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FRAR: RERERALRTHAFEHNE (151407 R)
Product (8): Fast Fluorescence In Situ Hybridization Probe Eit (151 products)

MR G L4
Model: See Attachment

EERERRERFEES: R4
Registration certificate(s): See Attachment

4N RTRFTLESEARGABRAT
Manufacturer: Wuhan Healthcare Biotechnology Co., Ltd.
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Address of manufacturer: Floor 1-4, Building #8, Optics Valley Precision
Medicine Industry Base Phase I , #9 Gaokeyuan 3rd Road, Bast Lake High-Tech
Zone, Wuhan City, Hubel Province, People’s Republic of China.
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This is to certify that the above products have been registered
to be manufactured and sold in China.
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)
11922, 23 68 R 47411k
Fl (AR ERE) /[
11922.2 gene deletion |10Af/&/10Test s/ box =AM
1
probe reagent 202003255
( fluorescence in situ
hybridization)
11q23. 3/11q24. 3 FHik
AR (L A
i) [ _ )
1OA /& /10Test s/ box = A
2 11g23. 3/11924. 3 gene
202003245

deletion probe reagent
{ fluorescence in situ

hybridization)

11g23/6p25/6q2 335 [ &
A (EAEAA
) /
11g23/6p25/6q23 gene
deletion probe reagent

{ fluorescence in situ

104 /& 10Test s/box

hybridization)




11q23/DLEUT 3 F &8 & 4F

HatA (LB

) !
11g23/DLEUT gene

deletion probe reagent

{ Fluorescence in situw

hybridization)

10443/ &/10Test s /box

SiB7E S
20200323 %

126 /D13S25 % FH & %1%
b (AR A
) !
12/D13525 gene

deletion probe reagent

{ fluorescence in situ

hybridization)

10A 3/ /10Test s/ box

o0 IR
201909345

1622/ 16023 H# £{5
Al (RARARRE
I ! 16g22/16q23
gene deletion probe
reagent | fluorescence
in situ

hybridization)

104 /% /10Test s/ box

EPE
202003365

19p13, 33k Ak K AR 4118

# ORAREREE) /

19p13. 3 gene deletion
probe reagent

{ Mluorescence in situ

hybridization)

10Af/&/10Tests/box




fl (AR REE) /
19913, 42 gene
amplification probe
reagent ( fluorescence
in situ

hybridization)

19q13. 425 F 45 4

10A /& 10Test s/ box

SiB7E S
202002658

1q2 18 B 4 3 454t ol A1
(AL E)
! 1g21 gene

amplification probe

in situ

hybridization)

reagent ( fluorescence

10A 3/ /10Test s/ box

5 A A
201909295

14

Lok 4T 4Tl (%
AR ZIE) [ 1g
gene amplification

probe

reagent ( fluorescence

in situ

hybridization)

104 /8 /10Test s/ box

EPE
202002625

11

g1 EFEF R (%
KEfak) [ 20q11
gene probe reagent

{ Fluorescence in situ

hybridization)

104 /& /10Test s/ box




2pHk B dk AR A A
FEAfrAEFE) [ 2p

gene deletion probe |10A i/ &/ 10Tests/ box B
e reagent ( Fluorescence 202003075
in situ
hybridization)
5033, 33 FHEH A (K
LR ERLE) /
5933. 3 gene probe |10Af1/45/10Tests/box &
. reagent {fluorescence 202003095
in zitu
hybridization)
62T (MLLT4) 3 F 48 % 4%
et (AR E
)/ 6927 (MLLT4) gene|10Afi+/&/10Tests/box =M A
- deletion probe reapgent 202003655
( Fluorescence in situ
hybridization)
15/175 /35 /P16 FHE
kA (AR
) /
10 A/ & /10Test s/ box B
15 TM17/3/P16 gene probe
202002325

reagent | fluprescence
in situ

hybridization )




lb

T5/85 REhE LG
kA (AR
) !
Chromosome 7/8
centromeric probe
reagent { fluorescence
in situ

hybridization)

10Afi/#/10Tests/box

EPE e
20190926 %

85 /115 /175 et ik
R A (AR
M) /
Chromosome 8/11/17
centromeric probe
reagent { fluorescence
in situ

hybridization)

10 A1/ 4/10Test s/ box

o0 I
20190931 %

18

85 /175 R iR 2 hdf
kA (AR AL
] !
Chromosome 8/17
cenlromeric probe
reagent [ fluorescence
in situ

hybridization)

10A 13/ &/10Tests/box

85 /2094 [ ¢+ A
(A B R )
/ B/20q gene
prohe
reagent ( [luorescence
in situ

hybridization)

10A /5 /10Test 5/ box

b P
20190924 %




20

ABLI/ABL2/PDGFRB/CRLF2
f TAR2 2 [ 7 3 4% ¢ )
(B AL 585 )

!
ABLI/ABL2/PDGFRB/CRLF2 (104 fit/ & /10Tests/box
JI1AK2 pene break apart
probe
reagent [ fluorescence
in gitu

hybridization)

