vat va & nguoi.

DUQC PONG HQC

Cyclosporin, udng duéi dang bao ché théng thudng, dwoc hip thu chdm va khong hoan toan voi
kha dyng sinh hoc 20 - 50%. Kha dung sinh hoc cua dang vi nhil tuong 16n hon. Néng d6 dinh
trong huyét twong dat 1,3 - 4 gio sau khi udng. Bira dn cé nhiéu chat béo 1am chdm dang ké hép
thu cyclosporin & dang bao ché théng thuong, nhumg khéng lam chim hip thu & dang vi nhd
tuong.

Cyclosporin cé thé tich phan bd biéu klen tuong d01 ton (13 lit/kg). Trong méu toan phan 50 -
60% cyclosporin tich liiy trong héng cdu; 10 - 20% tong lrgng thude trong tudn hoan két hop véi
bach ciu; phin con lai két hop véi protein huyét twong. Nira doi thai trir khoang 6 gid.
Cyclosporin bi chuyén héa phf“m’l('m trong gan, cho hon 30 san pham chuyén héa. Cyclosporin va
cdc chat chuyén hoa dugc bai tiét chi yéu qua mat vao phén; khodng 6% duge bai ti€t qua nuée
ticu.

CHi PINH

s Chi dinh trong ghép tang

* Ghép tang dic

+ Ngan ngira thdi b6 manh ghép sau khi ghép cung loai c4c tang nhu thin, gan, tim, phéi, hén
hop tim-phéi hodc tuy tang.

+ Diéu trj thai loai manh ghép & bénh nhan trude ddy di diing nhing thudc trc ché mién dich
khac.

* Ghép iy xuwong



+ Ngan ngura su thai manh ghép sau khi ghép tuy xuong.

+ Ngan ngtra hodc diéu tri bénh manh ghép chdng lai vat chu (GVHD).

¢ Chi dinh trong cic bénh khong ghép tang

* Viem mang bé dao noi sinh

+ Diéu tri viém mang b dao trung gian hoac & phia sau de doa thi gidc c6 ngudn gbc khong
nhi®m khuan & bénh nhan ma cach tri liéu quy udc di thét bai hoac gay nén nhimg tic dung phu
khong thé chap nhén duoc.

+ Diéu tri viém mang bd dao Behcet k&ém v6i nhitng con viém nhéc lai, bao gdm véng mac.

* Hoi chung than hue

Hoi ching than hu phy thudce steroid va khang steroid & nguoi 16n va tré em do cic bénh ¢ ciu
than nhu sang thuong téi thiéu ciia bénh than, xo cimg tiéu ciu than khu trd timg phén hodc viém
mang tiéu ciu than.

CKDCipol-N c6 thé dugc dung dé tao tac dung thuyén giam bénh va duy tri bénh 6n dinh. Ciing
¢6 thé diing dé duy tri sy thuyén giam do diéu trj bing steroid, cho phép ngimg diing steroid.

* Viém khép dang thdp: Diéu tri viém khop dang thap nghiém trong, dang hoat dong.

* Bénh vay nén: Diéu tri bénh vay nén nghiém trong & bénh nhan ma cach tri liéu thong thudong
khong con thich hgp hodc mat tic dung.

* Viém da co dia: Dung CKDCipol-N & bénh nhén bi viém da co dia nghiém trong khi can dén
diéu trj toan than.

LIEU LUQNG VA CACH DUNG

Nén dung cung voi thire an, c4n nudt ca nang thudc. Tranh ding chung véi nudc buoi.

Xdc dinh liéu cyclosporin cho timg ca nhén; diéu quan trong la theo déi ndng dd cyclosporin
trong mau hogc huyét tuong de x4c dinh lidu. ﬂ’i/{ >
Phai dung dang cyclosporin udng theo mét thoi biéu én dinh vé thoi gian trong ngay va su lién  “
quan v&i céc bira an.

Ghép tang

Ghép tang dac

biéu tri véi CKDCipol-N can khéi déu trong vong 12 gior trudc khi phau thuét véi lidu 10-15
mg/kg thé trong, chia 1am 2 lan. Liéu lwgng nay cin duy tri nhu liéu hang ngay, ding trong 1-2
tudn sau khi phu thuat, truéc khi giam lidu dan dan theo diing v&i ndng d6 cua thude trong mau
cho ti khi liéu duy tri dat khoang 2-6 mg/kg, chia 1am 2 14n ding trong ngay.

Néu ding dbng thoi vai cic chat irc ché mién dich khac (vi du véi corticoid hodc 1a mét phan
cua liéu phép 3-4 loai thudc), thi c6 thé ding liéu thap hon (vi du 3-6 mg/kg, chia 1am 2 lan trong
tri liéu khoi dau).

