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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260000025/PCBB-DN
Ngay cong bo: 29/04/2026

1. Tén co s cong bd: CONG TY TNHH ARIDENT

2. bia chi: S6 11/13, duong Nguyén Thong, t6 8B, khu pho An Binh 3,
Phuong Tran Bién, Tinh Pong Nai

3. S6 vin ban cua co so: 01/230426/VB-Arident Ngay: 24/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Dung cu chinh nha

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich str dung: Bo dung cu chinh nha duoc str dung trong diéu trj chinh
nha. Sadn pham duoc st dung boi bac si nha khoa/chuyén gia chinh nha hoéc
theo chi dinh va huéng dan cuia ho.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s& hiru: FlexMedics

bia chi chu sé hitu: 40 Linville Way, Franklin, Indiana, 46131, UNITED
STATES

7. Thong tin vé co s& bao hanh (néu co):

8. SO cong bo du diéu ki¢n san xuat doi voi thiét b1 y t€ san xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

STT

Tén thiét bi y té

Chung loai

Ma san pham

(Néu c6)

Quy cach
dong goi
(Néu cé)

Tén co sé
san xuat

Dia chi co so
san xuat

Nuwde san xuat

Thun chinh nha

INTRA-ORAL AMBER
LATEX ELASTICS

340003814H4
340003814M4
340003818H4
340003818M4
340003836H4
340003836M4
340003856H4
340003856M4

FlexMedics

40 Linville Way,
Franklin,
Indiana, 46131

UNITED
STATES

Thun chudi chinh
nha

ELASTOMERIC CHAIN

34000034517
34000034527
34000034537
34000064517
34000064527
34000064537
34000104517
34000104527
34000104537

FlexMedics

40 Linville Way,
Franklin,
Indiana, 46131

UNITED
STATES

Thun budc mac cai

chinh nha

S-Tie Elastomeric Ligature

Ties

STBK10
STCL10
STDS10
STFO10
STFP10
STFU10
STGBI10
STGR10
STGW10
STLS10
STLV10

FlexMedics

40 Linville Way,
Franklin,
Indiana, 46131

UNITED
STATES




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu cd)
STMA10
STMR10
STNBI10
STNG10
STOR10
STPB10
STPG10
STPK10
STPL10
STRB10
STRR10
STSV10
STTQ10
STWT10
‘ .7 Niti .007 Closed Coil 40 Linville Way,
4 |Loxochinhnha g o0 11100075304 FlexMedics | Franklin, UNITED
: STATES
Indiana, 46131
. , Niti .008 Closed Coil 40 Linville Way,
5 |Loxochinhnha g L0 11100085304 FlexMedics | Franklin, UNITED
, STATES
Indiana, 46131
. , Niti .009 Closed Coil 40 Linville Way,
6 |Loxochinhnha g Lo 11100095304 FlexMedics | Franklin, UNITED
, STATES
Indiana, 46131
5 | Lo xo chinh nha Is\hfilnmo Closed Eyelet 11100105255 FloxMedi ;“r) I;Lrllivriue Way. | UNITED
pring 11100105265 exiviedics anxln, STATES
Indiana, 46131
o |Loxochinhnha | NiTi 010 Open Coil Spring | 11100105414 FlexMedics ;“r);l;lfﬁv;”e Way, | UNITED
11100105416 ) STATES

Indiana, 46131




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu ¢0)
o |Loxo chinh nha Is\hfilnmo Stop Wound 11100105536 FloxMedi ;“r) Iﬁﬁivriue Way, | UNITED
pring 11100105546 exiviedies anin, STATES
Indiana, 46131
11100125414 .
10 | Lo x0 chinh nha | Niti 012 Open Coil Spring | 11100125416 e ed o Igﬁrue Way, | UNITED
11100125424 exiviedics " 3. n’4 6131 |STATES
11100125426 ndiana,
12100094926
Day buoc kim loai . . 12100104926 40 Linville Way,
11 | chinh nha Pre-formed Ligature Wires | 510194926 FlexMedics | Franklin, [SJ}\E%B
12100144925 Indiana, 46131
Day budc kim loai | Pre-formed Pre-cut Ligature 40 Linville Way, UNITED
12 | chinh nha Wires 12100104906 FlexMedics Franklin,
! STATES
Indiana, 46131
Day budc kim loai . . 12200094500 40 Linville Way,
13 | chinh nha SS Reg Ligature Wire 12200104500 FlexMedics | Franklin, UNITED
. STATES
Indiana, 46131
12200125014
- . 12200125024 40 Linville Way,
14 |Moc chinhnha | Kobayashi Hooks 12200145014 FlexMedics | Franklin, [SJ}\E%B
12200145024 Indiana, 46131
HS1221X
HS1222X
. o HS1225X 40 Linville Way,
15 Ong ma chinh nha | BUCCAL TUBE HS1226X FlexMedics Franklin, UFigl%D
HS1227X Indiana, 46131 | 5
HS1228X

