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FAROPIN 100

Clozapine 100mg

Manufactured by:

Kwality Pharmaceutical Pvt. Limited

Nag Kalan, Majitha Road, Amristar, Punjab, India

\

5 x 10 Tablets

|
Composition: uncoated tablets comains:
: 541 68X/ Lot Mo
—a i
YA PHE D Spactfication: USF 38 |
5.1 Fap g.i 3_.4 i o '.mn.&.
Store below 30°C inja cool and dry place, away from direct sunlight. Marketed
| CAREFU Gurgaon, India
1lan QA N Z0AL. =
“ KEEP OUT OF REACH OF CHILDREN
Hop 5 vi x 10 vién

FAROPIN 100

Clozapine 100mg

San xuét tai An B bdi:
Kwality Pharmaceutical Pvt. Limited
| Nag Kalan, Majitha Road, Amristar, Punjab, India

‘ Clazapine 100,0mg

| Dang béao ché: Vién nén khong bao.

Thanh phin: M5i vién nén khiing bao c6 chira:

| Ciec thing tin kivc, xin xam t hdmg din st dung

‘ DOC K¥ HUGNG DAN SI DUNG TRUOC KHI DUNG

Chi dinh, 1#u ding, chéng chi dinh va leu ¥: Xin xem t& hudmg din sir dung
Bdo quin: Bdo quan noi khd, mat & nhigt 6 dudi 30°C, tranh anh sdng.

BE XA TAM TAY TRE EM
Nhip khiubét ~

FAROPIN 100 FAROPIN 100 FAROPIN 100
Wi vl nns g b o chire: FEach tanooslad tabiels containe:
Clezrapina 100 ferg Clozngina 100 Omg
SERVaa Mo
4 S/ Lol Na.! 54 1 530 Lot Na.-
NS Mig, Disler HEX! Mg Dl
HEX Esp. Dale: Eq
S it i An B b Mpruinct md by =2
Kty Pharmsesulical Pt Limited Kiculity Phasrmacauticsl Pyt Limbsd
HWMM.MIM.MLN“.“ Hiag Kashan, Maiite Rosd, A, Punh, e

FAROPIN 100 FAROPIN 100

W i i g Lo o) i Each uncosisd tabisls contsins:

Cleoaping  100.0mg Clogapine  100.0mg

SN AAna Ho. o SEi(Adan No.;

54 M SX Lot Mo 55 1 S Lok Ma.:

WS Mg Dte: B Mg, Dista-

HOY Exp. D HON Exp. Diste

FAROPIN 100
Clozapine 100mg
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Boc k§ hudng dan siv dung trude khi ding
Pé xa tAm tay tré em

FAROPIN 100

[Thanh phin] M&i vién nén khéng bao cé chaa

Clozapin 100mg

Ta dugc vira du 1 vién

{Microcrystalline Cellulosc, Lactose, Povidone K30, Sedium Starch Glycollat, Magnesium Stearat)

[Dugce hye hoe

Vé& phuong dién duge 1y, clozapin khac véi nhitng thudc an thin kinh ¢ dién: theo cc khao sit trén stc vat,
clozapin khéng gy chung gilt nguyén thé va khong (e ché hanh vi 1ap lai diéu bo, 161 ndi nhur khi didu trj bang
apomotphin. Ngoai tac ddng tre ché thu thé dopaminergique (D1 cling nhu D2), clozapin con ¢d thc dong d6i khiéng trén
thu thé 5-HT2 va 6 tdc dong khang cholinergic va hiy noradrenalinc manh.

Clozapin cho thiy c6 mdi lién hé v&i cac thy thé: histamin H1 (Ki 1,1nM) adrenergic al A (Ki 1,6 nM), serotonin
5-HT6 (Ki 4 nM), serotonin S-HT2A (Ki 5,4 nM), muscarinic M1 (Ki 6.2 nM), serotonin 5-FHT7 (Ki 6,3 nM), serotenin 5-
HT2C (Ki 9,4 nM), dopanmin D4 (Ki 24 nM), adrenergic a2 A (Ki 90 nM), serotonin 5-HT3 (Ki 95 nM), serotonin 5-HT1A
(Ki 120 nM), dopamin D2 (Ki 160 nM}, dopamin D1 (Ki 270 nM), dopamin D5 (Ki 454 nM), va dopamin D3 (Ki 555
nhi).
|Duge déng hoe]

Sau khi udng thuoc clozapin hau nh duge hip thu hoan toan (90-95%), cho du thé thire diing c6 khée nhau, nhu
ubng thude lic déi hoic udng trong bita an. Tmax thay déi (1-6 gio). Clozapin duce phén phéi réng réi trong co thé (thé
tich phan phdi trung binh 4 2 + 1,2 V/kg) va lién ket manh véi protein huyet tirong {95%).

