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POCKY HUONG DAN SU’ DUNG TRU'G'C KHI DUNG.
KHI CAN THEM THONG TIN, HAY HOI Y KIEN CUA BAC SL.
CHi DUNG THUOC KHI CO CHi DINH CUA BAC SI.

AIRLUKAST 4
(Montelukast sodium - Vién nén va Vién nén nhai)
THANH PHAN
AIRLUKAST 4 (Vién nén nhai Montelukast sodium 4 mg)
M6bi vién nén nhai khéng bao chira Montelukast sodium twong dwong Montelukast ... 4 mg

Td dwoc: Lactose khan (DC-grade), Mannitol (DC-grade), Hydroxypropy! cellulose, Sodium
starch glycolat, Aspartam, Hwong diva, Colloidal silicon dioxid, Magnesium stearat

PHAN LOAI DUQC LY
CAC THUOC KHAC TAC PONG TOAN THAN BOI VO'1 BENH TAC NGHEN KHI DAO
(P6i khang thu thé leucotrien)

MO TA

AIRLUKAST 4 13 vién nén nhai, mau tring dén trang nga, hinh tron, hai mat 16i, vi ngot, c6
mui dira.

Céng thirc cau tao cua Montelukast sodium nhu sau:
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MONTELUKAST SODIUM

DU'Q'C LY HQC LAM SANG

¢ Dwocluc hoc

Co ché tac dung

Cac cysteinyl leukotrien (LTCs, LTD4, LTE4) 12 cdc sdn pham chuyén héa acid arachidonic va
duoc phong thich tir nhiéu té bao khic nhau, gém cac té bao sinh dwdng va esonophil.
Ecosinoid nay gin két vé&i cac receptor cysteinyl leukotrien (CysLT). Receptor CysLT loai 1
(CysLT,) hién dién & khi dao & ngwoi (gom té bao co tron khi dao va dai thuc bao & khi dao
va & trén cac té bao tién viém (pro-inflammatory) gém esonophil va té bao mam tay
xwong). CysLTs c6 twong quan véi sinh ly bénh hoc cta bénh hen suyén va viém mii dj &ng.
Trong bénh hen suyén, leukotriene cé tac déng gian tiép gom phu khi dao, co thit co tron,
mot hoat tinh té bao bi thay doi c6 lién quan dén qua trinh viém. Trong bénh viém mai di
rng, CysLTs dwoc phong thich tir niém mac mii sau khi tiép xic véi di nguyén trong phan
trng th&i ky sém va mudn va ¢o lién quan dén triéu chirng ctia viém mii dj &ng. Sw kich
thich trong miii véi CysLTs da dwoc chirng minh ring ting sy dé khing khi dao miii va cac
triéu ching cia tic nghén trong miii. Montelukast khong lién quan dén cac thir nghiém kich
thich trong muai. Khong biét sw twong quan trén lam sang cta cac thir nghiém kich thich
trong miii. Montelukast 12 mét hop chit hoat tinh dung bang duwong udng, gan két véi i luc
cao va chon loc vai receptor CysLT: (wu tién trén cac receptor khi dao quan trong thudc
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tinh dwoc ly hoc khdc, nhw receptor cua prostanoid, cholinergic, hodc B-adrenergic).
Montelukast (rc ché hoat tinh sinh ly hoc ctia LTD tai receptor CysLT; ma khong c6 bat ky
hoat tinh déng vin nao.

DU'QCPONG HOC

Hap thu

Montelukast hap thu nhanh chéng sau khi uéng. Sau khi cho nguoi trwéng thanh khi doi
udng vién nén bao phim ham lwong 10 mg, nong dé huyét twong dinh trung binh cuta
montelukast dat dwoc trong 3 dén 4 gio. Sinh kha dung dwong uéng va nong dé huyét
twong dinh trung binh ctia montelukast khong bi anh huéng béi bita dn chuan vao budi
sang. Sinh kha dung duéng udng trung binh la 64%.

Déi véi vién nhai ham lwong 5 mg, Cmax trung binh dat dwoc trong 2 dén 2,5 gior sau khi
ding & nguoi trueong thanh khi doi. Sinh kha dung dwdng udng trung binh la 73% & tinh
trang déi so véi 63% khi dung thudc véi bira dn chuln vao budi sang.

