https://trungtamthuoc.com/

T = mmas A R XL L

Lin dauf{;.ﬁzilc

R, Freswnphion Drg

SUNOXITOL 150
Oxcarbazepine Tabets 150 mg

KEEP QUT OF REACH OF CHLDAEN
READ THE NSTRUCTION CAREFALY
BEFORE WSE

PRODUCT SPEC. MANUERCTURER

_'\lh\
5&
uy
—
e = s
x =
i E :
EK 7]
) ¢
s
2 W
-

Eazn b cominaiation coneng
Crocnizazapry 150 =y

Cofour Yioiow Do of ron

Slore Seiow MG w oo and £y pace
Prsted fign ight

\nideiatans, Dusage L atmin rakey
CONYBOSRINONE. BIEC 1 bon 304

fariser iafoemabons
Feeass wr'et M SIS Sdaa

W Mo 508

Baree i 54 0 5T
Ly DaiedSL adrmyyny
Erp Dae™D oumyyyy

s

Miarfralincla 6 By
Sum

PHARMACEUTICAL

INDUSTRIES LTD.
Survey Na TH Pethe 20

Gedlng Area Praa

Foun Shawm 60 UT e

000 8 KX Havkh INDHA

WYNLIIA

R, Trasbe Dan sheo don

£ THAAIC S8 TAM Tir TRE EN
0% oo 0N QAN S CONG TRUDE
K DL

SUNOXITOL 150
Vién nén bao phim Oxcarbazepin 150 mg

THE LI CHIBAN It SAN XUAT

e
b I‘{‘

1
\
2

P B B D
Oncafsran 150 g
- Crjfiog. Moy vrgond e

s Doon 3D C row wro mail
Tr B g

Coe dirh baw dung £ C1ah 50 et
g £ dink dhan bipog wa g
Bung b khas
PIETEL ALY S VERY

CANH BAQ Tnabc shi cyosiban

- Sanauk oot
b 0 € 1 6 sl 00 SUN
v 1700 ooh
EUTICAL

FHGHG DG CUALIEU CHI Bt

TR

L]

INDUSTRIES LTD.
S qF 24 Rahe X
Govt 154 Rrea Pt

Pgand Sorissa 120 UT o
Deua b Masi Hivs, An DR

\_ \

83 mm

Basch Mo 54 W X
Mg DateNSE

Exp DateHD

{ Final Size: 83 x 38 x 26 mm

(g



https://trungtamthuoc.com/

Rx Thuéc bin theo don

SUNOXITOL

Oxcarbazepin

THANH PHAN:

M&i vidn nén bao phim chica:

Sunoxitol 150:

Hoqat chdt: Oxcarbazepin 150 mg

T dhegre: Cellulose vi tinh thé (PH102); Lactose monohydrat; Tinh bt ngé; PVE K-30; Bdt Talc; Magnesi
Sicarat; Colloidal Anhydrous Silica; Natri Croscarmellose; Hypromellose 2910 (E - 3- Premium}; Titan
dioxid; Macrogel (6000) (Flakes Form}; Mau vang oxid st

Sunoxitol 300:

Hoat chdt: Oxcarbazepin 300 mg

T diecre: :Cellulose vi tink thé (PH102); Lactose Monohydrat; Tinh bt ngd; PVP K-30; Bt Tale; Magnesi
Stearat; Colloidal Anhydrous Silica; Matri Croscarmellose; Hypromellose 2910 {(E - 5- Premium}; Titan
dioxid: Macrogol (6000) (Flakes Form); Mau vang oxid sit.

DUQC LIJC HOC

Oxcarbazepin vi chit chuyén hoda cia né (MHD) cho [i‘LE:l)f e dyng r.hfmg dimg kinh & cde nghién el trén
ding vit. Co ché tac dyng: oxcarbazepin ¢ tic dyng chong dng kinh 14 do chen kénh natri nhay cam dign
thé lam én dinh miang 1€ bio thin kinh b ting hung phén, Ge ché sy chap dién lgp lai & 1é bao thén kinh, giam
sy lan téa aung ding si nap thin kinh. No chdng lai nhimg kich thich phéng dién trong dong kinh con ldm,
14m giagm ndng i céc chit hoa hoc kich thich déng kinh co gidt, va pha hity hode lam giam thn suft ciia con
dgng kinh khi nghién eiu trén lodi khi Rhesus. Khong cé tién trién ndo vé kha ning dung nap (Wic 13 suy giam
hoat ding chéng co gifit) khi theo dbi trong thi nghiém vai dong sde didn 181 da trén chudt duge didu e vai
lidu hing ngay trong 5 ngiy va 4 tudn vai oxcarbazepin hoie MDH.