5
201909005

21

ABLI (9q34) 3B HF 245
b (AR
} / ABL1 (9934 ) gene
10A 17/ & /10Tests/box
break apart probe
reagent { fluorescence

i §1tu

hybridization)

o0 I o
201908975

21

ABL2 (1q25) S E#rHE
Al (RARMLRRE
) /

ABL2 {1925 ) gene break

104 fr/ &/ 10Test s/ box

apart ]:IE'III!JB reagent
{ Fluorescence in situ

hybridization)

23

ALK (2p23) #FE
Al (R Ak
) /

ALK (2p23) gene 104 fir/&/10Tests/box
amplification probe
reagent ( fluorescence
in gitu

hybridization)

I
201909055




24

ATM/p53/13q14/RB1/CSP1
X EFHAA (AR
{28 it ) /
ATM/p53/13q14/RB1/CSP1
2 gene probe reagent
{ Mluorescence in situ

hybridization)

10443/ &/10Test s /box

SiB7E S
202002308

BCL-2t2 Pk A & (L
Ffigaai7# ) / BCL-2
probe detection
kit ( fluorescence in

situ hybridization)

10A 40/ &/ 10Tests/box

A
202106455

26

BCL2 (18q21) ZEEH
A elA (AR A
%)

BCL2 (1821 ) gene
break apart probe
reagent | fluorescence
in situ

hybridization)

104 fr/ 8/ 10Test s/ box

T E
201909285

27

BCLo/IGHER &35 t(3;
14) 34t (CRAR
RAEE) /
BCL6/IGH gene fusion
t(3; 14) probe reagent
{ Mluorescence in situ

hybridization)

104 /& /10Test s/ box




28

BCL6/MYC/ IGH/ [BCL2/IGH
13 EFEH A (RAR
fir 4 303E ) /
BCL6/MYC/IGH/ [BCL2/IGH
] gene probe reagent
{ Mluorescence in situ

hybridization)

10443/ &/10Test s /box

SiB7E S
20190938&

19

BCLG/MYC/ [CCNDL/LGH] / [
BCL2/TGH] & FE 45 7]
(3% H B g 5 )

/

RCL6/MYC/ [CCKDL/IGH] / [
BCL2/IGH] gene probe
reagent | fluorescence
in situ

hybridization)

10A &/ 10Test s/ box

A
201909395

30

BCOR/CCNB3fe & 3 A
inv (X) (pll. 4: pll,. 22)
Al (RARA{ R
#) /
BOOR/CCNBI gene fusion
inviX) (pll. 4; pil. 22)
probe
reagent ( [luorescence
in situ

hybridization )

10 A /& /10Test e/ box

o R
202003195




A

BCOR ( Xpll. 4) 3 F B %
FA A (A E AR
i)/ BCOR (Xpll.4)
gene hreak apart probe
reagent (Fluorescence
in situ

hybridization)

10443/ &/10Test s /box

SiB7E S
20200318%

32

BEND2 (Xp22) HE#H
Fer el A CEAR{r g%
ES
HEND2 ( Xp22 ) gene
break apart probe
reagent { Fluorescence
in situ

hybridization)

1046/ /10Test s/ box

A
202003225

33

BRAF/K1AA1S498 & 3 F
t7, D RA (AR
fg3E) i
BRAF/KIAAL1549 gene
fusion t(7; 7} probe
reagent | fluorescence
in situ

hybridization)

104/ &/ 10Test s/ box

A
202003585

34

BRAF ( 7q34 ) 3L 0 iy 848
A (3 A BT g A
) /

BRAF { 7934 ) gene break
apart probe reagent

{ Mluorescence in situ

104 /& /10Test s/ box

hybridization)




35

C110RF95/RELA B &3 B
t (10 1) A (A
AL )

!
CIIORF95/RELA gene
fusion t{11;11) probe
reagent ( fluorescence
in situ

hybridization)

1044/ 8 /10Tes e/ box

AR A
201909088

3t

CI10RF95 (11q13) £HE
W7 B oA (5K B
FEFE)/
CLL0RF9S (11gl3) gene
break apart probe
reagent {fluorescence
in §itu

hybridization)

1OA G/ &/ 10Test s/ box

O #
202003285

37

C19MC (19g13.42) £H
I8 44 A R AR
FAE)/

C19MC ( 19g13,42) gene
amplification probe
reagent [ fluorescence
in situ

hybridization)

10 A/ & /10Test s/ box

o R
202003215




38

CAMTAL (1p36 ) F: Py 3
FA A (A E AR
&)/

CAMTAL (1pl6 ) gene
break apart probe
reagent { fluorescence
in situ

hybridization)

10Afi/#/10Tests/box

A
202003535

35

CCND2 (12pl13) R F#T &
WA EA X E
ik )/ CCND2 (12p13)
gene break apart probe
reagent { Fluorescence
in situ

hybridization)

10A G/ &/ 10Test s/ box

A
202003665

40

CDHY (16022 ) X B & %
FAr A (AR
E)/

CDHY (16q22 ) gene
deletion probe reagent
{ Fluprescence in situ

hybridization)

