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CONG TY CO PHAN DUPQ'C PHAM AN THIEN
ANTHIEN PHARMA 314 BOng Sao, Phwing 5, Quan 8, TP. HCM

MAU HOP BANG KY LAN PAU

- Mau nhan hép chira 2 vi
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Hydrochloride
180 MG

FILM-COATED TABLET
Box of 2 blisters x 10 tablets v
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AN THIEN PHARMACEUTICAL CORPORATION
AN THIEN PHARMA 314 Bong Sao Street, Ward 5, District 8, Ho Chi Minh City

Co s& sén xuat:

CGONG TY CO PHAN DU'Q'C PHAM AN THIEN

L& C16, B. sé 9, KCN Higp Phuére, H. Nha Bé, Tp. HCM
Tiép thi & phan phéi béi:

CONG TY TNHH DUPQrC PHAM VO KIM

Block B, CC The Hamons, 33 Trureng Céng Dinh, P. 14, Q. TanBinh, Tp. HCM

DS. Nguyen Hoang Phwong Thao
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FEXOFENADINE
Hydrochiloride
180 MG

FILM-COATED TABLET
Box of 3 blisters x 10 tablets /
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AN THIEN PHARMA

AN THIEN PHARMACEUTICAL CORPORATION
314 Bong Sao Street, Ward 5, District 8, Ho Chi Minh City

Co s& san xudt:
CONG TY CO PHAN DU'QC PHAM AN THIEN
L& C16, B. S6 9. KCN Hiép Phudc, H. Nha B, Tp. HCM

Tiép thi & phan phai béi:
CONG TY TNHH DU'Q'C PHAM v KIM

Block B, CC The Harmona, 33 Truong Céng Dinh, P. 14, Q. Téan Binh, Tp. HC!
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T‘} CONG TY CO PHAN DUQ'C PHAM AN THIEN
ANTHIEN PHARMA 314 BOng Sao, Phudng 5, Quan 8, TP, HCM

MAU HOP BANG KY LAN PAU

- Mau nhan hép chira 5 vi
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FEXOFENADINE
Hydrochiloride

Box of 5 blisters x 10 tablets /

180 MG

FILM-COATED TABLET
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AN THIEN PHARMACEUTICAL CORPORATION
AN THIEN PHARMA 314 Bong Sao Street, Ward 5, District 8, Ho Chi Minh City

Co s& san xuét:
CONG TY CO PHAN DUQ'C PHAM AN THIEN
L& C16, D. 56 9, KCN Higp Phuc, H. Nha B&, Tp. HCM

Tiép thj & phan phéi béi:
CONG TY TNHH DUQ'C PHAM VO KIM

Block B, CC The Hammona, 33 Trromg Céng inh, P. 14, Q. Tan Binh, Tp. HCM

TRV

DS. Nguyen Hoang Phwong Thao
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FEXOFENADINE
Hydrochloride
180 MG




oy CONG TY CO PHAN DUPQ'C PHAM AN THIEN
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- Mau nhan vi chira 10 vién nén bao phim
(SLSX, HD duoc dap néi trén vi)
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Q CONG TY CO PHAN DUPQ'C PHAM AN THIEN
ANTHIEN PHARMA 314 Bong Sao, Phwdng 5, Quan 8, TP. HCM

MAU NHAN, HOP DANG KY LAN AU

1 - Mau nhan hép chira 1 chai 30 vién nén bao phim
2 - Mau nhan chai 30 vién nén bao phim
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Thanh phin:
T4 durgrvira 80 1 vidn,
Chi djnh = Chiing chi djah - Libu ding v&
chch diing - Thin trong - Téc dyng khéng
mong mudn va cie thing tin chi tist khac:
Xem trén té HDSD kém theo.
Bao quan: Nei kho réo, nhit 4 khing qud
309C. tranh Anh sdng.

OE XA TAM TAY TRE EM.

DOC KY HU'ONG DAN S0 DUNG
TRUGC KHI DUNG.

