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Ds. Pham Béio Anh

B& mAu nhin :

1. Mau nhan vi 10 vién,

Mau nhan hop 3 vi x 10 vién.
Mau nhan hop 10 vi x 10 vién,
Mau nhan chai 100 vién.

Mau nhan hop chai 100 vién.

M3u nhin chai 200 vién.

Mooy wh B L)

Mau nhan hgp chai 200 vién.
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U NHAN BANG KY THUOC APIRIDATE 100
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Dai: 84 mm
Réng: 36 mm

‘PR

b
coms ™

v

Vi tri déng s 16 san xuét va han diing
GHI CHU S6 16 san xuat va han dung dwoc dap néi trén vi

B PanToNE 283¢

TILE 121

160524




https://trungtamthuoc.com/
CONG TY CO PHAN DU'Q'C APIMED

AU NHAN DANG KY THUOC APIRIDATE 100
HOP 3 Vi X 10 VIEN NEN BAO PHIM (NHOM-PVC)

APIMED
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Dai: 90 mm
Rdng: 42 mm
Cao: 24 mm

Rx Thube ké don imed \
AR ARMA
Trimebutine maleate 100 mg = 19__
s 823
M
WHO - GMP s2c2 ‘
R 5 K= & v
ol ¢ 2 x =
2 _Hop 3 vi @ 2 8 Q
@ 10 vién nén bao phim b o
Thanh phén: M&i vién nén bao phim chira: Tidu chudn chitlwgng: TCCS
Trimebutine maleate.................ccovvrverireniees 100 mg Déxadmuytréem.‘ : f—é
T4 durgre vira 60, SRR o Poc ki hwdmg din sir dyng truére khi ding. &
Chi djnh, cach diing, chéng chl dinh va céc théng AB'mEd é
tin khac: Xin doc trong t& huéng din st dung. Ca s sin xubt: ﬁ
Béo quan: B4 noi khé réo, tranh &nh sang, nhiét ¢ g?&?mGNIYw?nwrﬁxag mﬂxﬁ%m @
Khdng qué 30°C. x4 Vinh Thanh, huygn Nhon Trach, tinh Bdng Nai, Vigt Nam.
o i
Rx Thubc ke don d
 § APimed
o
3
= 8
e Trimebutine maleate 100 mg 3
- 3
Q: 3
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8 :
& m3 :
¥ A
g¥ (=] WHO - GMP
<, %4 =
B \ ¥ By
g @ Hop 3 vi =
8 3 % 10 vién nén bao phim
Composition: Each film-coated tablet contains: Specification: In-house
Trimebutine maleate 100 mg :$ ::“ of “h‘l’”m'::';m - o
Excipients .8............. 1 tablet o paciage ¥ . N
Indications, ation, i -’ _ .and ABEI:I"IEd 3
other precautions: Read the package insert inside. Manutactured by: 3
Storage: In a dry place, protect from light, do not APIMED PHARMACEUTICAL JOINT STOCK COMPANY
N1 Street, Phu Thanh-Vinh Thanh industrial cluster, Vinh Thanh
slore above 30°C. communa, Nhon Trach district, Dang Nai province, Vietnam
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CONG TY CO PHAN DU'Q'C APIMED

Dai: 90 mm
Rdng: 56 mm
Cao: 42 mm
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AU NHAN DANG KY THUOC APIRIDATE 100
OP 10 Vi X 10 VIEN NEN BAO PHIM (NHOM-PVC)

Rx Thuéc ké don

Trimebutine maleate 100 mg

APIRIDATE 100)