0 nguoi khong dung nap cyclosporine uéng, c6 thé truyén tinh mach liéu béng khoang 1/3 lidu
udng trong 2-6 gi& hoac 1au hon; phai ngimg truyén tinh mach ngay khi nguoi bénh cé thé dung
nap thudc udng, va khuyén cdo cic bénh nhan chuyén sang ding dang udng cang sém cang tét.
Ghép tiy xwong

Ubng 12,5 - 15 mg/kg mdi ngay) tir ngay trudc khi ghép cho t6i 2 tuan sau phiu thuat, rdi udng
12,5 mg/kg mdi ngay trong 3 - 6 thang, sau d6 giam dan liéu udng (c6 thé ding cho t&i mot nam
sau khi ghép).
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Cac trudmg hop khéng ghép tang

Viém mang bo dao ndi sinh

Dé gitip lam thuyén giam bénh, trudce hét cho bénh nhan udng mdi ngay 5 mg/kg, chia lam 2 14n,
ding cho t¢i khi thuyén giam viém, mang bo dao hoat ddng va cai thién duge thi luc. Trong
truong hop khang lai, c6 thé ting lidu t&1 mbi ngay 7 mg/kg trong mot thoi gian ¢6 han dinh.

Dé dat duoc sy thuyén giam ban dau, hodc dé chéng lai cic con viém mat, ¢6 thé dung thém
corticoid dudmg toan thén voi liéu hang ngay 1a 0,2-0,6 mg/kg prednisone hodc twong duong,
néu chi riéng CKDCipol-N chua kiém soat duge day du tinh trang bénh.

D& diéu 1ri duy tri, cAn giam li¢u ddn dan cho toi lidu hitu dung thap nhat va liéu nay khéng vuot
qua 5 mg/kg/mgay trong thdi ky lui bénh,

Hgi ching thian hwr

Dé lam thuyén giam bénh, lidu khuyén cdo mbi ngay 1a 5 mg/kg (v6i ngudi lon) va 6 mg/kg (v6i
tré em), chia 1am 2 14n uéng, khi chire néng théin binh thuong, trir khi ¢6 protein-niéu. V&i benh
nhén suy chire néng than, lidu khoi dau mbi ngay khéng nén vuot qud 2,5 mg/kg/ngay.

Nén phéi hop CKDCipol-N véi liéu thip corticoid diing dudémg udng, néu chi riéng CKDCipol-N
td ra khong di hiéu luc, déc biét vai bénh nhan khiang steroid.

Néu sau 3 thang didu trj nhur trén ma khéng c6 cai thién thi nén ngimg ding thube.

Cic lidu cAn diéu chinh theo c4 thé bénh nhén, thy thudc vao hiéu luc (protein-niéu) va df an
toan (truée hét 12 creatinin-huyét thanh), nhung khéng duge virot qui 5 mg/kg/ngay (& ngudi
lon) va 6 mg/kg/ngay (o tré em).

Dé diéu tri duy tri, can giam lidu dan dan cho 161 mirc thap nhat ma van con hiéu lyc.

Viém khop dang thip

Trong 6 1udn diéu tri ddu tién, liéu khuyén cdo mdi ngay la 3 mg/ke, udng 1am 2 1in trong ngay.
Néu chua di hiéu lue, thi lidu hang ngay c6 thé ting dan dan khi d6 dung ngp cho phép, nhung
khong dugce ding qua 5 mg/kg mbi ngay. Dé dat duge hidu luc hoan hao, ¢6 thé cin kéo dai dleu
tri CKDCipol-N t&i 12 tuan.

D& didu tri duy tri, lidu lugng nén chuin do theo cd thé bénh nhan, can ot vao d dung nap.

C6 thé phdi hgp CKDCipol-N véi liéu thip ctia corticoid va/shoic ciia thude chdng viém khéng
steroid. Ciing c6 thé phdi hop CKDCipol-N véi liéu thap methotrexat (ding timg tuin 18) & bénh
nhin ma khong c6 ddp ting day du néu chi dung riéng methotrexat, va dung trudc hét 2,5 mg/kg
CKDClipol-N, chia lam 2 lin ubng trong ngdy, véi su lua chon tang liéu khi 46 dung nap cho
phep.

Bénh vay nén

Do tinh hay thay ddi cha bénh nay, nén phai diéu tri theo timg ca thé. Dé giup lam thuyén giam
bénh, liéu khéi ddu khuyén cdo 1a mdi ngay 2,5 mg/kg, udng chia lam 2 lan. Néu sau 1 thang ma
chura c6 cai thién bénh, thi ¢6 thé tang dén lidu hang ngay, nhung khéng duge vurot qua 5 mg/ke.
Cin ngumng didu trj véi bénh nhan ma khéng dép ung vai céc tén thuong vay nén trong 6 tun
dung véi lidu 5 mg/kg/ngay hodc voi bénh nhan ma liéu cé hiéu lyc khong tuong hop véi céc chi
dén da quy dinh vé do an toan.