180 mg

=

FEXOFENADINE
Hydrochloride
180 MG

VIEN NEN BAO PHIM
Chai 30 vién

Tigu chudn: TCCS
o 2 S

S5 18 SX:
Han dung:

Tidip th{ & phan phéi bért:
CONG TY THHH DUQ'C PHAM VO KM
Block B, CC The Hamona, 33 Trirong Céng Binh,
PiA4, Q.Then Blnh, To.HCM

Q‘ﬂ CONG TY CO PHAN DUIGIC PHAM AN THIEN
aunemn s 314 Béing Sao, Phirimg 5, Ouan 8, TP, HCM

Cor sé shn wudt:
CONG TY CO PHAN DUQIC PHAM AN THIEN
L& C16, Brdmg sé 9, KCN Higp Phude,
Nh& B&, TP, HA Chi Minh

FEXOFENADINE
Hydrochloride
180 MG

VIEN NEN BAO PHIM
Hop 1 chai 30 vién

</

AN THIEN PHARMA

CONG TY CO PHAN DU'Q'C PHAM AN THIEN
314 Bleg Sno, Phurimg 5, Gudn 8, TR H3 Chi Mnh

Thanh phin:
Fexofenadin hydroclond ......... 180 mg
Tadwgc vira di 1 vién.

Chi djnh - Chéng chi djnh - Lidu
ding va céch ding - Thin trong -
Tac dyng khéng mong mubn va
céc théng tin chi tiét khac:
Xam trén i HDSD kém theo.

Bao quan: Noi kha rao, nhiét 4 khing
qua 30°C, tranh dnh séng.

S618 san xuét:
Ngay san xult:
Han ding:

FEXOFENADINE
Hydrochloride
180 MG

FILM-COATED TABLET
Box of 1 bottle 30 tablets

<1/

AN THIEN PHARMA,

AN THIEN PHARMACEUTICAL CORPORATION
314 Bong Gao Sireat, Ward 5, Cratrict 8, Ho Cha Winh City

DE XA TAM TAY TRE EM.
BOC KY HFONG DAN SIPDUNG
TRUPOC KHI DUNG.

Tigu chudn: TCCS

shn xudt:

CONG TY CO mmm&:mmm&u
L& C15, D.56 9, KCN Hidp Phurére, HINha B, TpHCM
Tidp thi & chisin pihdi biri:

CONG TY THHH DUD'C PHAM vO KM
Biock B, CC The Harmana, 33 Trwong Clng Sinh,
P14, 0.Tan Binh, Tp.HCM

L

DUGC PHAY
AN Tl«uw )

DS. NgmHoang Phwong Thao




AJ CONG TY CO PHAN DUQ'C PHAM AN THIEN

ANTHEN PHARMA 314 BOng Sao, Phuong 5, Quan 8, TP Hom  MAU NHAN, HOP DANG KY LAN DAU

1 - Mau nhan hop chira 1 chai 60 vién nén bao phim
2 - Mau nhan chai 60 vién nén bao phim