DUQT DONG HQC

Sau khi ubng, oxcarbazepin duge hip thu gin nhu hofn 104n va chuyén héa manh thanh din chit cd tie dung

duge 1y 10-monohydroxy (MHD). Thid gian bdn thai cla oxcarbazepin 12 khodng 2 gid vd cia MHD |4 ’
khodng 9 gid, vi viy MHD 14 chit ¢6 tdc dung chinh trong téc dung diéu tri clléng ding kinh, -
Thuée duge phin bd réng rdi trong co thé va khodng 40% lién két voi protein rong huvét trong, Néng 4¢ ela

thude gidm nhanh chong sau khi ubng do chuyén héa thanh chit ¢6 tic dyung didu i 10,11-dihydro-10-
hydroxy-carbamazepin. Ca 2 chét déu c6 tic dung chdng ding kinh wong ty nhu carbamazepin.

Oxcarbazepin duge thai trin chinh qua dudmg nidu dudi dang chitt chuyén héa, dudi 1% duge bai 1iét & dang

khéng ddi. Thési gian ban thai cha oxcarbazepin |4 khoang 2 giéy, trong khi cda MHD 12 khodng 9 gio.

() bénh nhan suy thdn, théd gian bin thai cia chit c!m_\'f:-:t hia MHID kéo dai i 19 gid, khi d6 thanh thai
crealinin gidm xudng dudi 30ml/phit. Do d6, didu chinh lidu 14 cdn thié,

Nghién e dwge dfng hoe trén tré em, ngudi tewdng thanh va ngudi gia cho thiy khéng ¢6 su khic nhau no

lidn quan gl gidi tinh,

CHI DINH:

Sunoxitol duge chi dinh trong didu trj don thudn hode két hop Jiéu tri ena bénh déng Kinh cuc b, cd kém
hede khong kém dong kinh thir ¢dp & ngudi 16m.

Sunexitol ciing duge chi dinh didu trj két hop trong bénh dong kinh cyc bd & tré em tir 4-16 wdi.
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LIEU DUNG VA CACH SUDUNG

Oxcarbazepin 14 mot din xudt ena carbamazepin ¢ the dyng tromg tr carbamazepin, Thude duge sir dung
thee phic db don te (didu i don thufn) hofic phic 46 da tri (didu 1 két hop) trong didu tri dong kinh eyc b§
khéng cé hode ¢ kém theo dgne kinh todn bd thir cdp co giat cimg toan bd. Liéy ban déu trong phic db don
tri va da tri o ngudi 1om 1a 600 me/ngay, udng chia lam hal ldn. Sau ¢6, lidu ¢6 thé tang 1én, néu cin ot mét
win lai ting thém toi da 4 600mg/ngdy, cho dén khi thu duge dap (ng lam séng mong mudn, Ligu duy i
thubng ndm trong khodng L 600 dén 1200 mg/ngdy hode 1én dén 2400 mg/ngdy néu ding theo phie d6 da iri
ho#ic & bénh nhan mic bénh dai ding phai dbi tir thudc chéng dang kinh khéc,

Liéu ban ¢au khuyén ding cho tré em = 6 twdi (thee phic dd don tri hofic da trj 14 tir § dén 10 me/ke theo
duong ubng, chia lam hai l3n. Liu nay ¢6 thé tang 18n neu ¢in, i m@l tudn lai tang thém 16 da fa
10mg/kg/ngdy, 1&n lidu 16i da 1a 46 me/keg/ngdy; lidu duy tri thong thudng trong phéc dd da tr 14 khoang 30
mg/ke/ngay, Tai My, lifu khuyén diing twong tw duge ép dung thee phic 46 don tri hogc da trj & tré > 4 i,
Nén giam liéu ban diu & bénh nhin ¢ 1én thuong thin,

Khéng can ditu chinh ligu trén bénh nhin suy gan nhe v3 vira, thube chira duge nghién ciru trén bénh nhin
suy gan ndng.