P6i voi vien nhai ham lwong 4 mg, Cmax trung binh dat dwoc trong 2 gio sau khi dung thuée
& tré em 2-5 tudi khi déi. %/

Phan phdi: Montelukast gan két v&i protein huyét trong trén 99%. Thé tich phan phéi &
tinh trang 6n dinh cia montelukast trung binh tir 8 dén 11 lit. Cdc nghién cu & chudt cong
dung montelukast c6 danh ddu phéng xa cho thdy phin phdi rat it qua hang rao mau nao.
Hon nira, ndong d6 cta thudc danh ddu phong xa tai thoi di€ém 24 gio sau khi ding thube [a
rat it & tat ca cac mo khac.

Chuyén hoa: Montelukast dwoc chuyén hoéa rong rai. Trong cic nghién clru dung liéu diéu
tri, nong dd huyét twong cta cac chat chuyén hdéa cia montelukast khong dwoc phat hién
khi & tinh trang on dinh & bénh nhan trwéng thanh va & bénh nhi.

Cytochrome P450 2C8 la men chinh trong chuyén héa ciia montelukast. Ngoai ra, CYP 3A4
va 2C9 c6 vai tro nho trong sw chuyén hda, mic du itraconazole, mot chat (vc ché CYP 3A4,
cho thiy khong lam thay d6i dwoc dong hoc clia montelukast & nguwoi khoe manh dung 10
mg montelukast hang ngay. Dwa trén cac két qua in vitro xa hon nira & ti€u thé gan ngui,
nong dé tri liéu trong huyét twong ciia montelukast khong giy rc ché cytochromes P450
3A4, 2C9, 1A2, 2A6, 2C19, hodc 2D6. Su gbép phan cia cc chat chuyén héa vao tac dung tri
liéu ciia montelukast la rit nho.

Thai trir: Thanh thai huyét twong cia montelukast trung binh 45 ml/phat & nguoi treong
thanh khoe manh. Sau mot liéu udng montelukast danh ddu phong xa, 86% hoat tinh phdng
xa hdi phuc trong phén thu thip & ngay thir 5 va <0,2% dwoc hoi phuc trong nwéc tiéu. Ca
hai thong s0 v&i sw danh gid sinh kha dung dwong udng montelukast, diéu nay cho thiy
montelukast va cic chat chuyén héa ctia n6 dwoc bai tiét hau hét qua mat.
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Trong nhiéu nghién ctru, thot gian ban thai huyét twong trung binh cia montelukast trong
khoang 2,7 dén 5,5 gi& & nguwoi trwdng thanh tré, khéoe manh. Dwoc dong hoc cua
montelukast gan nhw tuyén tinh véi litu uéng 1én dén 50 mg Khi dung liéu 10 mg
montelukast, ngay 1 1an, c6 sw tich liy it ciia dang thudc me trong huyét twong (14%).

DAN SO PAC BIET
Gidi tinh: Duoc dong hoc clia montelukast twong tw nhau gitta nam gici va nir gioi.

Nguwei cao tudi

Dit litu dwoc ddng hoc va sinh kha dung dwéng udng cua liéu uéng duy nhdt 10 mg
montelukast 13 twong tw nhau gitra nguoi cao tudi va ngwdi tredng thanh tré tudi. Theoi gian
ban thai huyét trong cia montelukast hoi dai hon & ngwoi cao tudi. Khong can thiét chinh
liéu & ngwdi cao tudi.

Chung tdc: Su khac biét duwoc dong hoc do chung tdc chwa dwoc nghién ciru. *‘/

Suy gan

Khong can thiét chinh liéu d6i véi ngudi cao tudi bi suy gan nhe dén trung binh. Khéng cé
di liéu vé dwgce dong hoc clia montelukast & bénh nhan bi suy gan nang (diém Child-Pugh
>9).

Suy than

Vi montelukast va cac chit chuyén héa ctia nd khong dwoc bai tiét qua nuwéc tiéu, duwoc dong
hoc clia montelukast khéng dwgc danh gia & bénh nhan suy than. Khéng can thiét chinh liéu
& cac bénh nhan nay.