-
WHO - GMP 2§14
1 - o
op.10 VI = cifs
Hép v £ 2 x =
o a
10 vién nén bao phim @@ 28
Thanh phdin: M3i vién nén bao phim chira: Tiéu chuln chitlvgng: TCCS.
% ine maleate 100 mg Bé xa thm tay tré em.
T AUPC VG B.....pocooces e e sesspssrmssosiss 1 vién Boc kif huémg din sz dyng trede
Chi djnh, cach diing, chdng chi djnh va cdc khi ding. g
théng tin khic: APpimed ®
Xin 89 trong 1 hudng dn si dyng. e 8
Bdo quin: B4 noi khd réo, tranh 4nh séng, CONG TY CO PHAN DUQIC APIMED 7]
= Duing N1, oym ciing nghidp Phil Thanh-Vinh Thanh,
nhigt 45 khdng qua 30°C. B Vinh Tranh, buyda Nhon Trach, tih Bdag Hai, Viét Ham. ub")
APIRIDATE 100> WAL
4 F
Rx Prescription d imed
ption drug TA E
Trimebutine maleate 100 mg i
I I A @
S 3
3
WHO - GMP
Pl
Box of 10 blisters
10 film-coated tablets
A
‘Composition: Each film-coated tablet contains: Specification: In-house
Trimebutine maleate...............cc...e.... 100 Mg Keep out of reach of children.
Excipients q.s. 1 tablet Read the package insert carefully
Indications, administration, contralndications  Defore use.
and other precautions: A imed %
‘ Manufactured by
Read the package insert inside. APIMED PHARMACEUTICAL JOINT 3
Storage: In a dry place, protect from light, do not ~ STOCK COMPANY 3

slore above 30°C.

APIRIDATE 100>

Nt Street, Phu Thanh-Vinh Thanh industrial diuster,
Vinh Thanh commune, Khon Trach district,
Dong Mai province, Vietam.
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CONG TY

AN DUQ'C APIMED

Kich thwoec:
Dai: 140 mm
Réng: 60 mm
A R _A pimed 1
Thanh phan: % ThuSc ké don me Composition:
M&i vien nén bao phim chira: hﬂlm_g Each film-coated tablet contains:
Trimebutine maleate...... 100 mg Trimebutine maleate....................100 mg
Ta dugc vira du... e 1 VgD EXCIPI8NS -8, cnmanimesmasis 1 tablet
Chi djnh, cach dung, ch6ng chi djnh Trimebutine maleate 100 mg Indications, administration,
va céc thong tin khéc: contraindications and other precautions:
Xin doc trong t& hwéng dén st dyng. n pl R I DnTE Read the package insert inside.
Bi3o quan: Bé& noi khd rdo, tranh anh Storage: o
sang, nhiét dd khong qua 30°C. In a dry place, protect from light, do not store o
Dé xa tim tay tré em. above 30°C.
Boc ki hwréng dén str dyung trweée khi Specification: In-house 3
ding. Keep out of reach of children. 3
Read the package insert carefully before
SO LO sX: use.
HD: 7J_\,\Bimas.d
AB{M Manufactured by:
Co & sdn xull APIMED PHARMACEUTICAL JOINT STOCK COMPANY
CONG TY cﬁ PHAN DU’QC APIMED N1 Street, Phu Thanh-Vinh Thanh industrial cluster, Vinh
Burdng N1, cum cdng nghiép Phii Thanh-Vinh Thanh, xa Vinh Thanh commune, Nhon Trach district, Dong Nai province,
Thanh, huyén Nnhon Trach, tinh Bdng Nai, Vit Nam Chai 'I oo vién nén bao phim Vietnam I
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CONG TY CO PHAN DU'Q'C APIMED