HS1231X




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

HS1232X
HS1233X
HS1234X
HS1821X
HS1822X
HS1825X
HS1826X
HS1827X
HS1828X
HS1831X
HS1832X
HS1833X
HS1834X
HS1B221EX
HS1B222EX
HS1B225EX
HS1B226EX
HS1B227EX
HS1B228EX
HS1B231EX
HS1B232EX
HS1B233EX
HS1B234EX
HS1B821EX
HS1B822EX
HS1B825EX
HS1B826EX
HS1B827EX
HS1B828EX
HS1B831EX
HS1B832EX
HS1B833EX
HS1B834EX




STT

Tén thiét biy té

Ching loai

Ma san pham

(Néu c6)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

16

Mac cai kim loai
chinh nha

CAST METAL 2PC TWIN
MESH ROTH

150KR3451810
150KR3452210
150L12UX
150L18UX
150L32LKX
150L32RKX
150L38LKX
150L38RKX
150L42LKX
150L42RKX
150L48LKX
150L48RKX
150L52LKX
150L52RKX
150L58LKX
150L58RKX
150U12LX
150U12RX
150U18LX
150U18RX
150U22LX
150U22RX
150U28LX
150U28RX
150U32LKX
150U32RKX
150U38LKX
150U38RKX
150U42LKX
150U42RKX
150U48LKX

FlexMedics

40 Linville Way,
Franklin,
Indiana, 46131

UNITED
STATES




STT

Tén thiét biy té

Ching loai

Ma san pham

(Néu c6)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

150U48RKX

17

Day cung chinh
nha

SUPERELASTIC NITI

11100101124
11100101134
11100101144
11100101214
11100101224
11100101244
11100101324
11100101344
11100101424
11100101444
11100101524
11100101544
11100121124
11100121134
11100121144
11100121214
11100121224
11100121244
11100121324
11100121344
11100121424
11100121444
11100121524
11100121544
11100121606
11100141124
11100141134
11100141144
11100141214
11100141224
11100141244

FlexMedics

40 Linville Way,
Franklin,
Indiana, 46131

UNITED
STATES




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

11100141324
11100141344
11100141424
11100141444
11100141524
11100141544
11100141606
11100143525
11100143545
11100143625
11100143645
11100143945
11100161124
11100161134
11100161144
11100161214
11100161224
11100161244
11100161324
11100161344
11100161424
11100161444
11100161524
11100161544
11100161606
11100163525
11100163545
11100163625
11100163645
11100163945
11100181124
11100181134
11100181144




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

11100181214
11100181224
11100181244
11100181324
11100181344
11100181424
11100181444
11100181524
11100181544
11100181606
11100183525
11100183545
11100183625
11100183645
11100183925
11100201124
11100201134
11100201144
11100201214
11100201224
11100201244
11100201324
11100201344
11100201424
11100201444
11100201524
11100201544
11100203525
11100203545
11100203625
11100203645
11100203925
11100203945




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

11114251124
11114251134
11114251144
11114251214
11114251224
11114251244
11114251324
11114251344
11114251424
11114251444
11114251524
11114251544
11116161124
11116161134
11116161144
11116161214
11116161224
11116161244
11116161324
11116161344
11116161424
11116161444
11116161524
11116161544
11116163525
11116163545
11116163625
11116163645
11116163925
11116221124
11116221134
11116221144
11116221214




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

11116221224
11116221244
11116221324
11116221344
11116221424
11116221444
11116221524
11116221544
11116221606
11116223525
11116223545
11116223625
11116223645
11116223925
11116223945
11116251124
11116251134
11116251144
11116251214
11116251224
11116251244
11116251324
11116251344
11116251424
11116251444
11116251524
11116251544
11117171124
11117171134
11117171144
11117171214
11117171224
11117171244




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

11117171324
11117171344
11117171424
11117171444
11117171524
11117171544
11117251124
11117251134
11117251144
11117251214
11117251224
11117251244
11117251324
11117251344
11117251424
11117251444
11117251524
11117251544
11117253525
11117253545
11117253625
11117253645
11117253925
11118181124
11118181134
11118181144
11118181214
11118181224
11118181244
11118181324
11118181344
11118181424
11118181444