Bénh nhan la thanh thiéu nién va tré em

Dit liéu ndng d6 huyét tiwrong cia montelukast sau khi uéng vién nén bao phim ham lwong
10 mg la trong tw & thanh thiéu nién = 15 tudi va ngudi trrdng thanh tré tudi. Vién nén bao
phim 10 mg dwoc khuyén cdo st dung cho bénh nhén 2 15 tudi. Sw phoi nhiém toan thin
trung binh clia vién nhai 4 mg & bénh nhi 2 dén 5 tudi va vién nhai 5 mg & bénh nhi 6 dén
14 tudi 1a twong tw véi sw phoi nhiém toan than trung binh déi vé&i vién nén bao phim ham
lwrgng 10 mg & ngwoi tredng thanh.,

CHI PINH

AIRLUKAST dworc chi dinh trong diéu tri hen suyén nhuw 12 tri liéu b6 sung & bénh nhan bi
hen suyén dai dang tir nhe dén trung binh, 1a nhirtng ngwdi khéng dwoc kiém sodt thich hop
bang corticosteroid khi dung va cho nhitng ngudi cin cha van B tac dong ngan cho kiém
soat hen suyén khong thich hop trén [im sang. Vién nén nhai AIRLUKAST 4mg/5mg ciing cé
thé 1a diéu tri thay thé cho corticosteroid khi dung liéu thap doi v&i bénh nhan tir 5 dén 14
tudi bi hen suyén dai ding nhe ma khéng c6 tién st con hen suyén niang can corticosteroid
dung dwong udng, va ngudi chirng minh 1a ho khong thé sir dung corticosteroid kh{ dung.
AIRLUKAST duwoc chi dinh dw phong co that phé quan do ging sirc & bénh nhan tir 15 tudi

Lali:
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tror lén.
AIRLUKAST duoc chi dinh lam giam triéu chirng cua viém mii di rng (viém mui di &ng theo
mua & nguwoi tredng thanh va bénh nhi tir 2 tudi trér 1€n, va viém mii di ng & ngwoi tredong
thanh).

LIEU LUVONG VA CACH DUNG
Liéu lwong cho ngudi trivdgng thanh tir 15 tudi trér 18n bi hen suyén, hoic c¢6 hen suyén kém
dong thei bi viem miii di &ng theo mua, la mot vién 10 mg hdng ngdy, dung vao budi sang.

Vién nén AIRLUKAST 4 va AIRLUKAST 5 phai dwoc nhai trudc va tré dung thudc nay dudi
sw giam sit clia ngudi tredng thanh. Lidu lwong cho bénh nhi 2-5 tudi la mét vién nén nhai
4 mg hang ngay va cho bénh nhi 6-14 tudi la mot vién nén nhai 5 mg - ding vao buoi toi.
Néu dung thudc véi thirc dn, ding Vién nén AIRLUKAST 4/AIRLUKAST 5 trwoc 1 gior hodc
sau 2 gior dung thirc an. Khong cin chinh liéu trong do tudi nay. Khong khuyén cao dung
Vién nén AIRLUKAST 4 /AIRLUKAST 5 cho tré dwéi 2 tudi. Tac dong tri liéu caa AIRLUKAST
trén cac théng so vé kiém soat hen suyén xay ra trong vong mot ngay. C6 thé dung
AIRLUKAST c6 hoic khdng c6 thirc an. Khuyén bénh nhan tiép tuc dung AIRLUKAST ngay ca
khi hen suyén da duoc kiém soat, ciing nhw trong thoi gian hen suyén tré nang.

CHONG CHi DINH f} ¥

Qua man v&i bat c& thanh phin nao cia thudc.

