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Composition : Each ml contains : Cyclosporine 100mg
Appearance

: Light yellow-yellowish brown colored oral microemulsion -
solution with oily smell.

Directions for Use

« Use as directed by the physician.

+ Keep out of the children’s reach. Batch No:

+ For more details, see the leaflet. 0. Onke's cmmiysyy
* Store below 30°C in a tight container. Exp. Data : ddimmiyyyy

Rx. Thudc ban theo don
Dung djch udng CKDCIPOL-N 100mg/ml

M&i ml dung dich udng chira Cyclosporin 100mg duéi dang vi nhii tuong.
Hop 1 chai 50 ml. SPK:

Chi dinh, céich dung, ching chi djnh va cic théng tin khic:

xin xem t& huéng din sir dung kém theo.

Bio quan: ¢ nhiét d6 dudi 30 °C, trong bao bi kin.

8616 SX, NSX, HD xem “Batch No”, “Mfg. Date”, “Exp. Date” trén bao bi. AN

Dé xa thm tay tré em. Doc k hwréng din sir dyng trwée khi ding.
Sén xuét tai: CHONG KUN DANG PHARMACEUTICAL CORP.
797-48 Manghyang: up, Seobuk-gu, Ch i
Chungcheongnam-do 331-831, Han Quéc.

DNNK:

Cyclosporine Microemulsion

CKDCIPOL*N

50mi
Oral Solution

100mg/mli

Non—Coating
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CIPOL - N Oral Solution Label Size :87x44

I & |

Composition : Each ml contains : Cyclosporine 100mg
: Light yellow-yelk brown colored
oral microemulsion solution with oily smell

Directions for Use

« Use as directed by the physician.

« Keep out of the children’s reach.

« For more details, see the leaflet.

* Store below 30°C in a tight container.

100mg/mL
Batch No
Mfg. Date

ChongKunDang
B Exp. Dutn

JIC- 441
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Rx- Thudc nay chi ding theo don ciia bic sy

CKDCipol-N
Dung dich uong
Cyclosporin

THANH PHAN

Mbi ml dung dich udng chta Cyclosporin 100mg dudi dang vi nhil tuong.

Ta duoc: Medium Chain Triglycerid, Mono- va Di-glycerid, PEG-8-glyceryl Linoleat
(Labrafil), Polyoxyl 40 Hydrogenated Castor oil, Poloxamer, Propylene Carbonat, dl-o —
Tocopherol.

DUQC LUC HQC

Cyclosporin la mot san phém chuyén héa cua nam, co tac dung giam mién dich manh, héu
nhu khong doc hai véi tiy nhung doc hai voi than rd rét. Pac biét dugce st dung trong ghép
o quan va mo dé du phong loai bo manh ghép sau khi ghép tiy xuong, than, gan, tuy, tim va
tim - phoi, va dé du phong bénh do manh ghép gay cho nguoi nhan (bénh "vat ghép chong
vat chu").

Hiéu luc cua cyclosporin 1a do uc ché dac hiéu va c6 hdi phuc cac té bao lympho c6 kha nang
mién dich & pha G va G cia chu ky té bao lympho. Céc t& bao lympho T wu tién bj trc ché.
Té bao T - hd trg 1a muc tiéu chinh, tuy té bao T - Grc ché cling cé thé bi anh hudng.
Cyclosporin ciing trc ché san xuat va giai phéng cac lymphokin bao gdm chii yéu interleukin
-2.

Khong thay c6 tac dung trén chirc nang thuc bao (thay doi vé xuat tiét enzym, di chuyén hoa
ung dong cua bach cau hat, di chuyén dai thuc bao, thanh thai carbon in vivo) & m6 hinh suc
vét. Cyclosporin khong gay trc ché tily xwong & mé hinh stc vat va & nguoi.

DUQC PONG HQC

Cyclosporin, uéng duéi dang bao ché thong thuong, duge hap thu cham va khong hoan toan
v6i kha dung sinh hoc 20 - 50%. Kha dung sinh hoc cua dang vi nhil tuong 16n hon. Néng do
dinh trong huyét tuong dat 1,3 - 4 gio sau khi ubng. Bira an ¢ nhiéu chat béo 1am cham dang
ké hép thu cyclosporin & dang bao ché thong thuong, nhung khong 1am cham hap thu & dang
vi nhii tuong.