10A fir /% /10Test s/ box

B0 UM
202003165

41

CDK6 ( 7q21) R FE{
fatAl (RE R LRk
)/ CDEG (T2l ) gene
amplification probe
reagent | fluorescence
in situ

hybridization)

104 fr /& /10Test s/ box




41

CHDT ( 5q15-q21 ) H [
KA A T A AL
i)/ CHDL (5q15-
q21 ) gene deletion
probe reagent
{ Mluorescence in situ

hybridization)

10443/ &/10Test s /box

R
20200315 %

43

CIC (19q13) kT 345
b (AR A
)/ CIC (19q13) gene
break apart probe
reagent ( fluorescence
in situ

hybridization)

10A 3/ /10Test s/ box

o0 IR
202002315

44

COL1AL/PDGFBE: & 2
(17; 22 4R A (3
Bfrgi) /
COL1AL/PDGFB gene
fusion t (17;22) probe
reagent { fluorescence
in situ

hybridization)

LOA B/ & /10Test s/ box

AR
202003145

45

CRTCI ( 19p13) P HF %
w3t Al CRA B
E)/

CRTCL ( 19p13 ) gene
break apart probe
reagent { Fluorescence
in situ

hybridization)

10A /% /10Test s/ box




46

CSF1R ( 5q32 ) FFEETE
FA A (A E AR
&)/

CSF1R [ 5q32 ) gene
break apart probe
reagent [ Tluorescence
in situ

hybridization)

10Afi/#/10Tests/box

A
201909015

47

CSF1 (1p13 ) 2B 84
Al (3 S B 2 26 3k
¥/ CS8F1 (1pl3) gene
break apart probe
reagent { Fluorescence
in situ

hybridization)

10A G/ &/ 10Test s/ box

A
202003135

48

CTNNBI ( 3p22) &%
FAr A (AR
E)/

CTNKBI { 3p22 ) gene
deletion probe reagent
{ Fluprescence in situ

hybridization)

10A fir /% /10Test s/ box

B0 UM
20200312%

4%

DI1S1037 (11q25) X5
R BAEA (RC R AL
BEiE) |/
DI1514037 (11ag25) gene
deletion probe reagent
( fluorescence in situ

hybridization)

104 fr /& /10Test s/ box




D13525 (13q14) #FE &k
KA A T A AL
%t ) /
13525 (13014 ) gene
deletion probe
reagent | Tluorescence
in situ

hybridization)

10Afi/#/10Tests/box

I
201909255

il
—

D1353193% B ik K45 41k
A A B ez ik )

/ D135319
gene deletion probe
reagent { Fluorescence
in situ

hybridization)

10A &/ 10Test s/ box

A
20190932

D1652621 (16g24.2)
[ kw4 A (R ALK
frzE) |/
DI6S2621 (16924, 2) gen
e deletion probe
reagent | fluorescence
in situ

hybridization)

104/ &/ 10Test s/ box

A
202003515

DUX4 (4q35 ) L BT SE

sl (R AL 420 i
b/ DUX4 (4935) gene
break apart probe

reagent { Fluorescence

in situ

104 /& /10Test s/ box

hybridization)




EP400 ( 12q24 ) B %
FA A (A E AR
i)/

EP400 (12924 )} gene
break apart probe
reagent { fluorescence
in situ

hybridization)

10Afi/#/10Tests/box

A
202003115

EPOR (19p13) 3 FEETE
WA EA X E
%) /
EPOR € 19p13) gene
break apart probe
reagent { fluorescence
in situ

hybridization)

10 A1/ 4/10Test s/ box

o0 I
201909585

Lh
L=

ERG, TMPRSS2. ETV1,
BTVA SR 5 o 4R 4 He W)
#l&E (BirzEsiE)
ERG, TMPRSS2, ETV1,
ETV4 gene anomaly
probe detection kit
lin situ

hybridization)

SAf &, 10Afr &, 20A 60/ &/3Tests/box .

10Tests/box. 20Tests/box

ERG (2122 ) 3% [ i 348
Al (R Ak
)/ ERG (21q22) gene
break apart probe
reagent { Fluorescence
in situ

hybridization)

10A /5 /10Test 5/ box

b P
201800345




58

ESRI (6925 ) Z:E{ 14
kA (AR
)/ ESRY (6a2s5) gene
amplification probe
reagent ( fluorescence
in situ

hybridization)

10A /& 10Test s/ box

SiB7E S
202003208

ETVI ( 7p21) F[F 5 245
b (AR A
)/ ET¥1 (7p21) gene
break apart probe
reagent ( fluorescence
in situ

hybridization)

10A 3/ /10Test s/ box

M
202003375

20

ETV4 (17q21) 3G H
et CRARMRR
EV S
ETV4 { 1Tg2]l ) gene
break apart probe
reagent { fluorescence
in situ

hybridization)

LOA B/ & /10Test s/ box

AR
202003355

61

ETVa/NTRE 3 & 4t A
t(12; 15) S4ht Al (A
Bf e ik ) /
ETVa/NTRKY gene fusion
t112; 153) probe reagent