Céc liéu khoi ddu mdi ngay 5 mg/kg dd duoc chimg minh 13 ding v6i bénh nhan ma diéu kién
doi hoi céi thién nhanh. Mot khi da dat duge dép tmg mong muén, thi ¢6 thé ngimg ding
CKDCipol-N va s& quan 1y sy tdi phat dén sau bing cich bit déu lai CKDCipol-N véi lidu c6
hiéu Iy trude d6. Vi mot sé bénh nhén, diéu tr duy tri tiép tuc ¢6 thé can thiét.

Pé diéu tri duy tri, lidu lwong can diéu chinh theo c4 thé véi mic lidu thap nhat ¢6 hiéu luc va
khong nén vuot qua mdi ngay 5 mg/kg.

Viém da co dia

3|6
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Do tinh hay thay doi cna bénh nay, nén phai diéu tri theo timg ¢4 thé Khoang lidu khuyén cdo 1a
mdi ngay 2,5-5 mg/kg, ubng chia lam 2 lan. Néu liéu khoi ddu mdi ngay 1a 2,5 mg/kg khong dat
dap tmg mong mudn trong 2 tudn didu tri, thi liéu ‘hang ngay nén téng nhanh toi t6i da 1a 5
mg/kg. Trong cdc trudmg hop nghiém trong, thi sur kiém so4t nhanh va day dit cia bénh nay s& cle
dat hon, néu dung lidu khéi dau moi ngdy 1a 5 mg/kg. Mot khi dé dat dugce ddp ing mong muon
thi ¢6 thé giam liéu dan dén va, néu €0 thé, nén ngimg diing thude. C6 thé quan Iy su tai phét tiép
theo ctia bénh bing mdt lidu trinh tiép tuc cla cyclosporin

Mac dau lidu trinh 8 tudn 18 c6 thé du dé tao tdc dung lui bénh, nhung kéo dai 1 nam cling cho
thay c6 hiéu luc va dung nap tdt, midn 12 cén tuan thi cac chi din vé theo dbi.

CHONG CHi PINH

Qu4 man véi cyclosporin hogc bét cir thanh phan nao cua dang thuéc

Ngudi méc bénh viém khép dang l:hap va ngudi mic bénh vay nén ¢6 chire ning than khong binh
thudmg, ting huyét 4p khdng dugce kiém sodt, hoic cic bénh 4c tinh.

THAN TRONG

Chi dung cyclosporin dudi sy gidm sat cia thay thude co kinh nghiém vé liéu phip giam mién
dich. Viéc didu tri nguoi bénh khi bit ddu hodc mdi khi ¢6 thay d6i 16n trong liéu phdp
cyclosporin phai dugc thue hién trong bénh vign ¢ trang bi phuong tién xét nghiém va hdi stc
day da.

Mic di cyclosporin dugce dang ph01 hop véi corticosteroid, khong nén ding cyclosporin déng
thai véi nhimg thude giam micn dich khic vi ting nguy co nhiém khudn va nguy co u lymphs.

Vi nguy co phan vé, chi truyen tinh mach cyclosporin cho nguoi bénh khéng dung nap dang
thude udng. Phai theo doi cén thén bidu hién di ung ¢ nguoi duge truyén tinh mach cyclosporin.

Khi truyén tinh mach cyclosporin, phai sin sang trg gip hé hap, cdc bién phap hdi strc khic va
cac thuéc dé didu tri phan vé.

Khi cin thlet (vi du, khi kha ning hép thu thudce ubng thay ddi), phai didu chinh lidu dé trdnh ngd
doc do nong do thude cao trong mdu hodc huyét twong, hodc dw phong su thai loai manh ghép c6
thé x4y ra do ndng d6 thubc thip. Vide theo dai ndng d¢ cyclosporin trong mau hodc huyét tuong
dac biét quan trong & nhitng ngudi duge ghép gan dong loai, vi sy hdp thu thudc & nhiing ngudi
nay c6 thé that thuong.

TUONG TAC THUOC

Nong do cyclosporin trong dich sinh hoc ¢6 thé thay ddi do thudc hodc thirc an (vi du, nude €p
buoi) tac dung trén cytochrom Pasg 3A (CYP 3A) ¢ gan. Thude lam giam nong 46 cyclosporin
gom carbamazepin, phenobarbital, phenytoin, rifampin, isoniazid. Thubc lam ting ndng d6
cyclosporin gbém azithromycin, clarithromycin, diltiazem, erythromycin, fluconazol, itraconazol,

ketoconazol, nicardipin, verapamil.