Cyclosporin c6 thé tich phan bé biéu klen tuong dbi 16n (13 lit’kg). Trong mau toan phan, 50
- 60% cyclosporin tich liy trong hong cau; 10 - 20% tong lugng thube trong tuan hoan két
hop voi bach cau; phan con lai két hop vGi protein huyét tuong. Nira doi thai trir khoang 6
gi0. Cyclosporin bi chuyen hoa phan 16n trong gan, cho hon 30 san phdm chuyén hoa.
Cyclosporin va cac chat chuyén hoa dugc bai tiét chu yéu qua mat vao phan; khoang 6%
duoc bai tiét qua nudc tiéu.

CHI PINH
¢ Chi dinh trong ghép tang
* Ghép tang dac
+ Ngin ngira thai bo manh ghép sau khi ghép cuing loai cac tang nhu than, gan, tim, phéi, hdn
hop tim-phdi hodc tuy tang.
+ Didu tri thai loai manh ghép & bénh nhan truée ddy da dung nhimg thuée e ché mién dich
khac.
* Ghép tuy xuong
+ Ngan ngura su thai manh ghép sau khi ghép tuy xuong.
+ Ngan ngura hogc diéu tri bénh manh ghép chdng lai vat chi (GVHD).
1]3



DU
https://nhathuocngocanh.com/



* Chi dinh trong cac bénh khong ghép tang

* Viem mang bo dao ndi sinh

+ Diéu trj viém mang bd dao trung gian hodc & phia sau de doa thi giac c6 ngudn gbe khong
nhiém khuéan & bénh nhan ma cach tri liéu quy udc da that bai hodc gdy nén nhiing tac dung
phu khong thé chép nhan duoc.

+ Diéu trj viém mang bd dao Behcet kém voi nhiing con viém nhéc lai, bao gém vong mac.
* Hoi chirmg than huw

Hoéi chimg than hu phu thudce steroid va khang steroid 6 nguoi 16n va tré em do cac bénh &
cau than nhu sang thuong tdi thiéu cua bénh than, xo cing tiéu cau than khu tra tung phén
hoac viém mang tiéu cau than.

CKDCipol-N c6 thé duoc dung dé tao tac dung thuyén giam bénh va duy tri bénh 6n dinh.
Ciing ¢6 thé dung dé duy tri su thuyén giam do diéu tri bang steroid, cho phép ngung dung
steroid.

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

* Bénh vay nén: Diéu tri bénh vay nén nghiém trong ¢ bénh nhan ma cach tri liéu thong
thuong khong con thich hop hodc mét tac dung.

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

LIEU LUQNG VA CACH DUNG

Liéu hang ngay cua CKDCipol-N Oral Solution can luén luén chia lam 2 lan dung.

Dung dich udng nén pha loang v6i nuGe €p cam hodc tao; tuy nhién, cac loai nude ubng khac,

nhu cac nude ngot co thé dung tuy thudce vao khau vi cua timg ngudi. Khéng dung nudc qua
buoi dé pha loang do co thé c6 tuong tac v6i hé enzym phu thude P450. Can phai }\hua}y that
déu ngay trude khi uong dung dich. Ong tiém khong duoc ti€p xuc voi dung dich. Néu ong
tiém can lam sach, thi khong dugc rira, ma chi lau bén ngoai bang vai kho.

Ghép tang

Ghép tang dac

Diéu tri véi CKDCipol-N can khoi dau trong vong 12 gid trude khi phau thuét véi liéu 10-15
mg/kg thé trong, chia lam 2 lan. Liéu luong nay can duy tri nhu liéu hang ngay, dung trong 1-
2 tuan sau khi phiu thuat, tru6e khi giam lidu dan dan theo ding véi nong do cta thude trong
mau cho ti khi liéu duy tri dat khoang 2-6 mg/kg, chia lam 2 lan ding trong ngay.

Néu dung ddng thoi voi cac chét e ché mién dich khac (vi du véi corticoid hodc 1a mét phan
cuia liéu phap 3-4 loai thudc), thi c6 thé ding liéu thép hon (vi du 3-6 mg/kg, chia lam 2 lan
trong tri liéu khoi dau).

O ngudi khong dung nap cyclosporine ubng, c6 thé truyén tinh mach lidu bang khoang 1/3
liéu udng trong 2-6 gid hodc lau hon; phai ngimg truyén tinh mach ngay khi ngudi bénh c6
thé dung nap thude udng, va khuyén cio cic bénh nhan chuyén sang ding dang ubng cang
sém cang tot.