( fluorescence in situ

hybridization)

104 fr /& /10Test s/ box




62

EWSR1/ATF1 /e & F
t(12; 22) 4
(AR REE) [
EWSR1/ATF1 gene fusion
t (12; 22) probe
reagent { fluorescence
in situ

hybridization)

10Afi/#/10Tests/box

T E
202003345

B3

EWSR1/CRER1 & &3 7
t (2; 22) #|eEH (K
MR E ) /
EWSR1/CREBlgene fusion
t (2: 220 probe
reagent { fluorescence
in situ

hybridization)

10 A1/ 4/10Test s/ box

o0 I
202003065

34

EWSR1/FLI1Re & 3 F
(1L 20) WA (A
RirzgwsE) |/
EWSR1/FLIlgene fusion
Li11:22) probe reagent
(Fluorescence in situ

hybridization)

10A B/ /10Tes s/ box

ERTE LS
202003305

65

EWSRI/WT 1R &35 F 1
(11; 22) et (Wt
B 305E ) /
EWSR1/WT1 gene fusion
t (11;22) probe
reagent ( fluorescence
in situ

hybridization)

10A /& /10Tests/box




it

FGFR1/PDGFRA/PDGFRBAE
W7 B A (AR
R )
FGFR1/PDGFRA/PDGFRB
gene hreak apart probe
reagent | Tluorescence
in situ

hybridization)

10Afi/#/10Tests/box

A
201908995

67

FGFR2 ( 10q26 ) 2B W &
WA EA X E
i) /
FGFR2 ( 10q26 ) gene
break apart probe
reagent { fluorescence
in situ

hybridization)

10 A1/ 4/10Test s/ box

o0 I
201909795

bR

FOSB (19q13) XEEE
WHBM (AR R
7
FOSB (1913 ) gene
break apart probe
reagent | fluorescence
in situ

hybridization)

10A 13/ &/10Tests/box

6%

FOS (14924 ) & [ #f R47
A (AR 30k
} / FOS5 { 14q24 ) gene
hreak apart probe
reagent | fluorescence
in situ

hybridization)

10A /5 /10Test 5/ box

b P
202003335




T

FOXR2 ( Xpl1) HFEETE
FA A (A E AR
i)/

FOXR2 ( Xpll) gene
break apart probe
reagent { fluorescence
in situ

hybridization)

10Afi/#/10Tests/box

A
202003545

11

FRS2 (12q15) EFEF#
WA EA X E
®=)

FRS2 (12q915) gene
amplification probe
reagent | fluorescence
in situ

hybridization)

10 A1/ 4/10Test s/ box

o0 I
202002385

12

GLI1 (12q13) XEEHH
WA CRARERE
E)

GLIT1 (12q13) gene
break apart probe
reagent | fluorescence
in situ

hybridization)

10A 13/ &/10Tests/box

13

HMGA2 ( 12q14 ) 3 [ i 5
WH A (HAFAFE
)/

HMGA2 (12914 ) gene
break apart probe
reagent { fluorescence
in gitu

hybridization)

10A i/ &/10Tests/box

b P
202002375




74

IRF4 (6p25 ) H B 245
kA (AR
] 4
[RF4 { 6p25 ) gene break
aparl probe reagent
{ Mluorescence in situ

hybridization)

10443/ &/10Test s /box

AR
20190955 &

ITK/SYKRE&FEE L (5:9)
B Al (R AL
i) !
ITK/SYE gene Tusion t
(5:9) probe reagent
{ Fluprescence in situ

hybridization)

10A 3/ /10Test s/ box

o0 IR
202002755

Th

JAZFL (Tpl5) EZE#H
wetulA CRARAIRR
#) / JAZF1 (7p15)
pene break apart probe
reagent | fluorescence
in situ

hybridization)

104 /% /10Test s/ box

EPE
202002855

T

KMT24 (11923 ) P %
W EA (AR R
&)

KMT2A (11923 ) gene
deletion probe reagent

{ fluorescence in situ

104/ 8 /10Teat e/ box

hybridization)




Kappatt fF 60 £ 0 7 &

(BEfrdesest ) /Kappa [SAG/&. 10A /&, 200 /&/5Tests/box

A E
78 chain probe detection |10Tests/box. 20Tests/box
201800315
kit (in situ
hybridization)
Lambda {5 35 4 & 8 #| &
( BArdeask) / Lambda [SAfH/ &, 10AGR/&. 20A M/ &/5Tests/box | )
T
79 chain probe detection |10Tests/box. 20Tests/box
201800365
kit (in situ
hybridization)
MALATT (11q13) 2 [F &y
HEH A (EAEA
%) /
MALAT1 (11q13) gene [10Af3/&/10Tests/box S0 A
2
break aparl probe 202002338
reagent { fluorescence
in situ
hybridization)
MALT1/I1GHE: & 3 &
L4 18) FEHiRA
(HHEpEE)
; MALT1/1GH gene fusion |10A {1/ & /10Tests/box 30
1

L {14: 18) prabe
reagent { fluorescence

in situ

hybridization)




