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2. Cée ddu hidu luu ¥ vis khuyén céo khi dang thudce:

“Thuéc nay chi ding thee don thudc”

“Bé xa tdm tay tré em”

“Boc ki huting dan st dung truige khi ding”

3. Thanh phén cdng thitc thude: Méi vién nang mém chisa;

Thanh phan dudc chit: Calcitriol 0,25 mcg
Thanh phén 14 duge Diu ddu nanh, sunset yellow, nipagin, nipasol,
gelatin, glycerin, vanilin, sorbitol 70%, titan dioxyd, nudc tinh khiét,

4. Dang bao ché: Vién nang mém,

Vién nang mém, hinh cdu, mau cam, bé mjt nhin bang. Vién khd cam
khiing dinh tay, hén hop thudc bén trong idng, mau vang nhat.

5. Chi dinh:

Biéu chinh réi loan chuyén hoa calci va phosphat &@ bénh nhan loan
dudng xuong do than.

Biéu trj lodng xuong sau khi man kinh,

6. Céch ding, liéu ding:

* Cdch diing: Thudic ding duiing udng. €6 thé ufing thudc ic d6i hojc
lie no.

* Ligéu ding:

Loan dudng xuong do thdn:

Liéu khéi ddu hang ngay Ia 0,25 meg. & nhing bénh nhan binh thuting
hode ha calel huyét nhe, lifu ding 0,25 meg mdi ngay 13 0. NEu cde
thong 58 ldm sang va sinh hoa khbing tién trién theo chifu hudng ot sau
khodng 2 dén 4 tudn, cd thé tang liéu hang ngay thém 0,25 meg cich
khodng tir 2 dé&n 4 tudn. Trong gial doan ndy, cdn kidm tra ndng dé calci
trong huyét tudng it nhat 2 1én méi tulin, Néu ndng a9 calci huyét tudng
tang 1 mg/100ml (250 pmol/l) gi tr| binh thutng (9 -11 mg/100 ml,
hay 2250 - 2750 umolf), hobe néng dé creatinin’ huyét thanh ting
> 120 pmol/l thi cn phai giam liéu hodc tam thai ngung ding thufic cho
dén khi calci huyét tré wé binh thudng. Da 36 bénh nhén cb dap ing 16t
v liéu tir 0,5 3én 1 meg mbi ngay.

Lodng xuong sau man kinh:

Ligu khuyén cio 13 0,25 mcg. 2 lan/ngay.

Néng dd calci huyét va creatinin trong huyét thanh nén duge kiém tra
vao thang thir 1, 3 va thang thi & sau @6 mdi 6 thang.

Nguéi cao tudi: Kinh nghigm 13m sing trén bénh nhin caoc tudi cho thiy
6 thé sir dung nhu liéu khuyén €6 & ngUdi ion ma khong co hau qua
XL

Tré em: Sir an toan va hidu qué cla thude & tré em chua dugc nghién cdu
Ady dis 3¢ co thé dua ra khuyén cdo vé lidu luang. Cac dif litu han ché vé
vige st dung thudc & bénh nhi. Chi ding duéng ubng.

7. Chéng chi dinh:

Calcitriol chéng chi dinh:

Trong tat ca cac bénh lién quan dén ching tang calci huyét.

Bénh nhan cé bang chiing cia sy vai hda dc tinh.

Qud mén vai calcitriol (hodc tit ed cde thude cling nhom) hodc vai bt ky
thanh phdn nao cia thudc.

€6 du hiéu ré rang ngé ddc vitamin 0,

8. Canh bao va than trong khi diing thudc:

Giila vige didu trj bing calcitriol wi ting cald huyét cd méi tuong quan
chat ché.

Trang céc nghidn cdu trén bénh loan dudng xuong < ngubn géc do
thin, c6 gin 40% bénh nhin duge diéu tri bing calcitriol cd tang calc
hiryét. Néu tang dot ngét cung cip call da thay adi théi quen an udng
{nhy dn hodc udng nhiéu san phdm ché bién tr sia) hodc diung khéng
kiém sodt cac thudc cd chifa calcl c6 thé & gay tang calci huyét. Nén
khuyén bénh nhan chip hanh tét ché 48 an uding va théing bao cho bénh
rhdn vé nhing triéu ching cla tang cald huyét co thé xdy ra.