Ghép tuy xwong

Ubng 12,5 - 15 mg/kg mdi ngay) tir ngay trude khi ghép cho t6i 2 tudn sau phau thudt, rdi
ubng 12,5 mg/kg mdi ngay trong 3 - 6 thang, sau d6 giam dan lidu udng (c6 thé dung cho téi
mot nam sau khi ghép).

Cic truong hop khong ghép tang

Viém mang bo dao noi sinh
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Dé gitip lam thuyén giam bénh, trude hét cho bénh nhan uéng mdi ngay 5 mg/kg, chia lam 2
lan, dung cho t&i khi thuyén giam viém, mang bo dao hoat dong va cai thién duogc thi luc.
Trong trudong hop khang lai, c¢6 thé tang lidu téi mi ngay 7 mg/kg trong mét thoi gian c6 han
dinh.

Dé dat dugc su thuyén giam ban dau, hodc dé chong lai cac con viém mit, ¢6 thé dung thém
corticoid duong toan than vai liéu hang ngay 1a 0,2-0,6 mg/kg prednisone hodc tuong duong,
néu chi riéng CKDCipol-N chua kiém soat dugc day du tinh trang bénh.

Dé diéu tri duy tri, can giam liéu dan dan cho t6i lidu hiru dung thip nhat va liéu nay khong
vuot qua 5 mg/kg/ngay trong thoi ky lui bénh.

Hgi chirng than hw

Dé lam thuyén giam bénh, 11eu khuyén cdo mdi ngay la 5 mg/kg (voi nguoi 16n) va 6 mg/kg
(vGi tré em), chia 1am 2 1an uéng, khi chuc nang than binh thuong, trir khi c6 protein-niéu.
V6i bénh nhan suy chic nang than, liéu khoi dau mdi ngay khéng nén vuot qua 2.5
mg/kg/ngay.

Nén phdi hogp CKDCipol-N véi lidu thip corticoid ding dudng udng, néu chi riéng
CKDCipol-N to ra khong du hi¢u luc, dac biét véi bénh nhan khang steroid.

Néu sau 3 thang diéu tri nhu trén ma khéng c6 cai thién thi nén ngimg dung thudc.

Cac liéu can diéu chinh theo ca thé bénh nhan, tuy thudc vao hiéu luc (protein-niéu) va d6 an
toan (trude hét 1a creatinin-huyét thanh), nhung khong duoc vuot qua 5 mg/kg/ngay (6 nguoi
16m) va 6 mg/kg/ngay (0 tré em).

Dé diéu tri duy tri, can giam liéu dan dan cho t6i muc thap nhat ma van con hiéu luc.

Viém khép dang thap

Trong 6 tuan diéu tri dau tién, liéu khuyén cao mdi ngay 1a 3 mg/kg. uéng lam 2 lan trong
ngay. Néu chua du hiéu luc, thi liéu hang ngay co thé tang dan dan khi d6 dung nap cho phép,
nhung khong duoc dung qua 5 mg/kg moi ngay. Dé dat duoc hiéu luc hoan hao, c6 thé can
kéo dai diéu tri CKDCipol-N téi 12 tuan.

Dé diéu tri duy tri, liéu luong nén chuan do theo ca thé bénh nhan, can ctr vao do dung nap.
C6 thé phdi hop CKDCipol-N v&i lidu thap cua corticoid va/hodc cia thue chong viém
khong steroid. Ciing c6 thé phéi hop CKDCipol-N voi lidu thdp methotrexat (ding timg tuan
1&) & bénh nhan ma khong cé dap tng day du néu chi dung riéng methotrexat, va ding trudc
hét 2,5 mg/kg CKDCipol-N, chia 1am 2 1an udng trong ngay, v6i su lya chon tang liéu khi do
dung nap cho phép.

Bénh vay nén

Do tinh hay thay d6i cua bénh nay, nén phai diéu tri theo ting ca thé. Dé gitip 1am thuyén
giam bénh, liéu khoi dau khuyén cao 1a mdi ngay 2.5 mg/kg, udng chia lam 2 lan. Néu sau 1
thang ma chua c¢ cai thién bénh, thi co thé tang dan liéu hang ngay, nhung khong dugc vugt
qua 5 mg/kg. Can ngung diéu tri v&i bénh nhan ma khong dap tmg véi cac ton thuong vay
nén trong 6 tuan dung voi liéu 5 mg/kg/ngay hodc voi bénh nhan ma lidu c6 hiéu luc khong
twong hop v6i cac chi dan da quy dinh vé d6 an toan.