#2

MAML2 (11q21) 3k P o 2148
kA (AR
)/ MAML2{11g21) gene
break apart probe
reagent (Fluorescence
in situ

hybridization)

10A /& 10Test s/ box

SiB7E S
20200227 %

g3

MEF2D (1922 ) B FE# 3
B Al (R AL
i) [ MEFID (1q22)
gene break apart probe
reagent ( fluorescence
in situ

hybridization)

10A 3/ /10Test s/ box

M
202003675

B4

MGEAS ( 10924 ) 3B iF 3¢

wetulA CRARAIRR

)/ MGEAS (10g24)

pene break apart probe

reagent | fluorescence
in situ

hybridization)

104 /8 /10Test s/ box

EPE
202002875

B35

MLAA-34 (13q14) HFHI
BT EA CGRAEA &
KiE) [ MLAA-

34 (13g14 ) gene
amplification probe
reagent | fluorescence
in situ

hybridization)

104 /& /10Test s/ box




gb

MN1 (22q12) 3 FIHT S5 4
A (O B g sk
Y/ OMNL{(22012) gene
break apart probe
reagent (Fluorescence
in situ

hybridization)

10A /& 10Test s/ box

SiB7E S
20200289%

81

MYB/NF1B&h & 3 FHt
(6; OV F4HAR (AR
TREIE)
MYB/KFIB gene Fusion t
(6:9) probe reagent
{ fluorescence in situ

hybridization)

10A 3/ /10Test s/ box

M
202002885

BE

MYC/PLG/CSPO SR 48 4148
il Rt AL A A )

/
MYC/P16/CSP9 gene
probe
reagent (fluorescence
in situ

hybridization)

LOA B/ & /10Test s/ box

AR
201909405

By

MYC ( Bq24) /BCL6 ( 3q27

} /BCL2 ( 18q21) # P

HIA A (AR AL
%) /

MYC ( Bq24 ) /BCL6 ( 3q27

) /BCL2 (18g21) gene
break apart probe

reagent ( fluorescence

in gitu

hybridization)

10A /& /10Tests/box




el

MYC (8q24) ZESHWEF
kA (AR
I /

MYC ( Bg24) gene
amplification probe
reagent | Tluorescence
in situ

hybridization)

10Afi/#/10Tests/box

EPE e
201909415

NCOA2 (8ql3) HEETE
e EA (RARAEE
;3
NCOAZ (8g13) gene
break apart probe
reagent { fluorescence
in situ

hybridization)

10 A1/ 4/10Test s/ box

o0 I
202002845

L

NFIB { 9p23-p22.3) # [
Wr R et al A (AR
FEE) /

NFIB ( 9p23-p22. 3} gene
break apart probe
reagent | fluorescence
in situ

hybridization)

10A 13/ &/10Tests/box

93

NONO/TFES & & 3 A
vk X REHEA (T
AL iE) /
NONO/TFE3 gene fusion
L(X: X)probe reagent

{ fluorescence in situ

10A /5 /10Test 5/ box

hybridization)

b P
202002695




54

NR4AS (9922 ) HFEBTE
A (AR T
it )/ NR4A3Z (9q22) _
10A /& 10Test s/ box
gene hreak apart probe
reagent (Fluorescence

in sitw

hybridization)

SiB7E S
202003605

NTRK1/NTRK2/NTRK 33 &
W SR alA (AR AL
HEE) /
NTREL/NTRE2/NTRK3 gene|10A fir/ 4 /10Tests/box
break apart probe
reagent { Fluorescence
in situ

hybridization)

A
201909045

iy

NTRK2 (9921 ) HEE#HH
AP A (AR
=)/

NTRE2 ( 9321 ) gene |10A {0/ &/ 10Tests/box
break apart probe
reagent [ [luorescence
in situ

hybridization)

il
201909025

47

NTRK3 ( 15g25 ) L B &
WA A CEARf R
i) /

NTRE3 (15925) gene |10A {1/ & /10Tests/box
break apart probe
reagent { Fluorescence

in situ

hybridization)




98

NUP98 (11p15) #:FIMi %
FA A (A E AR
i)/

KUP98 (11pl3 ) gene
break apart probe
reagent { fluorescence
in situ

hybridization)

10Afi/#/10Tests/box

A
20200272 5

oo

NUT (15q14 ) SLFIW B4R
Al (3 S B 2 26 3k
b/ KUT {1514 ) gene
break apart probe
reagent { Fluorescence
in situ

hybridization)

10A G/ &/ 10Test s/ box

A
202002285

L0

PAX3 (2q36) F:PHF 3%
Al (RAR{T R
J /

PAX3 ( 2926 ) gene break
apari probe reagent
{ Fluprescence in situ

hybridization)

10A fir /% /10Test s/ box

B0 UM
201909595

101

PAXS/ IGHRE &3
e (9 1) A (R
Rigzd) [/
PAXS/IGH gene fusion
t(9: 14) probe reagent
( Fluorescence in situ

hybridization)