CANH BAO VA THAN TRONG

AIRLUKAST khéng diroc chi dinh sir dung dé ddo nguoc tinh trang co thit phé quan trong
con hen suyén c4p tinh, gdm cd con hen ning khong dap (rng mot cach diy da véi tri liéu
gian phé quan. Bénh nhan nén dwoc khuyén phai c¢6 thudc cip ciru thich hop. Khi liéu
corticosteroid dang hit cd thé gidm tir tir dudi sw giam sat y khoa, AIRLUKAST khong duoc
thay th& dot ngot cho corticosteroid dang hit hodc dang udng. AIRLUKAST khéng dwoc st
dung nhu 1a don tri lidu déi véi digu tri va theo doi co thit phé quan do gang sitc. Bénh
nhén trong dot trim trong ctia hen suyén sau khi ging sirc nén tiép tuc st dung tri liéu
thong thwong cla thudc hit f-agonists. Bénh nhan dwoc biét 1a nhay cdm voéi aspirin nén
tranh s dung aspirin hodc cac thudc khiang viém khéng steroid khi dung AIRLUKAST. Mac
du AIRLUKAST c6 hiéu qua trong viéc cai thién chirc nang khi dao & bénh hen suyén véi su
nhay cdm véi aspirin dwoc ghi nhin, né khong cat dirt sw co thit phé quan do aspirin va cac
thudc khang viém khdng steroid khac & cac bénh nhan hen suyén nhay cdm véi aspirin.

Tinh trang tang bach cau wa eosin

Trong cac trweong hop hiém, bénh nhan hen suyén dang duwoec didu tri véi AIRLUKAST 6 thé
bi tinh trang ting bach cau wa eosin toan thin, thinh thodng biéu hién cic dic trung 13m
sang cua viéem mach phu hop vai hdi chirng Churg-Strauss, mot tinh trang phai thuong
xuyén dwoc didu tri bing corticosteroid toan thin. Cac tinh trang nay thwong xuyén, nhwng
khéng phai luon luén, c6 lién quan dén viéc giam tri liéu bang corticosteroid duéng uong.
Bac sT nén dwoc canh bao vé tinh trang tang bach ciu wa eosin, ban d6 do viém mach, triéu
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chirng phéi tré nén x4u, bién chirng tim, va/hoac bénh than kinh hién dién & bénh nhan cla
ho. Mdt nguyén nhin lién quan gitra AIRLUKAST va cdc tinh trang nay chwa dwoc thiét lap.

Vién nén nhai Montelukast 4 & 5 mg cé chiva aspartame - nguén goc ctia Phenylalanine cé
thé giy hai cho nguwoi bi phenylceton niéu. Bénh nhan va ngwoi ké don nén dwec canh giac
d6i v bién c6 trén tAm thin kinh [xem TAC DUNG KHONG MONG MUON].

TUONG TAC THUOC
AIRLUKAST dwoc dung véi cac tri liéu khac mot cach thwong quy st dung trong du phong
va diéu tri hen suyén man tinh khéng cé sw tang ro rang vé cac phan ng phu. Trong cac
nghién cltu twong tac thudc, lieu dung trén 1dm sang khuyén cao ciia montelukast khong c6
tac dong quan trong trén l1am sang trén dwgc dong hoc cia cac thude sau day: theophylline,
prednisone, prednisolone, thudc ngira thai dwong udng (norethindrone 1mg/ethinyl
estradiol 35 mcg), terfenadine, digoxine, va warfarin. /y

Mac du cac nghién clru twong tac chuyén biét bé sung khéng dwec thwc hién, AIRLUKAST
duwoc st dung dong théi véi nhiéu thude dwoc ké don trong cac nghién clru 1am sang ma
khong c6 chirng clr cua twong tic khéng mong muon trén 1dm sang. Cac thudc nay gom cac
hormone tuyén gidp, thudc gidam dau gay ngd, thudéc khang viém khong steroid,
benzodiazepine, va cac thudc chéng sung huyét. Phenobarbital, gdy chuyén héa & gan, lam
giam AUC ctia montelukast khoang 40% sau mot lieu duy nhdt 10 mg montelukast.

Vi montelukast duwoc chuyén héa béi CYP 3A4, 2C8, va 2C9, nén than trong, dac biét & tré
em, khi dung montelukast dong thoi véi chat cam ang CYP 3A4, 2C8, va 2C9, nhu
phenytoin, phenobarbital va rifampicin. Cac nghién ciru in vitro cho thdy montelukast la
mot chat (e ché CYP 2C8. Tuy nhién, di¥ liéu tir nghién ctru twong tac thudc-thudc trén lam
sang gom montelukast va rosiglitazone (mdt co chit thim do dai dién cho thudc dwoc
chuyén hoéa chii yéu béi CYP 2€8) chirng minh rang montelukast khong trc ché CYP 2C8 trén
in vivo. Vi vay, montelukast khong dwoc dw doan la 1am thay d6i dédng ké sw chuyén hoa cta
cac thudc dwoc chuyén héa qua hé men nay (nhw paclitaxel, rosiglitazone, va repaglinide.)