Bénh nhin ndm bat ddng lau ngdy, ching han sau phau thujt, dé ca
nguy co bi tang calcl huyét.

Bé&nh nhan cé chic nang than binh thudng, néu xdy ra ting calc huyét
man tinh cd thé sé phdi hgp val ting creatinin huyét thanh,

Bac biét thn trong khi diing cho bénh nhan c6 tién s bi sbi thén hoac
bénh mach vanh.

Calcitriol lam ting néng 44 cic phosphat vb co trong huyét thanh. Trong khi
téc dung néy dugc mong mudn & nhiing bénh nhan bi ha phosphat huyét,

<in phdi thin trong & bénh nhdn bi suy than, do nguy cd gay vbi héa lac
ché. Trong nhiing trudng hap nay, nén duy tri ndng 46 phosphat trong
huyét tuong & mie binh thuémg (2 48n 5 mg/100 ml, tuang (ing 0,65 d&n
1,62 mmol/l) bing cach ding eac chit tao phic chelat vdi phospho nhu
hydroxyd hay carbonat,

& bénh nhan bi cbi xuong khing vitamin D (cbi xuong giam phosphat
huyét gia dinh) va duoc diéu tri bing calcitriol, nén tidp tuc ding thém
phosphat bing dudng udng. Tuy nhién cling nén luu y dén khd ning
calcitriol co thé kich thich sy hdp thu phosphat & rudt, vi didu nay cb thé
lam thay d8i nhu cdu vé phosphat bé sung.

Mén déu din kiém tra ndng 40 calci, phospha, magnesi va phosphat
kidm trong huyét tuong, cing nhu ndng db ciia calel v phosphat trong
nudc tiéu trong 24 gid. Trong giai dogn diu didu trj bing calcitriol, nén
kidim tra néng da calci trong huyét tuong it nhét 2 Iin mdi tudn,
Calcitriol la chit chuyén hia cd hoat tinh manh rhit clia vitamin D, do d6
khéng nén ding kém thém nhing thudc khic cé chida vitamin D trong
thai glan didu trj bing calcitriol, nhdm trdnh tinh trang ting vitamin D
bénh Iy ¢o thé xay ra,

Néu chuyén tir didu tri bang ergocalciferol (vitamin D2) qua didu trj bing
calcitriol, o6 thé cdn phii dén nhidu thang 9& ndng dd ergocalciferol tra
wé gia tri ban dau.

Bénh nhan ca chiic nang than binh thuting duge diéu tri bing calcitriol
efin luu y tinh trang mét nude co thé xiy ra, va nén udng di nude.

Ta durgc:

Déu déu nanh tinh khiét o thé chita protein ddu nanh. Chuyén ludn
PhEur khing cd thi nghiém vé protein tén du, Chéng chi dinh vai bénh
nhén bi dj dng déu dau nanh.

Bé&nh nhan méc cic rdi loan di truyén hiém gap vé dung nap fructase
khéng nén st dung thudic nay.

Trong thanh phén thudc b chia sunset yellow cé thé gay phan Ung dj
ing cho mdt 56 ngudi nén cin thin trong vai nhiing bénh nhin cé co dia
di ting vai thanh phén nay.

Thubic ¢ chira nipagin, nipasol ¢ thé giy phdin (ng di tng {co thé phin
ung mudn).
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chura duee thist lap. Khéng ¢b nhiing nghién ciiu co kidm sodt tuong ddi
& nguidsl vé tac dung coa calcitriol c6 ngudn gde ngoai sinh trén thai kg va
suf phdt trién clia bao thai. Do dé, chl si dung calcitriol khi lgf ich didu trj
cao hon nhiéu so véi nguy cd cb thé xay ra cho bao thai.
*Théi ki cho con bui: Calcitriol co nguén gdc ngoal sinh duge bai tiét qua
siia me, co thé gy nhiing tic dung ngoal y chotrd, do d6 khéng nén cho
con bl trong thei gian diéu tr vdi calcitriol,

10. Anh huémg ciia thudc 1én khad nding lal xe, vin hanh mdy mdée: Cin
thin trong do thude ¢ nguy ca gdy tae dung khéng mong mudn 1a budn
ngu, dau diu, rdi loan cic gidc quan.