104 fr /& /10Test s/ box




102

Ph-

L1 (9p24) fABL1(9g34)
HE R R (R
BAigii) / PD-
L1 (9p24 ) JABL1(9g34)
gene amplification
probe
reagent [ fluorescence
in gitu

hybridization)

1041 /& /10Tests/box

5
20190898 &

Lo3

PD-L1 (9p24) /CSP 93
B4 ot A (R A
i 2 ik ) / PD-
L1 (9p24) JC8P 9 gene
amplification probe
reagent ( Fluorescence
in situ

hybridization)

104 f/#/10Test s/ box

0P
201909035

104

PD-L1 (9p24) HEEHH
Fat oAl CRAR{r iR
it ) | PD-

L1 ( 9pi4 ) gene break
apart probe reagent
{ fluorescence in situ

hybridization)

10A /% /10Tests/box

AR
20200282%




105

PD-L2 (9p24) HFEH H#
FA A (A E AR
v M S 07 e
L2 (9p24) gene
amplification probe
reagent [ Tluorescence
in situ

hybridization)

10Afi/#/10Tests/box

A
202003295

106

PDGFB ( 22q13) R F M7 &
WA EA X E
3 0
PDGFR ( 22913 ) gene
break apart probe
reagent { fluorescence
in situ

hybridization)

10 A1/ 4/10Test s/ box

o0 I
20200291 %

L7

PLAG] (8q12) EFEE 5
WA CRARERE
E)

PLAG] ( 8g12) gene
break apart probe
reagent | fluorescence
in situ

hybridization)

10A 13/ &/10Tests/box

L0

PPAR vy ( 3p25) &k [ i %
WH A (HAFAFE
) /

PPAR v ( 3p25) gene
break apart probe
reagent { fluorescence

in gitn

10A i/ &/10Tests/box

hybridization)

b P
20200281 %




109

PRCC/TFESE: &2
% 1) A (LR
figeazig) |/
PRCC/TFE3 gene fusion
L (X; 1) probe reagent
{ Mluorescence in situ

hybridization)

10443/ &/10Test s /box

SiB7E S
20200327%

Lo

PROM1O ( 11q24 ) ZEE#
S A (A E A
k) /

PRDMI0 (11024 ) gene
break apart probe
reagent { Fluorescence
in situ

hybridization)

1046/ /10Test s/ box

A
202003565

111

PREACA (19p13) & #r
AT EF (AR A g
wE)/

PREACA { 19pl13 ) gene
break apart probe
reagent | fluorescence
in situ

hybridization)

104/ &/ 10Test s/ box

A
202003595

112

PTPRZ1/C-METHE &
ti7; DEEHRA (KA
Birgak) |/
PTPRZ1/C-MET gene
fusion t(7; 7) probe
reagent | Fluorescence

in situ

10A /& /10Tests/box

hybridization)




113

RAD21 (8q24) 3 B4 H1 4%
kA (AR
1/ RADZ1(%q24) gene
amplification probe
reagent ( fluorescence
in situ

hybridization)

10A /& 10Test s/ box

SiB7E S
202106438

L14

RB1(13q14) /ATM(11q22)
L AR (A
BAd it ) /
RB1(13q14) /ATM(11q22)
gene deletion probe
reagent [ fluorescence
in situ

hybridization)

1046/ /10Test s/ box

A
201909475

1135

RB1/1q21 3% P48 § . 71
(3% B e ae it )
{ RB1/1g21
gene probe reagent

(fluorescence in situ

hybridization)

LOA B/ & /10Test s/ box

AR
201909465

114

RELA (11q13) EE#HH
W EA (AR R
& ) /

RELA (11g13) gene
break apart probe
reagent | fluorescence
in situ

hybridization)

104 /& /10Test s/ box




117

SMARCBL (22q11) # PFé
KA A T A AL
wik) /
SMARCEI (22911 ) gene
deletion probe reagent
{ Mluorescence in situ

hybridization)

10443/ &/10Test s /box

SiB7E S
202002768

118

SOX2 ( 3q26) FEFA 545
b (AR A
)/ 80X2 (3926 ) gene
amplification probe
reagent ( fluorescence
in situ

hybridization)

10A 3/ /10Test s/ box

o0 IR
202002685

119

SRD ( 1p36 ) & [F &k K45
Al (AR E
1/ SRD ( 1p36) gene
deletion probe reagent
{ fluorescence in situ

hybridization)

1044 /4 /10Test s/ box

S0 AR
20200264 5

10

STATE (12q13) HEHE
warula (EAEfr
iED)

STATo { 12q13) gene
amplification probe
reagent ( Tluorescence
in situ

hybridization)

10A /& /10Test s/ box




121

TERC ( 3q26 } /MYC ( 8g24
) AEY M EH A (F
B AL A3 E ) /
TERC ( 3g26 ) /MYC ( 8q24
) gene amplification
probe reagent
(Fluorescence in situ

hybridization)

10Afi/#/10Tests/box

A
201909455

122

TERCHE B 41 4 45 41 4 0t
& (EEREEE)
[TERC gene
amplification probe
detection kit{in gitu

hybridization)

SAfr/E, 10A /&, 20Af/&/5Tests/box .
I10Tests/box, 20Tests/ hox

A
201800385

123

TERT ( Spl15) Sk iy S35
Al (AR E
) !