Clozapin duge chuyén héa & gan, chi yéu 14 oxy hoéa va loai géc methyl & vi tri N. Chi co din xuit N-demethyl
12 ¢6 hoat tinh duge Iy nhu clozapin, tuy nhién ham lugng khéng cao va thoi gian tac dong ngan

Thei gian ban huy dac déng, trung binh khoéng 12 givr sau khi ding lidu duy nhit, 50% hoat chit duge dao thai
duéi dang chit chuyén héa theo nude tiéu va 40% duoc dao thal qua mat. Cac thong sd duge ddng hoc thay 61 theo timg
c4 nhan,
|Chi dinh]

Tém than phén liét min tinh ning (tlcn trién tir it nhdt 12 2 nam) trong truemg hgp khang tri (khong thuyén giam
trén 1am sang v& x& hdi mic du da ke toa it nhat 2 loai thude an thin kinh lidu cao trong it nhét 6 tudn) hodc khéng dung
nap chi yéu véi cac loai thude an than kinh ¢4 dién (t4c dung phu nghiém trong v& mit than kinh va gay tan phé, khéng
chita trj duge bing cach chinh hcu 6t hon hedic bang nhtmg loai thuée chira tri théng thutng).

Trong céc trudng hop rdi loan tAm than xay ra trong qud trinh didu tri bénh Parkinson khi cach diéu tri théng
thuﬁmg khéng cod tac dung.

[Lleu lugng va cach dung]
Bii véi bénl nitin thm thdn phén ligt:

Liéu khoi ddu: 12,5 mg trong ngay dau tién, sau d6 ting timg ndc tir 25 dén 50 mg/mgay, dé dat dén lidu 300
mg/ngay ¢ ngy thir 14 dén ngay thir 21.

Lidu rung binh : 300 dén 450 mg/nsay, chia lam nhiéu lan. -

L;e:u 67 da 1 600 dep 9S00 mg/mgay. (a

Lidu duy i : 150 dén 300 mg/ngay.

Ngung diéu tri + giam lidu tir tix trong | dén 2 tuén 1&.

Dimng thude lai : tham khao "lidu khoi dau”.

Ditng thudc Igi o bénh nhin da ngung thude trén 2 ngay : 12,5 mg x 1 dén 2 14n trong ngay diu tién. Sau d6 ting
liéu ¢6 thé nhanh hon so v&i khi mai bat dau didu tri bang clozapin.

Chuyén tir mot thude an than kinh ¢ dién sang clozapin : ngumg it tir thuée nay trong vong 1 tudn 18, sau khi
ngung dugc 24 gio, bat ddn dung clozapin theo cach thite néu trén.

Clutng rdi logn tam thin trong qud trinh didu tri bénh Parkinson:

Liéu khoi ddu: Lidn khéi diu khéng duoc vuot qua 12.5 mg/ngay, udng vao budi t61 L1éu tlep theo tang 12.5
mg, Vi tdi da 2 lan tang trong 1 tudn vai lleu 161 da 12 50 mg, va chi duge phép dat dén voa cudi tudn didu tri thit 2. Téng
lidu hang ngay t8t nhat nén udng vao budi téi.

) Lzeu diéu wri: Liéu hiGu qua trung binh 13 tir 25 d¢én 37.5 mg/ngay. Trong truong hop bénh nhan duge didu ri it
nhét 1 tudn Vi 1_1éu 50 mg nhung khéng kidu qua, cé thé ting lidu 12.5 mg/ tudn nhung phai hét sirc than trong.

Ligw 16i da; Viée diing qua 50 mg/ngay chi duge chi dinh trong trudng hop dac biét, khong duge vuot qua 100
mg/ ngly.

Tang liéu diing can duge gidi han hosic ngimg lai néu bénh nhan bi giam huyét 4p, ¢6 diu hidu rdi loan hode kho
kiém sodt. Cén theo d5i huyét &p cia bénh nhén trong nhitng tuan dau diéu iri.