~
& “Thanh phin: = Tiéu chun: TCCS
F din el Hars 1 .
Chi dinh - Chéng chi dinh - Libu ding vé
codm i teamion  Hydrochloride <., ox.
Xam trén tir HDSD kim theo. 5
Bao quan: Noi kid réio, nhigl 80 khong qué ]30 MG S e
ew 09 l 30°C, trénh 4nh sdng. s e
DE XA TAM TAY TRE EM. thi & phiin phéi boi:
oo VIEN NEN BAO PHIM CONG TY TNHH DUQIC PHAM V0 KiM
opllqu ijH . mcmgﬂn?u:g i Chai 60 vién Sl o R
INIQYN340X34 - —
A CONG TY CO PHAN DUGC PHAM AN THIEN
it ?ﬁ"&zamwwﬁmﬂm e i ™ )
PE XA TAM TAY TRE EM.
Thanh phii BQC KY HPONG DAN SUF DUNG
nl n:
Fexofenadin hydrodiond ........ 180 mg TRUO'C KHI DUNG.
Ta dugre vira di 1 vién,
Chi dinh - Chéng chi djnh - Lié :
ding Ta cach dﬁ?:gc “ Thla‘::1 trqngli Tidu chudn: TCCS
Téc dyng khéng mong muén va T T
FEXOFENADINE | 350t os emieo. FEXOFENADINE
Hydrochloride | scquntoimememesnons | Hydrochloride o
-I 80 MG qua 30°C, tranh énh sdng. -I 80 MG LA €16, D.54 9, KON Higp Prarbre, HNHa Ba, TpHCM
mlngglﬁﬁvﬁm
VIEN NEN BAO PHIM FILM-COATED TABLET
Hop 1 chai 60 vién Box of 1 bottle 60 tablets
L4 @
5616 san xudt:
sy Han ding: AN THIEN PRARMA,
CONG TY CO PHAN DUGC PHAM AN THIEN AN THIEN PHARMACELTICAL CORPORATION
31JWEM.MS.W&TP.H§G|IWH 314 Bong Sao Street, Ward 5, Distict 8, Ho Chi Minh Cly

DL’(}‘C PHAN .
AN THIEN/]




'-“7 CONG TY CO PHAN DUPQ'C PHAM AN THIEN
ANTHIEN PHARMA 314 Bong Sao, Phwrong 5, Quan 8, TP. HCM

MAU NHAN, HOP DANG KY LAN DAU

1 -
%

Mau nhan hép chira 1 chai 100 vién nén bao phim
Mau nhan chai 100 vién nén bao phim
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SPUOIYI0IPAH
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[ A
Thinhphin: - Tiéu chudn: TCCS
e G FEXOFENADINE 9% o
- - Lidu
cty e e Hydrochloride o«
Xam trén i HOSD kém theo. ] 80 MG Han dong:
Bdo quin: Noi knd rae, nhigt 69 khéng qua
30°C. tranh 4nh séng.
DE XA TAM TAY TRE EM. Tidp thi & phdin phibi bk
902 KF HUONG DAN S DUNG VIEN NEN BAO PHIM NS YT UGS AN VO K

Chai 100 vién

P14, Q.TéAn Binh, To.HCM

.

“'\"‘ﬂ? CONG TY CO PHAN DUQ'C PHAM AN THIEN
AN THEN MAss 314 BOng Sao, Phurémg 5, Quin B, TP HCM

L& C16, Budmg 4 8, KON Hillp Phud,
Huyén Nha B&, TP. Hi Chf Minh )

FEXOFENADINE
Hydrochioride
180 MG

VIEN NEN BAO PHIM
Hop 1 chai 100 vién

314 Béng Sso, Phurtmg 5. Qugn 8, TR, HA Chi Minhy

Thanh phan:

Fexofenadin hydrodlorid ......... 180 mg
Ta dirgre vira a0 1 vién.

Chi djnh - Chdng chi djnh - Lidu
diing va céch diing - Than trong -
Téc dyng khéng mong mudn va
cac théng tin chi tiét khic:

Xem trén t& HDSD kém theo.

Béo quan: Noi khd rdo, nhiét 45 khing
qua 30°C, tranh énh sang.

S6 16 san xult:
Noéy san xudt:
Han ding:

FEXOFENADINE
Hydrochloride
180 MG

FILM-COATED TABLET
Box of 1 bottle 100 tablets

X

AN THIEN PHARMACEUTICAL CORPORATION
T Bong Sao Steat, W 5, District 8, Ho Chi Minh City

DE XA TAM TAY TRE EM.
DOC KY HIPONG DAN SU DUNG
TRUAC KHI DUNG.