JaN
‘?‘o} AU NHAN PANG KY THUOC APIRIDATE 100
MAU HOP 1 CHAI X 100 VIEN NEN BAO PHIM

Réng: 60 mm
Cao: 125 mm

e

\

Trimebutine maleate 100 mg

APIRIDATE

100>

Hép 1 chai
100 vién nén bao phim
N
APIRIDATE | Rxmerecen APIRIDATE | "o
Y imed ime
100) APpimed [ APimed
Thanh phén: Composition:
M&i vién nén bao phim chira: Trimebutine maleate 100 mg Each film-coated tablet contains: Trimebutine maleate 100 mg
Trimebutine maleats.. n pI R IDnT E ;rimebutine maleate.... o
9 . xcipients q.s.............. .....1tablet
Ta duge i dleeesesoniees Indications, administration, &
Chi djnh, cach dung, chéng chi djnh - contraindications and other ~ o
va céc théng tin khac: B | precautions: ; g
Xin dgc trong t& hudng dan sir dung. gfad tha package inserl Insids.
3 i " orage:
Bio quan: B4 noi kho rdo, trénh anh In a dry place, protect from light, do not (
sang, nhigt dg khong qua 30°C. store above 30°C.
Tiéu chudn chét legng: TCCS Specification: In-house
Dé xa tAm tay tré em. Keep out of reach of children.
A N Read the package insert carefully
Boc ki hwéng dan sir dyng trude before use.
khi ding.
j ABimed
A pimed
TAlTuanua Manufactured by
Co s& sdn xudl: APIMED PHARMACEUTICAL JOINT STOCK
CONG TY CO PHAN DUQ'C APIMED COMPANY 2
Budng N1, cym cdng nghiép Phi Thanh-Vinh N1 Street, Phu Thanh-Vinh Thanh industrial cluster, :
Thanh, xa Vinh Thanh, huyén Nhon Trach, tinh Hép 1 chai Vinh Thanh communa, Nhon Trach disirict. Dong Nai Box of 1 botile
Bl 100 vién nén bao phim | 7o vern 100 film-coated fablets
I I
80 mm i 60 mm g Size. 60x60x125
SBK/ Visa No
5416 5% / Batch No
NSX / Mig Date
HD / Exp Date
GHI CHU

Bl PaNTONE 288¢
I PANTONE 209C

B w100 Y100

\

/

TiLE 7:10

024+

160524

Sq

Nt




https://trungtamthuoc.com/
CONGTY CO PHAN DUQC APIMED

Dai: 160 mm
Réng: 70 mm

AU NHAN DANG KY THUOC APIRIDATE 100
AU NHAN CHAI 200 VIEN NEN BAO PHIM

Thanh phén:
M&i vién nén bao phim chira:
Trimebutine maleate....................100 mg
Tadwgevira dl........cooeeevereenenn, 1 vién
Chi djnh, cach dung, chéng chi djnh
va cac théng tin khéc:
Xin doc trong t& hwéing dén st dung.
Bio quan: D& noi khé rdo, tranh &nh
s4ang, nhiét 9 khéng quéa 30°C.

xa tm tay tré em.
Boc ki hwéng din sir dyng trede khi
ding.

SO LO sx:
HD:

Aplmed
Co s& sdn xudt:
CONG TY CO PHAN DUQ'C APIMED

Budng N1, cum cdng nghigp Pha Thanh-Vinh Thanh, x& Vinh
Thanh, huyén Nhon Trach, tinh Bdng Nai, Viét Nam

A

Rx Thudc ké don

imed

s RM

Trimebutine maleate 100 mg

APIRIDATE

WHO - GMP

Chal 200 vién nén bao phim

Composition:

Each film-coated tablet contains:
Trimebutine maleate.................... 100 mg
Exciplents q.8.....cicnniginiinna: 1 fablel

Indications, administration,
contraindications and other precautions:
Read the package insert inside.

Storage:

In a dry place, protect from light, do not store
above 30°C.

Specification: In-house

Keep out of reach of children.

Read the package Insert carefully before
use,

ARMNSd

Manufactured by:

APIMED PHARMACEUTICAL JOINT STOCK COMPANY
N1 Street, Phu Thanh-Vinh Thanh industrial cluster, Vinh
Thanh commune, Nhon Trach district, Dong Nal province,
Vietnam.

ww gL

A

GHI CHU

B PanTONE 288¢
I PANTONE 299G

I m100 Y100

160 mm

TI LE 1:1

v

02§

1605624

N .',.‘.(\____'_/.\. i




https://trungtamthuoc.com/

CONG TY CO PHAN DU'Q'C APIMED

Dai: 70 mm
Réng: 70 mm
Cao: 130 mm

-

Trimebutine maleate 100 mg

APIRIDATE

100)

Hop 1 chal
200 vién nén bao phim

U NHAN DANG KY THUOC APIRIDATE 100
U HOP 1 CHAI X 200 VIEN NEN BAO PHIM

.