Nhu déi vdi cac thube chdng ding kinh khic, vige nglmg ding oxcarbazepin hodc chuyén dbi tir mit phac do
didu te ching ding kinh khde phii duge tén hinh 1l tir dé tranh trudmg hop tEng tn sudt con déng kinh,

Nhu déi vi cac thude ehdng ddng kinh khéc, viée ngimg ding oxcarbazepin hotic chuyén ddi tir mgt phéc b
diéu trj chéng dgng kinh khde phai duge tién hanh tir tir ¢ ranh trudmg hgp tang tin sudt con dong kinh.

Sir dung & bénh nhiin c6 tdn thwong thin: Lidu ban déu ciia oxcarbazepin cho bénh nhin cd thanh théi
creatinin < 30 mifphiit 13 300mg/ngay & ngudi lén (bing mdt nira liéu ban diu théng thudmg néu trén), ting
dan sau mdt tudn hoge vii win.

Réi logn luing cye: Tiong ty nhu carbamazepin, oxcarbazepin ¢b cde tinh chit 1A cdc con vui budn thiy
thudng, va di duge thic nghigm trong didu tri kidm sodr cho hénh nhin bj rdi loan ldmg cye.

Ching déng kinh: Oxcarbazepin duge sit dyng dé diéu tri bénh ding kinh v eb thé 1a thude thay thé hitu fch
¢cho bénh nhan khing dung nap carbamazepin.

Trong mdt thit nghiém mi kép trén cde bénh nhin 13 ngudi 16n mdi dige chin dodn mic bénh, oxcarbazepin
o6 higu lye va 4 dung ngp twong r valproat cho céde con dong Kinh cuc bg hede wan bBH (co gidt cung todn
bd).

Oxearbazepin ed hidu lye twang tr phenytoin, nhimng dung nap 16t hon & ngudi 1ém v tré em méi chin dodn
bi dgng kinh cyc bj hodc todn bé. Cac thir nghiém co kidm chimg ngiu nhién cling khing dinh hidu lye va dd
dung ngp ctia oxcarbazepin teong phic @6 da tri hodc don trj trén cde bénh nhin bi dong kinh cyc bo dai ding/él{/}f
@ tré em v ngudi ldn. /
Oxcarbazepin duge khuyén ding nhu 14 diéu i hé trg hofic diéu 11 don thudn rén cic bénh nhan cd ddng

kinh cye b trén ird em tr 4-16 twdi, Tat cd ligu ding nén theo phic db lidu ding chia 2 lan/ngay,
Oxcarbazepin ¢6 thé ding co hode khong cd kém voi thie dn,

Ngwoi trorong thanh

Phdc dé dem 1ri

D&i véi e bénh nhdn khong dang didu trj bing cdc thude chéng dong kinh: Bit diu didu trj bing Sunoxitol

wéri Tidu 300 mg x 2 lan/ngay va tang theo chi dinh 300 mg/ngdy sau ngdy thir ba hode cfr mdt win lai tang

thém 600 me/ngdy lén dén 1200 mg/ngdy, chia lim hai lin. Than trong dé ding cho bénh nhan liéu thip nhit

cd higu qua

Phdc do da tr

Bt diu diéu 1r] Sunoxitol & lidu 200 mg % 2 Fn/ngdy. Sau mdt win ¢6 thé ang thém 600 mg/ngay 1di da lén

dén 1200 mg chia 2 lan/ngay.

Chuyén d6i sang phac 46 don 1ri
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Khi chuyén tir cac thude ching ding kinh khac sang ding Sunoxitol, bt déu véi lidu 300 mg % 2 lan/ngay
trong khi bt ddu giam lidu cia cdc thude ché-ng déng kinh khic. Sunoxitol nén duge chudn liu cir sau mit
tudn Igi tang 600 mg/ngdy teong tir 2 dén 4 widn dé dgt dén lidu khuyén diing 2400 mg/ngdy. Ngimg hodn todn
diing cdc thubc ehéng dong kinh khic dang dang sau tr 3 dén 6 win theo dung nap clia bénk nhin,

Khoa nhi

Phde d6 da v

Khing nén diing cho 1ré om < 2 wéi.