Tiéu chudn: TCCS

Cor wlr sdin xust:

CONG TY GO PHAN DUDIC AN THIEN
L8 C16,0.54 9, KCN Hidp Phurire, H.Nhi BS, To.HCM
Tidp thi & phiin phii bai;

CONG TY TNHH DU PHAM v KiM
Block B, CC The Harmara, 33 Trieang Cing Binh,
P14, O.Tén Binh, TpHCM

LI

DS. Nguyén Hoang Phwong Thao




TO HUGNG DAN SU DUNG THUOC

VIEN NEN BAO PHIM

FEXOFENADINE HYDROCHLORIDE 180 mg

“Dé xa tam tay tré em”
“Doc kj hueéng dén st dung trude khi dimg”

THANH PHAN
Hoat chit: Fexofenadin hydroclorid ..........ccccmmeenmeceensiesssnsinenenezs 180 mg
T AUQe: VA QU ...oovoveerenreeeinreenreeresissecssasemsssesssssssesssssssssssssssssssssesses 1 VIEIL

(Lactose monohydrat, microcrystallin cellulose 102, croscarmellose natri, pregelatinized starch,
magnesi stearat, opadry white 11 (polyvinyl alcohol, titan dioxyd, polyethylene glycol, talc), iron
oxyd red).

DANG BAO CHE: Vién nén bao phim.

M ta sin phidm: Vién nén dai, bao phim mau héng.

CHI PINH
Dung & nguodi 16n va tré em tir 12 tudi tré 1én dé:
Di}"éu tri triéu ching trong viém miii di img theo mua: hit hoi, chay nuéc mili, nglta mili, chay nude
mat, d6 mit, nglra vom miéng va hong.
Didu tri triéu chimg trong may day man tinh v6 cén: ngta, ndi mén do.

LIEU DUNG VA CACH DUNG
Liéu ding
Nguoi lon va tré em trén 12 tuéi:
Diing 60 mg x 2 1dn/ngay hodc 180 mg x 1 1an/ngay.
Ngudi suy thén: Lidu khéi déu khuyén ding 1a 60 mg x 1 lan/ngay.
Nguoi suy gan: Khong can chinh lidu,
Newoi cao tudi: Khéng can chinh liéu trir khi chire nang théan bi suy giam.
Tré em dueci 12 rurf{: An toan va hiéu qua clia vién nén bao phim fexofenadin hydroclorid 180 mg
& tré em dudi 12 tudi chua duge xac dinh.
Cach dung
Thube ding dudng ubng, ubng véi nuée, thoi diém udng thuée khéng phu thude vao bira an,
Khéng udéng voéi nude hoa qua.
Khéng ding qua liéu da dugc chi dinh.

CHONG CHI PINH
Qua mén véi fexofenadin, terfenadin hodc bat ky thanh phan nao cta thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC
V6i nhitng bénh nhan c6 tién sir bi bénh tim mach nén duge canh béo rang nhém thude khang
histamin c¢6 thé gy ra nhimg phan tng bat 1oi nhu nhip tim nhanh, dénh tréng nguc.
Can than trong va diéu chinh liéu thich hop khi ding thuéc cho ngudi suy giam chirc ning than vi
ndng do thude trong huyét tuong ting do thoi gian ban thai kéo dai.
Cén than trong khi ding thudc cho ngudi cao tudi (trén 65 tudi) vi thudong cé suy gidm chire niing
than.