TERT ( 5pl5 ) gene break
apart probe reagent
(Fluprescence in situ

hybridization)

104 /% /10Test s/ box

EPE
202002345

124

TFEB ( 6p21 ) 2k [ 7 248
#aldl (RARMRLE
) /

TFEB { 6p21 } gene hreak
apart probe reagent
(fluorescence in situ

hybridization)

104/ 8 /10Teat e/ box




125

TGFBR3/MCEAS & &3 Ft
(1; 10) etk (A E
figeazig) |/
TGFBR3I/MGEAS gene
fusion t (1;10}) probe
reagent { fluorescence

in situ

hybridization)

10Afi/#/10Tests/box

A
202002865

124

TNFAIP3 (6q23) E F &k %
WA EA X E
i) / TNFAIP3(6q23)
gene deletion probe
reagent { Fluorescence
in situ

hybridization)

10A G/ &/ 10Test s/ box

A
202002745

127

TOP2AZE B4 3 4R 41 4 |
WA () /
TOP2A gene
amplification probe
detection kit (in situ

hybridization)

10Tests/box, 20Tests/box

SAfH e, 10A M/ &, 20Af/&/5Tests/box .

AR
201800325

128

TP63 ( 3q28 ) ZhPTHT 34
#aldl (RARMRLE
y/ TP63 { 3028 ) gene
break apart probe
reagent | Fluorescence
in situ

hybridization)

104/ 8 /10Teat e/ box




1249

TRA/TRD ( 14g11 ) H B
B A (T A AL
) /
TRASTRD { 14911 ) gene
break apart probe
reagent { fluorescence
in situ

hybridization)

10Afi/#/10Tests/box

A
202003635

130

Twist 3 E 8 F 47
(WABRMLpEE) /
Twist gene
amplification probe
reagent | fluorescence
in situ

hybridization)

10A &/ 10Test s/ box

A
20200357%

131

USPe (17p13) X FEE7E
FAr A (AR
)

USP& (1Tpl3) gene
break apart probe
reagent | fluorescence
in situ

hybridization)

104/ &/ 10Test s/ box

il
201909825

132

WT1 (11p13) B #5445
sl (R AL 420 i
Y/ WTL (11pl3) gene
break apart probe
reagent { Fluorescence
in situ

hybridization)

104 /& /10Test s/ box




WT1 (11p13) HE#H K
kA (AR
}/ WT1 {11p13) gene
defetion probe reagent
{ Fluorescence in situ

hybridization)

104/ &/ 10Tes s/ box

=M
202002928

134

WATRL/CAMTALEE & H H
L 3) et Al (AR
frasEsE) /
WWTR1/CAMTA] gene
fusion t(1:3) probe
reagent ( fluorescence
in situ

hybridization)

10A 45 /& /10Test s/ box

UM &
202003385

135

WWTR1 (3q25) 3 7 3
et CRARMRR
b
WWTR1 ( 3025 ) gene
break apart probe
reagent {fluorescence
in situ

hybridization)

LOA B/ & /10Test s/ box

AR
202002795

136

YWHAE ( 17p13) k72
A (AR RE
)/

YWHAE ( 17pl13 ) gene
break apart probe
reagent { Fluorescence
in situ

hybridization)

10A /% /10Test s/ box




INF384 (12p13) 3kl
R A (AR gy
sk

ZNF384 (12p13) gene |[10Af3/#/10Tests/box EIPrE RS

H break apart probe 2003625

reagent { fluorescence

in situ
hybridization)

[IGH/CCND1] / [IGH/MAF] /

[1GH/MAFB] / [TGH/FGFR]

AR EARdwA (A

B e AE i ) /

[1GH/CCKD1] / [TGH/MAF] / [10A f/ & /10Test s/ box =AM
- [1GH/MAFB] / [1GH/EGEFR] 20190937%

gene Tusion probe
reagent [ Fluorescence
in situ
hybridization)

[MAFB/1GH] / [CCND3/ [GH]

{ [MYC/TGH] & & 2k P 3541

A (B R E)

/ 10A %/ % /10Tests/box B
139 [MAFB/TGH] / [COND3/ TGH]
201909305

{ [MYC/1GH] gene fusion
probe reagent

{ Fluorescence in situ

hybridization)




L4

hWAPL (10923 ) & B4 #¢
FA A (A E AR
i)/
hWAPL (10g23 ) gene
amplification probe
reagent | Tluorescence
in situ

hybridization)

10Afi/#/10Tests/box

A
202002355

141

i (17q) #FEFEHEH
(WABRMLpEE) /
i (17q) gene probe
reagent ( fluorescence
in situ

hybridization)

1046/ /10Test s/ box

A
202002775

142

pS3/D13825 5k K & % 38 4+
Bl CRAR{ERRE)
/ p33/D13525 gene
deletion probe reagent
{ fluorescence in situ

hybridization)