Liéu duy tri: Khi cdc trigu ching loan than thuyén giam hoan toan trong it nhit 2 tudn, viée tang lidu thude didu
tr bénh Parkinson & co thé dua trén viée theo doi tinh trang vén dong cia bénh nhan. Néu phac d6 didu trj nay gay ra vige
tai dién cic bidu hign rdi loan tdm thén, liéu clozapin ¢6 thé ting v&i lrong 12,5 mg/ tuén 1én t6i da 1 100 mg/ ngay, udng
1 ho#c chia 2 lan. ) .

Liéu két thic: Lidu giam dén dirge khuyén cao la 12,5 mg trong thoi gian it nhét 1 tudn (t6t nhét 1a 2 tudn), Vide
diéu trj phai duge dimg ngay trong trudng hop giam bach cAu hodic méit bach cdu hat. T rong trudmg hop nidy, viéc theo dai
trang thai tim thin ciia bénh nhdn 13 thiét yéu vi cde triéu ching c6 thé tai dién rét nhanh.

Nhdm bénlt nhiin dic bigt
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Bénh nhdn suy gan: Bénh nhéan suy gan khi didu tri v&i clozapin can phai dugc theo doi th
kiém tra chuc nang gan.

tré nho va tré em dué‘l 16 tudi cling chua duge Xdc lap. Thude khéng nén dung cho nhém tudi nay cl
cu thé.

Bénh nhén trén 60 tuéi: Liéu khoi ddu cho nhém bénh nhan nay dugc khuyén cdo rit thip (1
duy nhat vao ngay didu tri diu tién), viéc tang lidu sau d6 dugc gidi han la 25 mg/ ngay.
|Thén trong]

Clozapin ¢6 thé gay giam bach cau hat ¢6 kha nang din dén mét bach cAu hat véi ty 1é duge uée lugng khoang 1 dén 2%.
Chi dung clozapin ¢ bénh nhan tam than phan liét:

-Cbsd ]ucrng bach céu binh thuong trude khi bat ddu diéu tri (36 lugng = 3500/mm3 va hinh dang binh thuong).

- C6 diéu kién duge dém cbng thirc bach ciu thudng xuyén (mdi tuan trong vong 18 tudn 18 dau, va sau do 1a it
nhét m3i thang mot 1an trong subt thoi gian diéu tri).

Béc sT dléu trj can ludn nhic nhé bénh nhén ring phai bao ngay cho béc si khi ¢6 ddu higu nhiém tring di 1a nhu
thé nao. Cling cin luu y triéu ching gia cum hodc nhimg triéu chirng khac cé thé goi dén mot sy nhidm tring, nhu sét
hodc viém hong, ¢6 thé la do giam bach ciu trung tinh.

Do thuc c6 thé gay nhimg rdi loan huyét hoc, can luu y nhimg diém sau:

- Khéng nén ding ddng thoi clozapin v6i céc liéu phép c6 kha nang [am giam bach cu (nhat 12 cac loai
thuc an thin kinh cé dién hogc thudc chéng trdm cam). Mat khac, khong ding chung v&i cic loai thudc an than
k!nh ¢6 tac dong chim (do khéng co kha nédng loai ba nhanh chong ra khoi co thé trong trudmg hop bi giam bach
cdu hat).

- Trude khi biit ddu diéu tri bing clozapin, cin dém céng thic bach ciu dé bao dam ring chi nhimg
bénh nhén cé lugng bach cau binh thudng méi duge ding thudc. Sau khi bit dau diéu tri cin dém cong thirc bach
cAu mdi tudn trong 18 tudn, sau do it nhit mot lén mdi thang, cho dén khi chdm ditt didu tri. Cdn nhéc bénh nhan
phai bao ngay cho béc st ¢ m31 1an khdm bénh neu ¢6 nhidm triing khai phat hoic c6 st cao.

- Trudng hop bi nhiém tring hoic néu bach cdu dudi 3500/mm3, hoac giam dang ké so voi ban dau,
phai kiém fra ngay viéc dém cong thirc bach ciu. Néu két qua xac nhan sé bach cau dudi 3500f’mm3 va/hoic
lugng bach cu da nhan trung tinh & trong khoang 2000 va 1500/mm3, thi so bach cdu va sé bach cdu da nhén
trung tinh phai duoc kiém tra it nhat 2 lan m3i tudn. Néu lugng bach céu xubng thap hon 3000/mm3 va/hodc néu
lugng bach cdu da nhén trung tinh dudéi 1500/mm3, phai ngung diu tri ngay |4ap tirc va ngung vinh vién. Phai
dém cong thire bach cAu m8i ngay va theo ddi bénh nhan dé c6 thé phat hién triéu chimg gia cim hodc nhing
ddu hiéu khac cua sy nhiém trung.