11.Tuang tac, tuong ky cha thube:

* Tueng tdc cila thube:

Huéng din ché d6 an kiéng, dac biét lidn quan dén cic chit bd sung
calci, trdnh diing cac thudc cd chia calei.

Diing déng théi vai thudc lai tidu thiazid 1am ting nguy co tang calei
huyét. & nhiing bénh nhin dang duge diéu tri bing digitalis, nén xac
dinh liéu calcitriol mgt cach cén than, vi chiing tang calei huyét & nhimg
bénh nhan nay ed thé gay rdi lean nhip tim,

Cé mot sir ddi khang vé chie nang gilra cie chdt giding vitamin D va
corticold: cic chat giGng vitamin D tag thudn Igi cho sy hdp thu calk
trong khi corticoid thi dc ch qud trinh nay.

Cac loal thudic c6 chita magnesi {vi dy antacid) cé thé gy ting magnesi
huyét, da dd khdng nén ding nhimg thudc cé chia magnesi trong théi
gian diéu trj calcitriol cho bénh nhdn phai chay thin man tinh,

Calcitriol cing tic ddng lén suvén chuyén phosphat & rudt, & than va &
xuang; diung cac thubc tao phuc chelat vai phosphat phai dugc didu
chinh theo néng dé phosphat huyét thanh (gi& tri binh thudng: 2-5
mg/100 ml, hodc 0,65-1,62 mmalA).

[o} nhiing bénh nhén bi coi xwong khang vitamin D (coi xuong gidm
phosphat huyét gia dinh), cdn tiép tuc diing phosphat bing dudng uéing.
Tuy nhién cGng nén Iy § ring calcitriol c6 thé kich thich su hip thu
phosphat & rudt, do @6 o6 thé lam gidm nhu ciu vé phosphat bd sung.




Cholestyramin, sevelamer c6 thé lam gidm sy hép thu cac vitamin tan
trong déu va do d6 o thé anh hugng dén sy hip thu cha calcitriol.

* Tuong ky cda thude: Khong trén 1in thudc nay vdi céc thube khéac,

12, Tée dung khéng mong mudn cla thusc

Phan ng phy thuting gap nhat 1a tang calci huyét.

Tén sudt cac tac dyng khéng mong mudn duoc sip xép nhu sau: it phd
bién (= 1/10); thubng gap (1/100 s ADR <1/10); it g3p (1/1000 = ADR <
1/100); hiém gap (1/10.000 < ADR < 1/1000); rat hiém (<1/10.000), tin
sudt khong ro.

- Réi loan h¢ théng mién dich:

Kkhdng r6 tdn sudt: Qua man, ndi mé day.

- Réli logn chuyén héa va trao di chét:

Rdt phd bién: Tang calci huyét.

It géip: Gidm su thém &n.

Téin sudt khdng ri: Khat nuickc, mat nuide, gidm can.

- Réi loan tam thdn:

Tan sudt khdng rd: Tha o, 1di loan tam than,

- Rdi logn hé than kinh:

Thuang gap: Bau diu.

Tdn sudt khong ré: Ca bap yéu, réi loan cac gidc quan, budn ngl.

- Réi loan tim mach:

Tdn sudit khéng r6: Nhip tim khong déu.

- Rdi loan tiéu héa:

Thuding gdp: Bau bung, budn ndn.

Itgdp: Nén.

Téin sudt khéng rd: Téo ban, dau bung, liét rugt.

- Rii logn mé da va mé dudi da:

Thisdng gdp: Phat ban.