Thudc 1am tang tdc dung ddéc hai than cia cyclosporin la_aminoglycosid, amphotericin B,

acyclovir. Dung dong thoi cyclosporin va lovastatin c6 the din dén cic tic dung khéng mong
muén bao gom viém co, dau co, ti€éu huy co vén, suy than cap Dung dong thoi voi nifedipin lam
tang nguy co tang san lgi. Dung ddng thdi véi thube e ché mién dich khdc 1am ting nguy co u
lymphd va nhiém khuan,

THOI KY MANG THAI

Cyclosporin qua nhau thai. Chua cé ¢éng trinh nghién ciru dy da va 6 kiém chimg tot vé ding
cyclosporin cho phy nir mang thai. Chi ding cyclosporin trong thai ky mang thai khi lgi ich dy
kién tri hon nguy co ¢6 the xay ra voi thai nhi.

THOI KY CHO CON BU
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Cyclosporin dugc phin bé trong stra. Vi c6 thé ¢6 tac dung bét loi nghiém trong véi tré bii sita
me, tranh khong cho con bu khi ngudi me dang ding cyclosporin.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua ¢6 dit liéu nghién ciu anh hl.rcmg clia thudc dén kha niing 14i xe va van hanh may méc.

TAC DUNG KHONG MONG MUON (ADR)

ADR thudmng gap va quan trong vé 1am sang nhét ctia cyclosporin la gdy déc hai than.

Thuong gap, ADR >1/100

Tim mach: Tang huyét dp.

Da: Rdm 16ng, tring ca.

Tiéu héa: Phi dai 1gi, khé chiu & bung, budn nén, ndn.

Thén kinh - co va xwong: Run, co cimg co chan.,

Thén: Poc hai than.

Hé than kinh trung wong: Co giat, nhirc dau.

It gdp 171000 < ADR <1/100

Tim mach: Ha huyet 4p, nhip tim nhanh, cam giic 4m, do bimg.

N6i tiét va chuyén héa: Tang kali huyét, giam magnesi huyét, ting acid uric huyét.

Tiéu héa: Viém tuy.

Gan: Bdc hai gan.

Thén kinh - co vi xuong: Viém co, di cam.

H6 hap: Suy ho hép, viém xoang.

Khéc: Phan vé, tang nguy co nhiém khuén, va nhay cam vdi cdc mire cye db v& nhiét do. |
Thong bdo cho bac sy cdc tac dung khong mong muén gp phai khi sit dung thuéc. 4z
QUA LIEU VA XU TRIi &
Trigu chitng

Qu4 liéu cyclosporin cé thé gy nhing triéu chimg chu yéu 1a tic dung khong mong mudn
thudmg gap ¢ murc ning hon. C6 thé xay ra tdc dung doc hai gan va ddc hai than nhét thdi nhung
c6 thé hét sau khi thai trir hodc ngimg thube.

Diéu tri

Khi qud liéu cyclosporin ubng cap tinh, phai 1am sach da day bing cdch giy non. Gay non c6 thé
¢6 fch cho dén 2 gio sau khi udng. Néu ngudi bénh hén mé, ¢6 con ddng kinh, hoic mét phan xa
héu, c6 thé rira da day néu c6 siin phirong tién dé phong tranh ngudi bénh hit phai chat thai trir da
day. Tién hanh diéu tr hdi sie va tridu chimg. Thim tich mdu khong lam tang thai trir
cyclosporin, Khi xay ra qué lidu cyclosporin, ngimg thudc trong vai ngdy, hoac bat dau dicu trj
véi cyclosporin cach ngay cho téi khi ngudi bénh 6n dinh.

QUI CACH PONG GOI: Hop 10 vi x 5 vign nang mém.

BAO QUAN O nhiét do khong qud 30°C.Tranh 4m va dnh sang.
HAN DUNG: 36 thang ké tir ngay san xut.

Khéng ding thudc khi di qud han sit dung.

Poc kj hudng dén sie dung trude khi diing.
Néu cén thém théng tin, xin héi ¥ kién bdc sf.
Trdnh xa tdm tay tré em.
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Dong gdi va xudt xuéng béi:

CHONG KUN DANG PHARMACEUTICAL CORP.

797-48 Manghyang-ro, Seonggeo-eup, Seobuk-gu, Choenan-si, Chungcheongnam-do 331-831,
Han Quéc.

Sén xudt boi:

SUHEUNG CAPSULE PHARMACEUTICAL CO., LTD.

Osongsaengmyeong-ro 61, Osong-eup, Cheongwon-gun, Chungcheongbuk-do, Han Quéc.

PHO CUC TRUONG

Nouyén Vit Hling
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