- Miic dit d& ngung clozapin, néu sé bach ciu tuyét ddi thap hon 2000/mm3 va'hodc lugng bach cu
trung tinh thép hon 1000/mm3, phai chuyén bénh nhan dén mét bénh vién chuyén khoa.

- Trudng hop phai ngung clozapin do giam bach cdu theo cac tiéu chuén néu trén, khéng duge ding tro
lai.

MGt s6 diém khdc cdn than trong :

O bénh nhan c6 tién sir bi dong kinh hoic ri loan tim mach, than hay gan, liu ban diu phai thip hon va ting
dén liéu chgm hon.

Trudmg hop c6 bénh gan khong ning, c6 thé diéu trj duoc bang clozapin nhung can theo dai 1am sang va cén 1am
sang déu dan vé chirc nang gan.

Khi ding thuéc, ¢6 thé bi ha huyét ap tu thé, kém theo ngat hodc khong

Co thé bi sot tam thoi, thudmg la lanh tinh, chu yéu trong 3 tuan 18 ddu diéu tri. Cé thé kém theo ting hofic giam
) luong bach cdu. Sét co thé 1a ddu hiéu cua mot nhiém tring tiém 4n hodc ting bach cdu da nhén trung tinh. Néu bj sét
cao, c6 thé nght dén hoi chimg dc tinh ctia thudc an than kinh,

Nguoi lon tudi

Diing lidu ban d4u thép (12,5 mg, udng 1 Iﬁn trong ngay dau) va tang Iieu tirng néc 25 mg mbi ngay.

Luu y ngudi lai xe va van hanh may méc vé nguy co bi budn ngu, nhét la trong thoi gian dau diéu tri.
|Thoi ky mang thai]

Céc khao sét trén siic vét cho thdy thuéc khong giy quai thai. O ngudi, do cdn thiéu s§ luong khao sat, khuyén

-

nen
- Han ché chi dinh kéo dai trong thoi gian mang thai.
- Giam liéu & giai doan cudi ciia thai ky.
- Theo dbi chirc nang than kinh va tiéu héa & tré so sinh trong mot thoi gian.
|Thoi ky cho con bii]
Khéo sat trén sic vt cho thy thube duge bai tiét qua sira me. Do d6, khong nén cho con b trong thai gian diéu
tri.
[T4c dong cira thudce khi 14i xe va vin hanh miy méc]
_ Khong nén dung khi dang lai xe va van hanh may méc.
[Chong chi dinh]
- Qué man véi clozapin.
- Tién sir giam bach céu hat hodc mét bach cdu hat do thudc hodc bénh ly mau dac trung.
- Loan tdm thin do rurou va nhlem dde, ngd doc thude, hon mé.
- Bénh gan, than hoic tim trim trong.
- Glaucom géc dong.
- Rbi loan dudmg niéu do phi dai tuyén tién liét.
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- Dong kinh khong kiém soat. \ bL'““C HAM | ;‘_ '

- Sur dung kém v&i cac thube c6 nguy co lam giam bach ciu hat. \D \ >
[Téc dung phy] &) TIEN GLLN(;/

- Hé thén kinh trung wong: Budn ngu, hoa mit, chong mat, run rdy, réi loan gidc ngu, ac mon /
ling, dong kinh, mit nga, yéu mét, hon mé, mét kiém soat, néi 14p.

- Hé tim mach: Nhip tim nhanh, huyét 4p tang ho#ic giam, dau nguc/dau that nguc, thay déi ECG, bat thub‘ng vé
tim.

- Hé tiéu hoa: T4o bén, budn ndn, rdi loan tiéu héa, ¢ néng, ndn, tiéu chay, test chirc nang gan bét thudng, chén
an.

- Hé tiét niéu; Bat thudng trong nude tidu, rdi loan tiéu tién, réi loan xuit tinh, viém tiét niéu cdp.

- Heé thén kinh ty tri: Chay nwéc miéng, d6 md héi, khé miéng, r8i loan thi giac.

- Da: Ngira, nét do.

- Hé ho hdp: Cb hong kho chiu, kho tho, tho gﬁp, nghet mii.

- Mau, bach huyet Giam bach céu, giam bach céu trung tinh, mét bach céu hat, bach céu ra Eosin.

Khac: S&t, giam cén, dau ludi.