Cac nghién clru in vitro cho thidy montelukast la mdt co chit ctia CYP 2C8, va mirc d6 it hon
trén 2C9, va 3A4. Trong nghién ciru twong tac thude-thudc trén 1am sang gobm montelukast
va gemfibrozil (mdt chit rc ché ca CYP 2C8 va 2C9), gemfibrozil lam tang phoi nhiém toan
than ctia montelukast gap 4,4 lan. Khong thay dai liéu lwong thwérng quy ctia montelukast
khi dung dong thoi véi gemfibrozil hodc véi cac chit (re ché khac trén CYP 2C8, nhung bac
si nén dwoc biét kha nang lam tang phan &ng phu. Dwa vao dit liéu trén in vitro, cac twong
tac thudc quan trong trén lam sang véi kha nang (e ché it trén CYP 2C8 (nhw trimethoprim)
khong duec biét truedc. Dung dong thoi montelukast véi itraconazole, mot chit e ché
manh trén CYP 3A4, din dén khong tang dang ké vé phoi nhiém montelukast toan than.

TAC DUNG KHONG MONG MUON
Phan &ng phu sau day da dwoc bao cao khi sir dung Montelukast sau khi dwa ra thi trwong:
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Rat thudrng xay ra: nhiém khudn hd hap trén.

Thudng xayv ra: tiéu chay, budn nén, 6i mira, ting néng do transaminases huyét thanh (ALT,
AST), ban d9, sot.

it xav ra: phan ng qua min gém sdéc phan vé, gidc mo bat thwong nhw ac mdng, mat nga,
maong du, kich trng, lo u, thao thic, kich dong gdm cach cw xi¥ gay han hodc gay chién, tram
cam, chodng vang, budn ngu, di cdm/giam di cam, dong kinh, chdy mau cam, kh6 miéng, kho
tiéu, vét tham tim, mé day, ngtra, dau khép, dau co gom chudt rat co, suy nhwoc/mét mai,
tinh trang kho chiu, phu.

Hiém xdy ra: tang khuynh hwong chay mau, rung, ngat, phu mach.

Rit hiém xdv ra: thdm nhiém bach ¢iu wa eosin & gan, do giac, mat dinh hwéng, ¢ y nghi va
hanh vi tw tir, Hdi chirng Churg-Strauss - Churg-Strauss Syndrome (CSS), viém gan (géom
viém gan tic mat, viém gan té bao gan, va ton thwong gan hén hop), nét ban dé, ban dé da
dang.

Phan loai tin sudt: Duoc dinh nghia cho méi tic dung phu theo ti 1é dwoc bdo cdo trong div
libu nghién ctru 1am sang: Rat thwong xay ra (21/10), Thuong xay ra (21/100 dén </10), it
xay ra (21/1000 dén </100), Hiém xay ra (21/10.000 dén </1000), Rat hiém xay ra

(</10.000).

THONG BAO CHO BAC ST CAC TAC DUNG KHONG MONG MUON GAP PHAI KHI SU’ DUNG
THUOC.

PHU N CO THAI VA CHO CON BU

Phu nir c6 thai

Khong c6 dic tinh gdy quai thai dwgc quan sat & chudt cong & liéu udng 1én dén 400
mg/kg/ngay (dwoc wére lwong phoi nhiém gap khodng 100 lan AUC cho ngwdi trwéng thanh
& lidu udng t6i da khuyén cio hang ngay) va & thé ¢ liu udng 1én dén 300 mg/kg/ngay
(dwoc wéce lwong phoi nhiém gap khodng 110 lin AUC cho nguoi tredng thanh & ligu udng
hing ngay khuyén cao t6i da). Montelukast qua nhau thai sau liéu uéng & chudt céng va &
thd. Tuy nhién, khong cd cac nghién ciru ¢ kiém chirng tét va va thich hop & phu nit ¢6 thai.
Vi cdc nghién ciru trén sinh san & dong vat khong phai ldc nao cling ludén luén phan anh dap
&ng trén nguwdi, montelukast nén duwoc str dung trong thai ky chi khi nhu cau ré rang.