4-16 wdi: nén biit diu phic db da 1 voi lidu hang ngay 8-10mgfke, ndi chung khang virgt qua 600mg/ngay,
chia lam hai lin,

Liéu duy tri dich (sau 2 wén), theo cin ndng cia bénh nhin nhu sau:

10-29 kg — 900 mg/ngay

29,1-39 ke — 1200 mg/ngay

> 39 kg — | 800 mg/ngiy

CHONG CHI DINH:
Chéng chi dinh oxcarbazepin ding cho cde bénh nhin duge bifr ¢ qui min véi oxcarbazepin hodc bit ki
thanh phin nao ctia thude,

THAN TRONG:

Hay natr méu ¢ ¥ nghta lam sing co thé xudt hién trong khi ding oxcarbazepin, Treng mét nghién oy cé
kigm chimg vai pia duwge ve ddng Kinh trén 14 npwdi, 2,5% bénh nhan duge dido tri bing oxcarbazepin co
natri/mdu < 1235 mmol/L. trong khi diéu tri, so voi khong c6 biénh nhin nao b tri¢u chitng nhi viy trong
nhdm ditng gia duge hay nhim ddi ching dang didu . Hg natri méu ¢6 ¥ nghia ldm sang thubng xdy ra
trong 3 thang diu diéu irj hing oxcarbazepin mic di di cd phimg bénh nhin cé rigu chimgz hg natrl trong
hl.l;.-é!. thanh <125 mmol/L hon | adm sau khi bt ddu didu 1. Hiu hét bénh nhén c6 ha natel mau ¢d trigu
chimg nlumg cde bénh nhin trong cde nghign cir [im sdng thudng duge theo doi va mt s bénh nhin phii
giam lidu, ngimg thude hojic phai han ché wing nude do ha natri maw. Hién chua bidt [4 cde bién phap nay 6
phong ngira dé khéng xufit hién cdc wigu chitng niing hon hay khdng, Céc 1ruimg hgp ¢b triéu chimg ha natri
mdu da duge bdo cdo trong qud trinh ding oxcarbazepin sau khi dua thude ra thi trudmg. Trong cdc nghién
clru 13m sing, céc bénh nhdn phii ngimg diu tri bing oxcarbazepin do ha natri mdu thudmz hdi phyc natri
méu trd vé binh thulmg trong ving vai ngay ma khéng cdn didu i gi thém.

Mén xem xét do ning 49 nair trong huyét thanh cho cdc bénh nhén trong khi digu i duy tl bing
oxcarbazepin, dic bidt néu cic bénh nhin dang diing thém cde thude khic duge bikt cd Tam gidm ndng dd
natrl huyét thanh (vi dy ede thube eo kem theo tiét ADH khéng phit hop) hode néu cde trigu chimy ¢b thé cho
thiy ha natri méau xay ra (nhur budn nin, dau co, dau diu, ngt fim, hodic 10 Iﬁn}

Neén than trong st dung thude & nhimg bénh nhin ¢6 ubng nrou de ¢6 thé [am ting tdc dung an thin,

Bénh nhdn n trong @9 tudi sinh dé nén duge canh bde ring viée sir dyng déng théi oxcarbazepin voi thube
trink thai ndi tidt cé thé lam giam tdc dung cia thude irdnh thai. Khuyén cdo nén bd sung bign phip trinh thai
khic khi sir dung oxcarbazepin.

TAC DUNG KHONG MONG MUON:

Cée phén ing kidng mong mudn phéd bién nhit bao gdm chéng mit, nhin dai, thiit diéu, ndn, budn nbn, budn
ngd, nhire dau, mét méi, thi lire bit thuémg, run, dang di bit thudma, phat ban,

Cde phan tmg phy phd bién nhit 12 quan sdt bao gdm ching mat, nhin ddi, thit didu, nén, budn non, budn
ngil, nhire dau, mét méi, tim nhin bt thudng, run, ding di bit thuimg, phdt ban,

Vige ding excarbazepin e6 lién quan dén cac tie dyng phy trén hé than Kinh trung wong. Cie trigu chimg nay
€6 thé dirge phin thinh 3 nhom chung sau ddy:

M

-
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s Cic tridu chimg lién quan nhin thitc bao gbm gidm tim Iy van dong, kho tdp trung, ¢é cde khé khin vé
giong ndi va ngdn ngir.
« Bubnn g hode mét mbi.
s Cic bt thuong trén phdi hop déng téc nhr that didu va r6i loan dang di.
Trong mot nghién ciu lon ding lidu o dinh, oxearbarepin duge b sung vio phic db didu trf bing cac thubc
chéng déng kinh (AED) (dén 3 AED diing diing ltic). Theo phic dd, lidu ciia cde ADE diing ddng thixi khdng
thé giam di khi co bd sung thém oxcarbazepin, khang che phép gidm lidu oxcarbazepin néu ¢o rinh rang
khéng dung nap, va cac bénh nhan duge ngimg didu i néu khong thé dung nap duge lidu duy tri cao nhit
mang mudn,
Tmng nghién i nay, €6 63% bénh nhin phai ngimg didu 1 vi ho khﬁng thé dung nap duge 0\1carb:|chin
lidu 2400 mg.’ngéy khi ¢6 diing AED trrde d6. Cac tic dyng phy dil thiy trong nghién e pdy chil yéu lién
quan dén hé than kinh tr ung weng Vi nguy co ngimg thude 6 lign guan liéu, Trong nghién ciru nay, ¢6 7.1%
bénh nhin dwoc diéu 1ri bing oxcarbazepin va 4% bénh nhin ding gia duce c6 cde tic dung phy trén nhan
thite. Nguy co naimg thube do tée dung phy nay 13 gdp 6,5 lan trén nhom ding oxcarbazepin so véi nhém
bénh nhin diing gia duge. Ngodi ra, 26% bénh nhan duge diu trj bing oxcarbazepin va 12% bénh nhin ding
git duge ¢6 rigu chimg nga lim. Nguy co ngimg thude do ngl lim vao gip khoang 10 Jan trén nhom bénh
nhin ding oxcarbazepin se v&i nhém ding gid duge. Cudi cing ¢6 28,7% bénh nhan duge didu 1 bing
oxcarbazepin va 6,4% bénh nhin ding gid duge ¢ cde thit didu va réi loan trén ding di, Nguy co ngimg
thube cia tac dyng phy ndy gdp khoang 7 1an tén nhém ding oxcarbazepin so voi ahom bénh nhan dung gia
dirge.
Trong mdt nghign chu ding phic db dun 1, ¢6 kiém chimg voi gid duge dé danh gid oxcarbazepin 2400
mg/ngay, khdng c6 bénh nhan ndo trong ¢d hai nhom ngimg ding thude vi cae tie dung phy trén nhan thare,
gt lim, thit didu hay roi Loan 1rén déng di. Trén 2 nghién ciru ¢6 kidm ehimg theo liéu trong nghién et dimg
phic dé don trj so sinh oxcarbazepin 2400 me/ngdy va 300 mg/ngdy, 1,1% bénh nhdn trong nhém 2400
me/ngdy phai nging didu tri vi tridu ching ngd lim hodie tie dung phy vé nhin thire so vai 0% wén nhém
diing 300 mg/ngay. Trong nghién el nay, khéng ¢ bnh nhin nao ngime ding thude vi trigu chimg thit
diéu hay déng di bit thudng trong ¢4 hai nhém duge didu tri.

Théng bio cho bic s nling tie dung kidng mong nuedn 2dp plai khi sie dyng, / {/? /

SU" DUNG CHO PHY NU CO THAI VA CHO CON BU

Chua ¢6 nghién el ddy dii va duge kidm sodl td clia oxcarbazepin & phu nir ¢d thai, oxcarbazepin lién quan
chiit che vé miit céu triic v6i carbamazepin, chil duge coi ja zdy qudi thai & ngudi. Trong nghién ciry dong
vat, oxcarbazepin di duge chimg minh [ c6 téc dong xdu dén sir phit trién phdi thai, bae ghin ¢ tdc dong
gAy quai thai. Vi viy, oxcarbazepin nén duge st dung trong thii ky mang thai chi khi loi {ch virgt qua nguy
co tiém an cho thai nhi.