Thuéc chi ditng theo sy ké don ciia bdc sy
Théng bdo cho bdc sj néu cé bit ky phan ieng phu nao xay ra trong khi ditng thuée
Néu cén biét thém thong tin, xin héi § kién béc sp
[Tuong tic thubce|

Khéng diing dong thoi véi cac thude gdy giam bach cdu (xem muc Thén trong).

Tuong tu v&i cac thudc an than kinh khac (
Khuyén khong nén phéi hop :

- Alcool : ting tic dung an than cta thudc an than kinh,

Vlec mét ¥ thirc canh giac c6 thé dan dén nguy hiém khi lai xe hay khi ven hanh may méc. Tranh dung chung véi
cac thire udng hogc thudc c6 chira alcool.

Cén heu y khi phor hop -

- Thude ha huyét ap : tang tac dung ha huyét ap va c6 thé gy ha huyét 4p tr thé (hiép ddng tac dung).

- Céc thudc gay trdm cam hé than kinh trung wong : din xuit morphin (giam dau va tri ho), da sd cac thubc
khang histamin H,, barbiturat, benzodiazepin, thubc chéng lo 4u khéng thude nhém benzodiazepin, clonidin va cac thude
cting ho : tng trdm cam trung tdm, cé thé gay hau qua nang, nhét 12 d6i véi nguoi 14i xe va van hanh may méc.

- Nén thén trong & bénh nhan dang dugc diéu tri hoac duoc diéu tri gin day bang benzodiazepin hodc cc thude
tam than khéc do ting nguy co gdy truy co thé gay ngimg hé hip hodc ngtmg tim trong mot vai truong hop.

- Thude frc ché men chuyen tdng tac dung ha huyét 4p va c6 thé giy ha huyét ap tu thé.

- Atropin va cac thudc c6 tac dung giéng atropine (lhuéc chéng trdm cam imipramin, da s6 cdc thudc khang
histamin H,, thubc chong liét rung khéng cholinergic, thude chéng co thit c6 tac dong atropinic, disopyramid) : phéi hop
cac tac dung ngoai y ctia nhdm atropin kiéu gay bi tiéu, tho bon, khé miéng.

- Warfarin va cac thubc lién két manh véi protein huyét twong : c6 thé 1am thay ddi nong d6 trong huyet tuong
cia cac thube hoidc cua clozapm (canh tranh tai noi lién ket)

- Cimetidin : ting nong d6 clozapin trong huyét tuong véi tzmg cac tac dung ngoai y. LY

- Phenytoin va céc thube gy cam (g cytochrome P450 : giam nong dg clozapin trong huyet twong, c6 thé lam
xudt hién lai cac triéu chimg tdm than.

- Lithium va céc thudc an than kinh khac : ¢6 thé lam tang nguy co bi héi chirng 4c tinh clia thude an than kinh.

_ - Adrenalin va dan xuét : c6 thé gdy tac dung nguoc trén huyét ap dong mach (ting nguy co bj tut huyél ap). o
[Qua liéu] O

Nhiéu truémg hop tir vong duge ghi nhan khi dimg lidu qua 2000 mg. Tuy nhién, ciing ¢6 trudmg hop dung
duoc véi lidu trén 4000 mg.

- Triéu chitng : tang cudmg tac dung khang cholinergique va an than, co gidt, ting tiét nudc bot, gian dfﬁng tur, roi
loan thi gidc, 14 14n, kich dqng, mé sang, tang phan xa, hon mé, ha huyét ap, truy, nhip tim nhanh, biéu hién trdm trong &
tim (loan nhip tim, bloc nhi that, ngoai tm thu), suy hd hap

- Didu tri : rira rudt, sau dé dung than hoat tinh trong 6 git dAu sau khi phat hién ngd ddc. Piéu trj triéu chimg
trong bénh vién chuyén khoa trong it nhét 5 ngay (c6 thé phan ung chém] Theo ddi cac ddu hiéu cua s song, kiém tra
dién giai va can bang acid kiém. Khong ding adrenaline va cac din xudt trong diéu tri ha huyét 4p (c6 thé gdy tac dung
ngugc cia adrenaline). —

[Péng gbi]: Hop 5 vi x 10 vién nén A Y N

[Han ding]: 36 thang k& tir ngay san xuét. V- Sees

|Béo quin]: Bao quan noi kho, mat & nhigt do duci 30°C, tranh anh sdng.
[Tiéu chuin]: USP 38

Nha san xuét
KWALITY PHARMACEUTICAL PVT. LI

TUQ. CUC TRUONG
P.TRUUNG PHONG
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