APIRIDATE 100D

Thanh phin:
M&i vién nén bao phim chira:

Trimebutine maleate.................. 100 mg
Tadugcvira di.....................c......1 vidn
Chi djnh, cach diing, chéng chi djnh
va cédc thdng tin khac:

Xin doc trong 1& hudng dan st dung.
Bao quan: D& noi khé rdo, tranh &nh
séng, nhiét dd khéng qua 30°C.

Tiéu chudn chét lwgng: TCCS

Rx Thudce ké don

ABRIDEd

Trimebutine maleate 100 mg

APIRIDATE
100)

APIRIDATE 100D

Composition:

Each film-coated tablet contains:
Trimebutine maleate....
Excipients g.s...............
Indications, administration,
contraindications and other
precautions:

Read the package insert inside.
Storage:

In a dry place, protect from light, do not
store above 30°C.

Specification: In-house

Rx prescription drug
ARinsd

Trimebutine maleate 100 mg

APIRIDATE
10¢

Dé xa thm tay tré em. y Keep out of reach of children.
Poc ki hwéng din st dung trede Read the package insert carefully
khi diing. WHO GMP before use. Ho GMP
- A pimed 2
A pimed A Ppime w
Co s& sén xuét > Pl i
CONG TY CO PHAN DUQC APIMED i sl e e
Budng N1, cym odng nghiép Phi Thanh-Vinh Vi \dusi y
Thank, %3 Vinh Thanh, huyén Nhan Trach, tinh Hop 1 chal S ThAH v, T i i B Box of 1 bottle
Bbng Nai, Viét Nam. 200 vién nén bao phim province, Vietram 200 film-coated tablets
-
<4 +— >
o 70 mm st Size: 70x70x130
SPK / Visa No
S 1 SX / Batch No:
NSX I Mfg Date
HD I Exp Dala
GHI CHU \ /
Bl PanTONE 288C
I panTONE 299C
B m100 Y100 TILE 6:10
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PHAN I:

TAI LIEU HANH CHINH

TO HUONG DAN SU DUNG

Trang: 1/ 5

APIRIDATE 100

Ngay 25, thang Q& nam 2024
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Trang 2/5

Hiréng dan sir dung thuoc

Rx Thube nay chi dung theo don thude APIRIDATE 1 00

“Doc ky huwéng din siv dung trwede khi ding”
“Pé xa tam tay tré em”
THANH PHAN CONG THUC THUOC
Méi vién nén bao phim chira:
- Thanh phan dugc chit:

THIEOULING THALEATE ., . v covon s smumsmes sorim s o oy o 50 T e TSR B LTS T G woa euvam e s 100 mg

- Thanh phan ta dugc:

Lactose monohydrate 200, pregelatinized starch, sodium starch glycolate, hypromellose 2910,
tartaric acid, colloidal silicon dioxide, magnesium stearate, polyethylene glycol 6000, titanium
dioxyde.

DANG BAO CHE
Vién nén bao phim.

Vién nén tron bao phim, mau trang dén trang nga, canh va thanh vién lanh lan.
CHI PINH
APIRIDATE 100 dugc chi dinh dé diéu tri triéu ching:
Biéu tr dau ¢6 lién quan dén rdi loan chirc nang cua duong tiéu hoa va dng mat.
Diéu tri dau, roi loan nhu dong rudt, khé chiu dudng rudt ¢é lién quan dén rdi loan chiic ning dudng
ruot.
CACH DUNG, LIEU DUNG
% Céch diing: Thudc duge ding theo dudng udng.

% Lieu dung:
Thudc chi dung cho ngudi lon: Liéu thong thuong la 1 vién x 3 lan moi ngay.