Céc liéu khoi dau mdi ngay 5 mg/kg da dugc ching minh 1a dung v6i bénh nhan ma diéu
kién doi hoi cai thi¢n nhanh. M¢t khi da dat duge dap ing mong muén, thi co thé nging dung
CKDCipol-N va s€ quan Iy su tai phat dén sau bang cach bat dau lai CKDCipol-N voi lidu
¢6 hiéu luc trude do. Vi mot so bénh nhan, diéu trj duy tri tiép tuc c6 thé can thiét.

Dé diéu tri duy tri, liéu  luong can diéu chinh theo ca thé véi mirc lidu thip nhat c6 hiéu luc va
khong nén vugt qua mdi ngay 5 mg/kg.

Viém da co dia

Do tinh hay thay d6i clia bénh nay, nén phai diéu tri theo timg ca thé. Khoang liéu khuyén
céo la moi ngay 2,5-5 mg/kg, udng chia lam 2 lan. Néu liéu khoi diu mdi ngay 1a 2,5 mg/kg
khong dat dap img mong muon trong 2 tuan diéu tri, thi lidu hang ngay nén tang nhanh t6i toi
da la 5 mg/kg. Trong céac truong hop nghiém trong, thi sur kiém soat nhanh va day da cta
bénh nay sé dé dat hon, néu dung liéu khoi ddu mdi ngay la 5 mg/kg. Mot khi da dat dugce
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dap tmg mong mubn, thi co thé giam liéu dan dan va, néu co the nén ngimg dung thude. Co
thé quan ly su tai phat tlep theo cua bénh bang mot lidu trinh tiép tuc ciia cyclosporin

Mic dau liéu trinh 8 tun 1& c6 the du de tao tac dung lui bénh, nhung kéo dai 1 ndm cling
cho thay ¢6 hiéu luc va dung nap tét, mién la can tuan thu cac chi dan vé theo dbi.

Chuyén déi giira cac dang bao che ciclosporin duong udng

Viéc chuyén tir ciclosporin dang uéng sang mot dang uong khac can phai thén trong va c6 su
giam sat cua bac sy. V6i mot dang bao che méi can dugc diéu chinh nong do thude trong
méu dé dam bao rang ndng do ciclosporin van duy tri nhu khi ding dang bao ché truée do.
CHONG CHI PINH

Qué man véi cyclosporin hoac bat cir thanh phan nao cua dang thudc.

Nguoi mic bénh viém khdp dang thap va ngudi méc bénh vay nén ¢ chire nang than khong
binh thudng, tang huyét ap khong dugc kiém soat, hodc cac bénh ac tinh.

THAN TRONG

Chi dung cyclosporin dudi su gidm sat cia thay thuc co kinh nghiém vé liéu phap giam
mién dich. Viéc diéu tri nguoi bénh khi bét dau hoac méi khi c6 thay ddi 16m trong liéu phap
cyclosporin phai dugc thuc hién trong bénh vién co trang bi phuong tién xét nghiém va hdi
strc day du.

Maic du cyclosporin dugc dung ph01 hop véi corticosteroid, khong nén dung cyclosporin
dong thoi voi nhimg thude giam mién dich khac vi tang nguy co nhiém khuan va nguy co u
lymph6. Vi nguy co phan vé, chi truyen tinh mach cyclosporin cho nguoi bénh khong dung
nap dang thudc udng. Phai theo ddi can than biéu hién di ing ¢ nguoi duoc truyen tinh mach
cyclosporin. Khi truyen tinh mach cyclosporin, phai san sang trg gitip hé hap, cac bién phap
héi suc khac va cac thudc dé diéu tri phan vé.

Khi can thiét (vi du, khi kha nang hap thu thudc uong thay doi), phai diéu chinh lidu dé tranh
ngo doc do nong do thuoc cao trong mau hoac huyét tuong, hoac du phong su thai loai manh
ghép c6 thé xay ra do nong do thude thap. Viéc theo doi nong do cyclosporin trong mau hodc
huyét twong dic biét quan trong 6 nhimg ngudi dugc ghép gan ddng loai, vi su hdp thu thude
0 nhiing ngu01 nay c6 thé that thuong.