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

11118181524
11118181544
11118183525
11118183545
11118183625
11118183645
11118221525
11118251124
11118251134
11118251144
11118251214
11118251224
11118251244
11118251324
11118251344
11118251424
11118251444
11118251524
11118251544
11118253525
11118253545
11118253625
11118253645
11118253925
11118253945
11119251124
11119251134
11119251144
11119251214
11119251224
11119251244
11119251324
11119251344




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

11119251424
11119251444
11119251524
11119251544
11119253525
11119253545
11119253625
11119253645
11119253945
11120201124
11120201134
11120201144
11120201214
11120201224
11120201244
11120201324
11120201344
11120201424
11120201444
11120201524
11120201544
11121251124
11121251134
11121251144
11121251214
11121251224
11121251244
11121251324
11121251344
11121251424
11121251444
11121251524
11121251544




STT

Tén thiét biy té

Ching loai

Ma san pham

(Néu c6)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

11121253525
11121253545
11121253625
11121253645
11121253925
11121253945

18

Day cung chinh
nha

HEAT ACTIVATED NITI

11200141124
11200141134
11200141144
11200141214
11200141224
11200141244
11200161124
11200161134
11200161144
11200161214
11200161224
11200161244
11200163525
11200163545
11200163625
11200163645
11200181124
11200181134
11200181144
11200181214
11200181224
11200181244
11200183525
11200183545
11200183625
11200183645

FlexMedics

40 Linville Way,
Franklin,
Indiana, 46131

UNITED
STATES




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

11200201124
11200201134
11200201144
11200201214
11200201224
11200201244
11214251124
11214251134
11214251144
11214251214
11214251224
11214251244
11216161124
11216161134
11216161144
11216161214
11216161224
11216161244
11216163525
11216163545
11216163625
11216163645
11216221124
11216221134
11216221144
11216221214
11216221224
11216221244
11216223525
11216223545
11216223625
11216223645
11216251124




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

11216251134
11216251144
11216251214
11216251224
11216251244
11217251124
11217251134
11217251144
11217251214
11217251224
11217251244
11217253525
11217253545
11217253625
11217253645
11218181124
11218181134
11218181144
11218181214
11218181224
11218181244
11218251124
11218251134
11218251144
11218251214
11218251224
11218251244
11218253525
11218253545
11218253625
11218253645
11219251124
11219251134




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

11219251144
11219251214
11219251224
11219251244
11219253525
11219253545
11219253625
11219253645
11220201124
11220201134
11220201144
11220201214
11220201224
11220201244
11221251124
11221251134
11221251144
11221251214
11221251224
11221251244
11221253525
11221253545
11221253625
11221253645

19

Day cung chinh
nha

STAINLESS STEEL

12200121124
12200121134
12200121144
12200121214
12200121224
12200121244
12200121324
12200121344

FlexMedics

40 Linville Way,
Franklin,
Indiana, 46131

UNITED
STATES




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

12200121424
12200121444
12200121524
12200121544
12200141124
12200141134
12200141144
12200141214
12200141224
12200141244
12200141324
12200141344
12200141424
12200141444
12200141524
12200141544
12200141605
12200161124
12200161134
12200161144
12200161214
12200161224
12200161244
12200161324
12200161344
12200161424
12200161444
12200161524
12200161544
12200161605
12200181124
12200181134
12200181144




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

12200181214
12200181224
12200181244
12200181324
12200181344
12200181424
12200181444
12200181524
12200181544
12200181605
12200201124
12200201134
12200201144
12200201214
12200201224
12200201244
12200201324
12200201344
12200201424
12200201444
12200201524
12200201544
12200284304
12200304304
12200324304
12200364304
12216161124
12216161134
12216161144
12216161214
12216161224
12216161244
12216161324




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

12216161344
12216161424
12216161444
12216161524
12216161544
12216161605
12216221124
12216221134
12216221144
12216221214
12216221224
12216221244
12216221324
12216221344
12216221424
12216221444
12216221524
12216221544
12216221605
12216251124
12216251134
12216251144
12216251214
12216251224
12216251244
12216251324
12216251344
12216251424
12216251444
12216251524
12216251544
12217171124
12217171134




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

12217171144
12217171214
12217171224
12217171244
12217171324
12217171344
12217171424
12217171444
12217171524
12217171544
12217221214
12217251124
12217251134
12217251144
12217251214
12217251224
12217251244
12217251324
12217251344
12217251424
12217251444
12217251524
12217251544
12217251605
12218181124
12218181134
12218181144
12218181214
12218181224
12218181244
12218181324
12218181344
12218181424