Tén sudt khéng ré: Ban dd, ngua.

- Rdi logn cd xuging khdp vd moé lién keét:

Tan sudt khéng ré: Cham phat trién.

-Réi logn thn va tiét nigu:

Tdn sudt khéng rd: Tiéu nhiéu, tiéu dém.

- Réi loan chung:

Tdn sudt khdng ro: VoI hoa, s6t, khat nudc.

- Xét nghiém:

It gdip: Tang creatinin huyét.

Cang nhi vitamin D, néu ding calcitriol liéu qua cao cd thé gay nhing
tic dung ngoai ¥ tuong tu nhu khi qua ligu vitamin D: hoi ching ting
calci huyét hoac ngd déc calci, tiy thee muc dé va thai gian ting calc
huyét. Céc triéu ching cdp tinh bao gém sy thim an, dau ddu, budn ndn,
nén, dau bung hoac dau bung trén va tao bon.

Do 6 théi gian bin thii ngdn, viée binh thuéng héa mét ndng dé cao
ciia calci trong huyét tuong chi cén khodng vai ngay sau khi ngung
thude, nhanh hon rit nhiéu so véi vitamin D3.

Tac dung man tinh c& thé bao gém yéu ca, gidm cn, réi loan cém glic,
s6t, khat nudc, tidu nhidu, mit nude, thr o, cham phat trién va nhiém
tring duding tiét niéu.

Néu dbng thai bi ting calci huyét v ting phosphat huyét (> 6 mg/100
ml, hade > 1,9 mmol/l) cé thé sé gdy véi hoa cac phan mém, diéu nay 6
thé nhén thiy bang X quang.

Céc phan ng qua man bao gém phit ban, d& da, ngira va néi mé day c6
thé xdy ra & nhimg ngudi nhay cam.

13, Qua liéu va cach xii tri:

Ding qué liéu cd thé din dén ching ting calc huyét khdng co trigu
chiing, ngt déc vitamin D.

D&u higu ngd dde cdp tinh vitamin D: Chan dn, nhic ddu, budn ndn, tdo
bén.

D&u higu ngd dbc man tinh: Loan duting (yéu ot, sut can), i loan cic
gidc quan, ¢ thé bi sdt kém theo khat, da nigu, mat nudc, v cdm, ngung
téng truding va nhigm tring dubing tiét niéu. Ngd dic man tinh sé gy
tang calci huy@t thit phit véi voi hoa vé than, co tim, phéi va tuy tang.
Céc bién phdp diéu tri qua liéu do udng nhdm bao gém: Ria da day lap
tuic hodc gay nén 8 tranh hip thu thudc vao méu, Ding déu parafin d&
lam ting dao thai thudc qua phan. Tién hanh kiém tra nhidu lan calci
huyét. Néu néng d¢ calci huyét vin con cao, c6 thé dung phosphat va
corticoid, va ding cac bién phdp tang bai niéu thich hap.

14. Béc tinh duoe lye hoe:
Ma ATC: DOSAX03,
Calcitriol, mgt trong nhifng chét chuyén héa cé hoat tinh clia vitamin
binh thuting duge tao thanh & than tir mét tién chdt cia nd
25-hydroxycholecalciferol (25-HCC). Binh thuéng, lugng chat nay d
hinh thanh mdi ngay la 0,5-1,0 mg, va tang nhiéu han trong giai doan

sU tao xuong téng cao (ching han trong giai doan ting trudng hodc |
co thai). Calcitriol lam thuén lgi cho sy hdp thu calei & rudt va didu tiét su
khodng héa xudng.
Calcitriol déng vai trd chi chét trong su diéu hda bit bién ndi mbi ci
calci, déng théi kich thich sy tao xuong, day a mét co sé dugc Iy cho
dng diéu trf chiing lodng xudng.

O bénh nhian bi suy thin ndng, su tdng hop calcitriol ndi sinh gidm va
thé ngung hoan toan. Thidu calcitriol trong truéng hgp nay [a nguy
nhan chinh gay loan duting xuong do than.