1/4




An toan va hiéu qua cua vién nén bao phim fexofenadin hydroclorid 180 mg & tré dudi 12 tudi
chua duoc xac dinh.
Cin ngimg fexofenadin it nhét 24 — 48 gidr truée khi tién hanh cdc thir nghiém khéng nguyén tiém
trén da.
Dung fexofenadin 1am bénh véy nén nang thém.
Khéng nén dung thuéc khang histamin nao khac khi dang dung fexofenadin.
Canh bdo td duwoc
Thanh phén t4 duge ¢6 chita lactose, bénh nhin ¢6 vén d& vé di truyén hiém gép nhw khong dung
nap galactose, thiéu hut Lapp lactase hodc kém hap thu glucose-galactose khong nén diung thudc
nay.
sU' DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phu nir ¢6 thai
Do chua c6 nghién ciru ddy du trén ngudi mang thai, nén chi dung fexofenadin cho phu nit mang
thai khi loi ich cho me vuot trdi nguy co doi vai thai nhi.
Phu nir cho con b
Khéng 18 thubc c6 bai tiét qua sita hay khéng, du ring chua théiy tac dung khong mong mudn & tré
so sinh khi ba me cho con bii diing fexofenadin, nhung van can thén trong khi dung fexofenadin
cho phu nit dang cho con bu.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Tuy fexofenadin it gay budn ngu, nhung van can than trong trong khi 14i xe, diéu khién may méc
hoc thuc hién cic hoat ddng do1 hoi phai tinh to.
TUONG TAC, TUONG KY CUA THUOC
Twong tac thude
Erythromycin va ketoconazol lam tang néng d6 fexofenadin trong huyét tuong nhung khdng lam
thay d6i khoang QT.
Nong do fexofenadin c6 thé bi tang do erythromycin, ketoconazol, verapamil, cac chét trc ché p-
glycoprotein.
Khéng ding dong thdi fexofenadin véi céc thubc khang acid chita nhém, magnesi vi s& lam giam
hip thu fexofenadin. Nén dung fexofenadin céch xa 2 git véi cac thuoc khang acid c6 chira nhom,
magnesi.
Fexofenadin c6 thé lam téng nong dd con, cdc chat an than hé than kinh trung wong (TKTW), cdc
chat khang cholinergic.
Fexofenadin cé thé 1am giam ndng dd céc chét G ché acetylcholinesterase (& TKTW), betahistin.
Fexofenadin c¢6 thé bi gidm néng do béi céc chit i ché acetylcholinesterase (& TKTW),
amphetamin, c4c thudc khang acid, nudc ép qua budi, rifampin.
Twong Ky
Nu6c hoa qua (cam, budi, téo) c6 thé lam giam sinh kha dung ctia fexofenadin t6i 36%. Tranh
duing fexofenadin v6i con ethylic (ruou) vi 1am tang nguy co an than (ngu).
TAC DUNG KHONG MONG MUON CUA THUOC (ADR)
Trong cac nghién ctru 1dm sang c6 kiém soat, ty 1€ gap tac dung khong mong muén ¢ nhém ngudi
bénh dimg fexofenadin tuong tu nhu dung placebo. Cac tac dung khong mong mudn cua thudc
khéng bi anh hudng béi liéu ding, tudi, gidi tinh va chung toc ctia bénh nhan.
Thuong gdp, 1/100 <ADR < 1/10
R&i loan than kinh: Budn ngu, dau dAu, chong mit.
Réi loan tiéu hoa: Budn ndn, kho tiéu.
It gap, 1/1000 < ADR < 1/100
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Réi loan chung va tai noi diing thudc: mét méi.
Tén sudt khong biét: khong thé woc tinh tir dit liéu 6 sén
Réi loan hé théng mién dich: phan img qua mén véi cac biéu hién phi mach, tirc nguc, khé ths, do
bing, choang phan vé.
Réi loan tim thén: mat ngu, hoi hop, rdi loan gide ngt, 4c mong.
Réi loan tim: nhip tim nhanh, danh tréng ngue.
Réi loan tiéu hoa: tidu chay.
Réi loan da va md dudi da: phat ban, ndi mé day, ngua. .
Thoéng bdo ngay cho bdc si hodc diwoc st nhimmg phdn ng cd hai gdp phdi khi sic dung thuéc
QUA LIEU VA CACH XU TRi
Qua lidu
Théng tin v& ddc tinh cip ctia fexofenadin con han ché. Tuy nhién, budn ngi, chéng mit, kho
miéng da dugc bao cao.
Cich xit tri
Sir dung céc bién phap thong thudng dé loai b6 phén thudc con chura dugc hép thu & éng tiéu héa.
Piéu tri hd tro va diéu tri triéu chung.
Thém phén mau lim gidm ndng & thubc trong mau khong dang ké (1,7%). Khong cé thude giai
ddc dac hiéu.
CAC PAC TINH DUQC LY
Nhém duoc 1y: Khéng histamin thé hé 2, d6i khang thu thé Hi.
Ma ATC: RO6AX26.
Duwge luc hoc
Fexofenadin la thube khang histamin thé hé 2, c6 tac dung d6i khang dic hiéu va chon loc trén thu
thé H) ngoai vi. Thudc 1a mot chit chuyén hoa c6 hoat tinh cta terfenadin, cling canh tranh voi
histamin tai cac thu thé H; & - dudng tiéu héa, mach mau va duong ho hép, nhimg khéng ¢ doc tinh
dbi vei tim do khéng tc ché kénh kali lién quan dén su tai cuc té bao co tim. Fexofenadin khong
c6 téc dung déang ké dbi khang acetylchohn b1 khang dopamin va khéng cac tac dung G ché thu
thé a; hodc B-adrenerglc O lidu diéu tri, thuoc khong gy ngu hay anh hudng dén TKTW. Thubc
c6 tac dung nhanh va kéo dai do thuéc gén chim vao thy thé Hj, tao thanh phirc hop bén vitng va
tach ra cham.
Dugc dong hoc
Hdp thu
Thuéc hap thu t6t khi ding dudng udng va bat dau phat huy téc dung sau khi uong 60 phut. Nong