oxcarbazepin v chil chuyén héa clia nd (MHD) duge bai tiét qua sira me. Ty 1¢ trong sira va huyét wong 12
0,5 di duge bao cde. Quyét dinh sit dung thude trong thin gian cho con bi nén dirge can nhiic can thin cho
kha niing tic ddng xéu 1oi tré so sinh,

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Diing oxcarbazepin e6 lién quan 161 mét sb tac dung phy nhir chéng mat vi budn ngii, Do dé bénh nhian nén

duge khuyén nén cin wong trong qué trinh 14i xe vA vin hinh may moe vi sitc khée v khi ndng vé tinh than
cd the giam sit khi dimg thude,

TUONG TAC THUOC KHAC:
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Oxcarbazepin ¢6 thé (e ché CYP2C9 va cam img CYP3A/S véi tac dung dang ké 18n nbng df trong huyét
twong clia cdc thude khdc. Nzoai ra, mot sé cdc thude chdng dong kinh la c4c chit cam ing cytochrom P450
¢d thé lam giam néng 4 trong huyél tuong eiie oxcarbazepin. Oxcarbazepin duge ddnh gid trong céc
microsom té hao gan ciia ngudi ¢& xac dinh kha nang (rc ché cée enzym cytochrom P450, chinh men nay cd
vai trd trong chuyén héa cia cic thube khic. Cac két qui d4 cho thily ring oxcarbazepin va chit chuyén hoa
heat tinh cda nd 14 10-monohydroxy (MHI)) ¢6 it hodc khong 6 chite ndng nhu 12 chit te ché ddi véi hiu hét
cac enzym cytochrom P450 trén ngudi.

I vitro, nong di UDP-glucorany| transferase bj tang 1én, diéu nay cho thdy cd tinh trang cam Ung enzym nay.
Vi MHD 4 co chét chi yéu trong huyét twong chi 14 chat cam img UDP-glucoronyl transfarase trong | tudn
nén néd khéng thé cé anh hudng 1én céc thude duge thai trir chil yéu bing cach két hop véi UDP-glucarenyl
transferase. Ngodi ra, oxcarbazepin giy cam (mg mot nhém nhod enzym ho cytochrom P450 3A (CYP3A4 va
CYP3AS) ¢ vai ird trong chuyén héa cic chdt ddi vén canxi dihydropyridin va cic thude ngira thai wiimg+ gy
giam néng df trong huyét twomg cia cac thude nay.

Vi MHD giin Két v&i protein huyét twong thap (40%) nén ede tuong 1ac ¢6 § nghia lim sang cda cae thude ndy
qua syt canh tranh 12i ¢dc vi tri gin k&t voi protein |4 khong thé xay ra.

QUA LIEU

Mt s6 trudmg hop ca biét vé qua liéu di duge bao cdo. Tit ca bénh nhin déu duge phuc héi bing didu i
triéu chimg. Mot s6 triéu chitng qué [iéu gbm chéng mae, nhin d6i, thit didu, ndn, budn nén, budn ngd, nhic
dau, mét moi, thi lire bat thidmg, run, phat ban,

Diéu trj va theo doi:

Khéng cé thude giai dje dac hi¢u, Diéu tri triéu chimg va hd trg phai duge 4p dung phi hop. Loai bd céc loai
thude bling cdeh ria da day vashoic lam bit hoat bai than hoat tinh nén duge xem xét.

DIEU KIEN BAO QUAN: Dudi 30°C, noi khé mat. Tranh anh sang,
HAN DUNG: 36 thing ké tir ngdy san xudt,

QUI CACH PONG GOI: Hop 5 vi x 10 vién.

TIEU CHUAN: Nha san xuat

KHUYEN CAO
Dé thude trdnh xa tdm tay tré em. 5~

Boc ki hudng dan st dung trude khi diing.
Néw edn thém thng tin xin hai § kién bée s7.
Thube ban theo don clia thiy thude.

San xult bai:

SUN PHARMACEUTICAL INDUSTRIES LTD.
Survey No. 214, Plot No. 20, G.LA., Phase 11, Piparia, Silvassa-396230. Area, U.T. of Dadra & Nagar Haveli,
An B9,