& bénh nhan bj lodng xuong do than, calcitriol ufing lam binh thutimg
hoa s hip thu calci vin da bi suy gidm & rudt, nhu the didu chinh tinh
trang ha calel huyét v ce néng dé cao trong huyét thanh cla phosphat
kiém va hormon can gldp. Calcitriol lam gidm cdc chiing dau xuong va cd,
didu chinh cac tinh trang sai léch v& md hoc & bénh viém xuong xd

v réi loan khac cia su khodng héa.

@ nhiing bénh nhén loing xuang sau khi man kinh, calcitriol lam

hap thu calcl, tang ndng d9 calcitriol trong mau va lam gidm tdn sust gay
xuiong cdt séng.

@ nhiing bénh nhin b cdi xuang cé dap dng vai vitamin D, ndng dd ¢ua
calcitriol trong huyét thanh thdp, tham chi khéng cé, Do viéc tao calcitriol
ndi sinh & than khong dd, viée ding calcitriol phai duge xem nhu la mot
tr{ iéu thay thé.

& nhimg bénh nhan bi coi xuang khéng dép (ng véi vitamin D [cai
xugng gidm phosphat huyét nguyén phat), phdi hop vdi ndng|dd
calcitriol thap trong huyét tuong, viéc diéu tr| bing calcitriol lam glér!‘t s
dao thal phosphat qua éng than va binh thuging hoa viéc hinh t
xuong do bé sung nguén phospho.

Ngoai ra, viéc diéu calcitriol 16 ra co ich & nhiing bénh nl
cac dang coi x %msﬂ@

gan & tré so sinh, thidu trién duéng mat, bénh loan dudng cystin
hodc vide cung cdp cald va vitamin D qua thifc 3n khéng day da.

15, Déc tinh duge ddng hoc:

- Hdp thu: Caleitriol duge hip thu nhanh & rudt. Sau khi udng liéu|duy
nhat 0,25 dén 1 meg calcitriol, néng a4 dinh trong huyét thanh dat duac
saul 2 dén 6 gidy,

Sau khi udng 13p lai nhidu 1an, ndng 49 cla calcitriol treng huydt th

dat tinh trang cin bing sau 7 ngay. |

- Phéin bé: Caleitriol va cic chit chuyén héa khic cla vitamin D lign kit vai
nhiing protein chuyén biét cGa huyét tuong trong qua trinh van chrpyén
trong mal. |
Calcitriol cd ngudn géc ngoai sinh qua duge hang réo nhau thai va bai
1iét qua st me. [

- Chuyén héa: Caleitriol duge hydroxyl hia v oxy héa & thin va & gan bdt
enzym cytochrom P450 |&: CYP24A1, Mot 56 chit chuyén hoa khac nhau
ciia vitamin D d4 duoc xac dinh. |

= Thdi tri: Thai gian ban thai cda calcitriol khodng 5 dén B gid, Tuy phién
théi gian duy tri tae dung dugc ly cia mét liéu duy nhit calcitriol kéo dai
it nhat 4 ngay. Calcitriol duge bai tiét qua mat va chiu dnh hudng cla chu
ky gan-rudt,

16. Quy céch déng géi: Hop 1 vi x 30 vién nang mém, hdp 3 vi x 30 vién
nang mém. Kém theo ti hudng din sif dung thudc |

17. Diéu kién biio quén, han diing, tiéu chufin chét lugng cia thue:
Bao quan: Nai khé, nhiét 48 dudi 30°C,

Han diing: 36 thdng ké tif ngay sén xudt. Khéng duge ding dnﬁc da
qué han diing. !
Tiéu chudn chat lugng: TCCS.

18. Tén, dia chi cla co s& san xuét thude.

Tén co'sé sdn xudt: CONG TY €O PHAN DUGC PHAM HA TAY

Bia chi: T8 din phd 56 4 - La Khé - Ha Dang - TP. Ha N&i

BT: 024.33824685 * FAX: 024.33829054

Hotline: 024,33 522525
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