TUONG TAC THUOC

Nong do cyclosporin trong dich sinh hoc ¢ thé thay ddi do thudc hodc thirc an (vi du, nuéce
ép budi) tac dung trén cytochrom Psso 3A (CYP 3A) ¢ gan. Thudc lam giam nong do
cyclosporin gom carbamazepin, phenobarbital, phenytoin, rifampin, isoniazid. Thudc lam
ting nong do cyclosporin gom azithromycin, clarithromycin, diltiazem, erythromycin,
fluconazol, itraconazol, ketoconazol, nicardipin, verapamil.

Thude lam tang tic dung doc hai than cia cyclosporin la ammoglycomd amphotericin B,
acyclovir. Dung dong thoi cyclosporin va lovastatin ¢6 thé dan dén cac tac dung khong mong
muon bao gom viém co, dau co, tiéu hiy co van, suy than cép. Dung dong thoi voi nifedipin
lam tdng nguy co tang san loi. Dung déng thoi vai thude e ché mién dich khac lam ting
nguy co'u lymphé va nhiém khuén.

THOI KY MANG THAI ) o
Cyclosporin qua nhau thai. Chua c6 cong trinh nghién ciru day dii va c6 kiém chimg tot vé
dung cyclosporm cho phy nir mang thai. Chi dung cyclosporin trong thoi ky mang thai khi loi
ich du kién troi hon nguy co c6 thé xay ra véi thai nhi.

THOI KY CHO CON BU

Cyclosporin dugc phan b trong sira. Vi c6 thé ¢6 tac dung bat lgi nghiém trong véi tré bu
sira me, tranh khong cho con ba khi nguoi me dang dung cyclosporm

ANH HUO’NG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua c6 dir liéu nghién ciru anh huong cuia thudc dén kha nang lai xe va van hanh may moc.
TAC DUNG KHONG MONG MUON (ADR)

ADR thuong gap va quan trong vé 1am sang nhat cua cyclosporin la gay doc hai thén.

Thuong gap, ADR >1/100
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Tim mach: Tang huyét ap.

Da: Ram long, trimg ca.

Tiéu hoa: Phi dai l¢i, kho chiu ¢ bung, budn ndn, ndn.

Than kinh - co va xuong: Run, co ciing co chan.

Than: Ddc hai than.

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

It gap 1/1000 < ADR <1/100

Tim mach: Ha huyet ap, nhip tim nhanh, cam giac 4m, do bing.

Noi tiét va chuyén hoa: Tang kali huyét, giam magnesi huyét, tang acid uric huyét.

Tiéu hoa: Viém tuy.

Gan: Doc hai gan.

Than kinh - co va xuong: Viém co, di cam.

Ho6 hap: Suy ho hip, viém xoang.

Khéc: Phan vé, taing nguy co nhiém khuan, va nhay cam véi cac muc cuc do vé nhiét do.
Théng bdo cho bdc sy cic tic dung khong mong muén gdp phdi khi si dung thuéc.

QUA LIEU VA XU TRi

Triéu chimg

Qua liéu cyclosporin ¢6 thé gay nhirng tri¢u chimg chu yéu la tac dung khong mong mudn
thuong gap & mirc nang hon. C6 thé xay ra tac ‘dung ddc hai gan va doc hai than nhét thoi
nhung c6 thé hét sau khi thai trir hodc ngirng thude.

Piéu tri

Khi qué liéu cyclosporin udng cap tinh, phai lam sach da day biang cach gay non. Gay nén co
thé c6 ich cho dén 2 giod sau khi uong Neu ngudi bénh hén mé, c6 con dong kinh, hoac mat
phan xa hau, c6 thé rira da day néu c6 sin phuong tién dé phong tranh nguoi bénh hit phai
chat thai trir da day. Tién hanh diéu tri hdi sic va triéu chimg. Thim tach mau khéng lam
tang thai trir cyclosporin. Khi xay ra qua liéu cyclosporin, ngimg thudc trong vai ngay, hoic
bat dau diéu tri v6i cyclosporin cach ngay cho t6i khi ngudi bénh 6n dinh.

QUI CACH PONG GOI: Hop 1 chai 50ml va mot kim bom dong thude.
TIEU CHUAN: TCCS

BAO QUAN O nhiét do khoéng qua 30°C trong bao bi kin.

HAN DUNG: 36 thang ké tir ngay san xuat.

Khong dung thuéc khi di qud han sir dung.

Doc ky huong dén sir dung trueéc khi diing.
Néu can thém thong tin, xin hoi y kién bdc si.
Tranh xa tam tay tré em.

San xudt tai:

CHONG KUN DANG PHARMACEUTICAL CORP.

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