Trong cac trudng hop ngoai 1§, liéu 6 thé tang 1én ti 6 vién/ ngy. (2 vién/ lin x 3 lan/ ngay)

N‘éu quén ubng mot lidu ‘thuéc, nguoi bénh ucfmg ngay khi nhé. Tuy nhién, néu gan thoi gian udng
liéu tiép theo thi bo qua lieu da quén. Khéng uong gap doi lieu dé ba lieu da quén.
Tham khao ¥ kién béc sT trude khi dimg thuéc.
Khéng co yéu cau dc bigt vé xir Iy thuée sau khi sir dung.
CHONG CHI PINH
- Bénh nhan man cam véi trimebutin maleat hoac bét ky thanh phan nao khac cta thude.
CANH BAO VA THAN TRONG KHI DUNG THUOC
- Chua xac dinh duoc chéng chi dit}h tuyét d6i va than trong dbi voi hoat chét nay. Chua co bat ky dir
liéu ndo duge ghi nhén tai thoi diém nay.
Canh bao ta dupc:
- Thl'l(;)C ¢6 chia lactose. Bénh nhan bi ['éi loan di truyén hiém gap nhu khéng dung nap galactose,
thiéu hut lactase hoan toan hodc kém hép thu glucose — galactose khong nén ding thuoe nay.
- Thudc nay cd chira dudi | mmol (23 mg) natri trong mdi vién, vé co ban dugce xem nhu “khong chira
natri”
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Trang 3/5

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai va c6 kha ning mang thai:
Nghién ctiu trén dong vat chua phat hién tac dung géy quai thai. Khéng ¢ nghién ctu day di va
duoc kiém soat cua trimebutin & phu nit mang thai. Khong co bang ching vé kha ning gy quai thai
hodc céc tac dung khong mong muon 1én su phat trién thai nhi khi st dung & chudt va tho mang thai.
Trimebutin chi nén dugc s dung trong thai ky khi lgi ich tiém nang cho bénh nhan cao hon nhiéu
s0 voi nguy co ¢ thé xay dén cho bénh nhén va thai nhi.
Phu nir cho con bu:
Tinh an toan khi sir dung trong thoi ky cho con ba chua duge thiét lap.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
- Chua c6 danh gid mét cach co h¢ théng vé anh hudng ctia trimebutin 1én kha nang lai xe va van hanh
may moc.
TUONG TAC, TUONG KY CUA THUOC
% Twong tic thude: Chua dugce biét.
* Twong ky, t]méc: Chua dugc ‘biét. Do khdng ¢6 cac nghién ciu vé tinh tuong ky ctia thude, khong
tron lan thude nay voi cac thuoe khéc.
TAC DUNG KHONG MONG MUON CUA THUOC

Cac tac dung khong mong muén cua thuoc trong bang dudi ddy di duoc bao cdo trén bénh nhéan st
dung trimebutin (xem Phu luc A- Tan suat tac dung khéng mong mudn ctia thude tir cac thir nghiém

lam sang).

~ . A A A A r Iy A - £
Phan loai theo hé thong/co' | Tan suat Tédc dung khéng mong muon cua thuoc
quan theo MedDRA*

=2'< /ol

R&i loan hé mién dich Khéng 1o Quéa man *!
R&i loan hé than kinh Khéng thuong gap Tién ngt xiu/ ngat xiu **
Réi loan da va mé dudi da Khéng thuong gap Phat ban
Khéong ro Phan (mg da nghiém trong, bao gom ngoai

ban myun mu toan than cap tinh * , hdng ban
da dang*, phat ban nhlem doc da*, viém da
tréc vay * va viém da tiép xtic*; viém da,
hdng ban *, nglra * va may day

Phan loai theo CIOMS I11: rat thuong gip (ADR > 1/10), thuong gap (1/100 = ADR < 1/10), it gap
(1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR < 1/1.000), rat hiém gip (ADR < 1/10.000) va

khong 13 (khong thé ude tinh tir dir liéu co san).
"MedDRA phién ban 5.