1044 /4 /10Test s/ box

S0 AR
202003495

143

p33/D13S319/RB1/1q21/1
GHAE B3R $H Al (AR
fra sk ) /
p3i3/D135319/RB1/1q21/1
GH gene probe
reagent ( Tluorescence

in situ

10A /& /10Test s/ box

hybridization)




144

pS3/D13S319 % FH et R 1F
kA (AR
) /
p33/D135319 gene
deletion probe reagent
{ Mluorescence in situ

hybridization)

10443/ &/10Test s /box

SiB7E S
20190935%

pi3/RBI/ATMS CSP
12/D13825/6/6g21/ IGH AL
ERH A (9% A
RIiE) /
p53/RB1/ATM/ CSP
12/D13525/6/6q21/1GH
gene probe
reagent ( fluorescence
in §itu

hybridization)

10 A1/ 4/10Test s/ box

o0 I
201909365

146

p53/ [CCNDT/1GH] /ATM/CS
P12/D135825 3k F4E 4t i A
(%A AL a2 ik )

I
p33/ [CCKDI/IGH] /ATM/CS
P12/D13525 gene probe
reagent ( [luorescence

in situ

10A /% /10Tests/box

hybridization )

30 I
201909445




147

pS3#k % /D13S31948 K 4%
i la214 84 (B4
) . MAF/1GHE: &4 4.
FGFR 3/ TGHSE: & 4% 412 7)
(A Bt )

/ pi3/D138319
deletion probe, 1g2l
amplification probe,
MAF/IGH fusion probe.
FGFR3/IGH fusion probe
reagent (fluorescence
in zitu

hybridization)

10418/ & /10Tests/box

$E78 8
202003508

148

T A A0 L B O R AL T
R A A A &

( BT ics)
/Bladder Cancer cells
chromosome and gene
anomaly probe
detection kit (in situ

hybridization)

SA/ S, 10A /&, 20Af/&/5Tests/box .

10Tests/box, 20Tests/box

T E
201800338

149

P AR E R TR
& CRAR sk
i/ Monoeyie
chromosome anomaly
detection kit
{ Fluorescence in situ

hybridization)

104 /& /10Test s/ box




150

M E R EEERE
PRE A B R
W& (FfE) /
MDS chromosome and
gene anomaly probe
detection kit (in situ

hybridization)

SAE G 10A 0 &L 20000/ &/ 5Tests/box

10Tests/box. 20Tests/box

SiB7E S
201800358

BN E e e RE
TR B S B R AR AR
Al (B /
CLL chromosome and
gena anomaly probe
detection kit (in situ

hybridization)

SAfr/ &, 10A /&, 20A /& /3Tests/box .

10Tests/box. 20Tests/box

M
201800375
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PEOPLE’S REPUBLIC OF CHINA

7 BM R 04

CERTIFICATE FOR EXPORTATION OF MEDICAL PRODUCTS

ik : /4 20220016
ﬂﬂﬁﬁ’ﬁa tf l‘% - %ﬁﬁﬁﬁ LA 120220016

FRAR: RERERALXTHAFHNE (4T R)
Product (8): Fast Fluorescence In Situ Hybridization Probe Eit (4 products)

MR G L4
Model: See Attachment

EERERRERFEES: R4
Registration certificate(s): See Attachment

4N RTRFTLESEARGABRAT
Manufacturer: Wuhan Healthcare Biotechnology Co., Ltd.

& 7= 4 A 4 P - ﬁﬁ}iﬂﬁﬁ)ﬁ; EHHE=RIFSAIXSMEET XN (2
HER)SE) Bl14E (1)

Address of manufacturer: Floor 1-4, Building #8, Optics Valley Precision
Medicine Industry Base Phase I , #9 Gaokeyuan 3rd Road, Bast Lake High-Tech
Zone, Wuhan City, Hubel Province, People’s Republic of China.

Mantucvo g Lioomse Gy AABERA FH 101107389

HUEH ERTREBERAEFEESHE.
This is to certify that the above products have been registered
to be manufactured and sold in China.

EHAFEME: 202341428
This certification valid until: 2023-01-02

£/
Remark: /




M3{E ( ATTACHMENT )

: i+ M
Fg i 24 A RS #=Eirs
Registration
SN Product (s) Model certiffca[e{s
AML1/ETORE &35 [ 4 ) it
Al g (R AR e Ak
) / AMLIETO gene  |10A /& /10Tests/box E3f R
1 fusion detection kit 201934008335
( fluorescence in situ
hybridization)
BCR/ABLE & 2% (B 45 3 1
& (AR RE
} / BCR/ABL gene 10Af/&/10Tests/box E 8 T
: fusion detection kit 201934008 34
{ fluorescence in situ
hybridization)
ARALKEF B &40 P
4 (RARfEpERE) /
Human ALK gene fusion [10Af#/& /10Tests/box

detection

situ hybridization)

probe { fluorescence in




A ZEHERD B [ 4 3 4 1 4t
& (RN B g Ak
} fMuman HER2 gene
amplification
detection
kit { fluorescence in

situ hybridization)

10A /& 10Test s/ box

EIRBER::
20183400001