d6 dinh trong mdu dat dugc sau 2 — 3 g10' Thtre &n giau chat béo lam giam nbng do dinh trong
huyét twong khoang 17% va kéo dai thoi gian thoi gian dat ndng do dinh cua thudce (dén khoang 4

gid). Téc dung khang histamin kéo dai hon 12 gio.

Phin bo

Ty 1& lién két v6i protein huyét turong cia thude 1a 60 — 70%, chu yéu la albumin va a.acid
glycoprotein.

Khéng r6 thudc c6 qua nhau thai hogc bai tiét vao stta me hay khong, nhung khi dung terfenadin
da phat hién dugc fexofenadin la chét chuyén hoa cia terfenadin trong sita me. Fexofenadin khong
qua hang rao mau — no.

Chuyén héa

Fexofenadin rét it bi chuyén héa (khoang 5%, chu yéu & niém mac rudt, chi c6 khoang 0,5 —1,5%
duoc chuyén héa & gannho hé enzym cytochrom Paso thanh chét khong ¢6 hoat tinh). Khoang 3,5%
lidu fexofenadin chuyén héa qua pha II (khong lién quan dén hé enzym cytochrom Paso ) thanh dén
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chét‘ methyl este. Chat chuy?:n hoa nay chi thay & trong phén nén ¢6 thé ¢6 sy tham gia cua céc vi
khuin duémg rudt vao chuyén hoa nay.
Thai trie
Thoi gian ban thai cua fexofenadin khoang 14,4 gid, kéo dai hon (31 — 72%) & nguoi suy thén.
Thubc thai trir chti yéu qua phan (xap xi 80%) va nude ticu (11 — 12%) duéi dang khong doi.
Duoc dpng hoc & ngudi suy thin
Cle 41 - 80 ml/phut: Nong @b dinh cao hon 87%, thi gian béan thai dai hon 59%.
Cler 11 - 40 ml/phut: Nong d6 dinh cao hon 111%, thoi gian ban thai dai hon 72%.
Cler < 10 mI/phut (6 ngudi dang thuc hién thim phan): Néng dé dinh cao hon 82% va thoi gian bén
thai dai hon 31% so véi nguoi khoe manh.

QUY CACH PONG GOI
Hop 2 vi, 3 vi, 5 vi, 10 vi x 10 vién.
Hop 1 chai 30 vién, 60 vién, 100 vién.

BAO QUAN: Noi khé rdo, nhiét do khong qua 30°C, tranh 4nh séng.

HAN DUNG: 36 thang ké tir ngay san xut.

TIEU CHUAN: TCCS.

Co sb san xuit:
CONG TY CO PHAN DUQC PHAM AN THIEN

1 thang 01 niim 2024
Nha Miy_ (>
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