*ADR xéc dinh dugc sau khi thude luu hanh.
#%Quan sat duge chi yéu khi ding dang tiém.

phan ng qua man vai thude duge bao cdo sau khi thude luu hanh chi yéu lién quan dén da (vi du:

viém da tiép xic, viém da, ngia, may day)
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Trang 4/5

PHU LUC A: Tan suét tic dung khong mong muén ciia thude tir cie thir nghiém lim sang.

Phan loai theo hé théng/ co | Tac dung khong mong mudn ciia thube Tén suét (%)

qUAR (Theo thuit ngir thuong dung)

Réi loan hé mién dich Phan tmg qua man ' %

R&i loan hé than kinh Tién ngz"it xiu;’Ngét xXiu *# 3/1257 (0,24)

R&i loan da va cic co dudi da Phat ban 5/1939 (0,26)
*

Phan Gng da nghiém trong bao gbm ngoai ban
mun mi toan than cip tinh *, hong ban da dang
*_phat ban nhiém doc da*, viém da tréc vay* va
viém da tiép xtc; viém da*, hong ban*, nglra* va
may day*

*Tac dung khong mong mudn cia thuoe duge xac dinh sau khi thude luu hanh.
** Quan sat chi yéu khi ding dang tiém.

"Phan (mg qua man va4i thude duge bdo cao sau khi thude luu hanh cha yeu lién quan dén da (vi dy:
Viém da tiép xic, viém da, nglra, may day)

Bio cio cic phan o ng ¢0 hai: Hay bao cho bac s, duoc si néu nguoi ding thudc nhén thiy bat ky tac
dung phu nao, ké ca céc tac dung chua dugc liét ké, hodc béo céo cac phan mg ¢d hai cla thude vé
Trung tdm Thong tin thudc va Theo dbi phan (g ¢é hai ctia thube (bao cao ADR tryc tuyén: xem chi
tiét hudng dan tai dia chi http://canhgiacduoc.org.vn/CanhGiacDuoc/ADRonline.aspx)

QUA LIEU VA CACH XU TRi

- Trong céac truong hop qua licu, can tién hanh dicu tri triéu ching,.

PAC TINH DUQC LUC HQC

- Nhém tiac dung dwoe Iy: Thude chdng co thit co tac dong trén co.

- Ma ATC: A03AA0S
- Thay déi kha ning van dong ctia dudng tiéu hoa. Chéat chu van trén hé enkephalin ngoai bién.

Trimebutin kich thich kha ning van dong cta rudt (gay nén céc lan song pha III lan truyén nho phire
hop di chuyén van dong) va e ché kha ning van dong khi da co sy kich thich trude do.

PAC TINH DUQC DONG HQC

Hdp thu: Nong do dinh trong méau cia trimebutin sau khi ding vién nén dudng uong dat dugc sau |
-2 oty
gio.

Thai trie: Trimebutin duoc thai trir nhanh sau khi dung vién nén duong uong, chi yéu qua nudc ticu,
trung binh khoang 70% trong 24 gio.

QUY CACH PONG GOI
Hép 3 vix 10 vién, vi nhém — PVC.
Hap 10 vi x 10 vién, vi nhém — PVC.
Hop 1 chai x 100 vién, chai HDPE.

Hop 1 chai x 200 vién, chai HDPE.
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Trang 5/5

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
- Pidu kién bio quan: Dé noi khé rao, tranh anh sang, nhiét dé khéng qua 30°C.
- Han ding: 36 thang ké tir ngay san XUAt.
- Tiéu chuin chit lwgng: Tiéu chudn co s& (TCCS).
CO SO SAN XUAT
Céng ty C6 phin Dugc APIMED
- Dia chi tru sd: 263/9 Ly Thudng Kiét, Phuong 15, Quén 11, Thanh phé Hd Chi Minh, Viét Nam.

- Dia chi nha may: Budng N1, cum cong nghiép Phi Thanh - Vinh Thanh, xa Vinh Thanh, huyén
Nhon Trach, tinh Bong Nai, Viét Nam.
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