Cho con bu

Cac nghién ctru & chudt cdng cho thiy montelukast tiét vao sira. Khéng biét la montelukast
c6 tiét vao sira nguoi hay khong. Vi nhiéu thudc tiét vao sira nguoi, than trong khi dung
montelukast cho ngwoi me nudi con bu.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Montelukast dwoc cho 1a khong gdy anh hwéng dén kha ndng cta bénh nhan trong viéc lai
xe hodc van hanh may mac. Tuy nhién, trong nhitng treong hop rit hiém xay ra, c6 nhirng
ngwéi bi choang vang hodc chéng mat.

QUA LIEU

Khong co tir vong xdy ra sau cac liéu uéng duy nhat montelukast lén dén 5000 mg/kg &

chuét nhat (dwoc wéc lwong phoi nhiém gdp khoang 335 ldn va 210 1an AUC cho nguoi
6/7

e



https://trungtamthuoc.com/

trudng thanh va tré em & lidu udng téi da khuyén cdo hing ngay) va & chudt céng (dwoc
woc lwong phoi nhiém gip khodng 230 13n va 145 lAn AUC cho ngwoi trivdng thianh va tré
em & ligu udng t6i da khuyén cao hang ngay).

Khéng cé théng tin chuyén biét khi diu tri qua lidu AIRLUKAST. Trong cac nghién ctru hen
suyén man tinh, montelukast dwoc dung ¢ liéu 1én dén 200 mg/ngay cho bénh nhan truéong
thanh trong 22 tun va trong cac nghién clru ngén han, lén dén 900 mg/ngay cho bénh nhan
trong khodng 1 tudn ma khéng cé cac trdi nghiém tic dung khéng mong mudn quan trong
trén 1am sang. Khi qua liéu, str dung cac bién phdp ho tro thong throng la hop ly; vi du loai
khoi phin thudc khong duwoc hdp thu tir dworng da day-rudt, gidm sat 1am sang va tri liéu hd
tro thich hop, néu can.

C6 cic bao cao cua qua lieu cdp tinh trong trai nghiém hau tiép thi va cac nghién ctru Iam
sang v&i AIRLUKAST. Céc bao cdo nay gom cac bao cao & nguoi trudng thanh va tré em voi
lidu cao 1&n dén 1000 mg. Cac phat hién 1Am sang va cdn 1dm sang dwroc quan sat la phit hop
voi di liéu tinh an toan & bénh nhan truwdng thanh va bénh nhi. Khdng cé cac tic dung
khong mong mudn trong phan l6n cac bao cdo qud liéu. Cac trai nghiém tac dung khong
mong mudn xay ra thudng xuyén nhit |a pht hop véi div lidu tinh an toan cia AIRLUKAST
va bao gdm dau bung, budn ngu, khat nwée, nhirc dau, 6i mira va ting hoat dong tim than

van dong.

Khong biét 1a montelukast ¢6 dwoc loai khoi co thé bang thaim phan phic mac hay tham

phin mau hay khong. }}/
J

BAO QUAN: Bdo quan dudi 30°C, tranh anh sang va tranh am.
GIU THUOC XA TAM TAY TRE EM.

HAN DUNG: 24 thang ké tlr ngay sdn xuAt.
KHONG DUNG THUOC QUA HAN DUNG GHI TREN NHAN.

QUY CACH PONG GOI
AIRLUKAST 4: Vinhom/nhém 10 vién. Hop 3 vi x 10 vién.

San xuét tai An Do, béi:

MSN Laboratories Private Limited

Plot No. 42, Anrich Industrial Estate, Bollaram,
Medak Dist. 502 325, AP, INDIA.

Tiép thi boi:
Ranbaxy Laboratories Limited
12t floor, Devika Towers, 6 Nehru Place, New Delhi - 110019, India.