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

12218181444
12218181524
12218181544
12218221444
12218251124
12218251134
12218251144
12218251214
12218251224
12218251244
12218251324
12218251344
12218251424
12218251444
12218251524
12218251544
12218251605
12219251124
12219251134
12219251144
12219251214
12219251224
12219251244
12219251324
12219251344
12219251424
12219251444
12219251524
12219251544
12220201124
12220201134
12220201144
12220201214




STT

Tén thiét biy té

Ching loai

Ma san pham

(Néu c6)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

12220201224
12220201244
12220201324
12220201344
12220201424
12220201444
12220201524
12220201544
12221251124
12221251134
12221251144
12221251214
12221251224
12221251244
12221251324
12221251344
12221251424
12221251444
12221251524
12221251544
12221281134
12221281144
12221281244
12221281424
12221281444

20

Day cung chinh
nha

HIGH TENSILE
STAINLESS STEEL

12300121124
12300121134
12300121144
12300121224
12300121244
12300131124
12300131144

FlexMedics

40 Linville Way,
Franklin,
Indiana, 46131

UNITED
STATES




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

12300131224
12300131244
12300141124
12300141134
12300141144
12300141214
12300141224
12300141244
12300161124
12300161134
12300161144
12300161214
12300161224
12300161244
12300181124
12300181134
12300181144
12300181214
12300181224
12300181244
12300201124
12300201134
12300201144
12300201214
12300201224
12300201244
12316161124
12316161134
12316161144
12316161214
12316161224
12316161244
12316221124




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

12316221134
12316221144
12316221214
12316221224
12316221244
12317221224
12317251124
12317251134
12317251144
12317251214
12317251224
12317251244
12318181124
12318181134
12318181144
12318181224
12318181244
12318251124
12318251134
12318251144
12318251214
12318251224
12318251244
12319251124
12319251134
12319251144
12319251214
12319251224
12319251244
12321251124
12321251134
12321251144
12321251214




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

12321251224
12321251244

21

Day cung chinh
nha

STAINLESS STEEL 8-
STRAND BRAIDED

12716161125
12716161145
12716221125
12716221145
12717251125
12717251145
12718251125
12718251145
12719251125
12719251145
12721251125
12721251145

FlexMedics

40 Linville Way,
Franklin,
Indiana, 46131

UNITED
STATES

22

Day cung chinh
nha

BETA TITANIUM
MOLYBDENUM

13000161128
13000161148
13000161228
13000161248
13000161528
13000161548
13000161606
13000181128
13000181148
13000181228
13000181248
13000181528
13000181548
13016161128
13016161148
13016161228

FlexMedics

40 Linville Way,
Franklin,
Indiana, 46131

UNITED
STATES




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

13016161248
13016161528
13016161548
13016221128
13016221138
13016221148
13016221218
13016221228
13016221248
13016221528
13016221548
13016221606
13017251128
13017251138
13017251148
13017251218
13017251228
13017251248
13017251528
13017251548
13017251606
13018251128
13018251138
13018251148
13018251218
13018251228
13018251248
13018251528
13018251548
13019251128
13019251138
13019251148
13019251218




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

13019251228
13019251248
13019251528
13019251548
13021251128
13021251148
13021251228
13021251248
13021251528
13021251548

23

Day cung chinh
nha

BETA TITANIUM
MOLYBDENUM
STRAIGHT LENGTHS

13000164308
13016164308
13000184308
13016224308
13017254308
13018254308
13019254308
13021254308

FlexMedics

40 Linville Way,
Franklin,
Indiana, 46131

UNITED
STATES

24

Day cung chinh
nha

SS Reg Straight Lengths

12221254304
12220204304
12219254304
12218254304
12218184304
12217254304
12217174304
12216224304
12216164304
12200144304
12200204304
12200184304

FlexMedics

40 Linville Way,
Franklin,
Indiana, 46131

UNITED
STATES




Ma san pham

Quy cach

Tén co sé

Dia chi co s&

STT| Tén thiét biy té Chung loai (Néu c6) dorilg goi san xut san xult Nudc san xuat
(Néu cd)
12200164304
12200124304
Day cung chinh STAINLESS STEEL 8- 12717254305 40 Linville Way,
25 |nh STRAND BRAIDED 12716224305 FlexMed; Frankli UNITED
e STRAIGHT LENGTHS exiviedics rankin, STATES
Indiana, 46131
11100204500
A , 11100184500 .
) fg‘g cung chinh | \rii R eoular Force 11100164500 FloxMedics ;Kr)aigllivriue Way, | UNITED
11100144500 ’ STATES

11100124500

Indiana, 46131




