N RALHIE
PEOPLE’S REPUBLIC OF CHINA

BRIy A D™ hn i 0 EED
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EHHE: R WM Y 20230022 &
Certificate NO.: HMPA No.20230022

PR 25-REEAE D RNRANE (BE;HEKALZENE)
Product(s): 25-OH-VD Quantitative Test Kit (Time-Resolved FIA)

MAEE S (Model): 1 AR/ &, 3A®R/&E, SAH/E, 10 AR/&, 15 A0R/E&,
20 At/ &, 25 AR/ &, SO AR/ &, 75 AR/ &, 100 At/ &

Model: 1 tests/kit, 3 tests/kit, 5 tests/kit, 10 tests/kit, 15 tests/kit, 20 tests/kit, 25 tests/kit, 50
tests/kit, 75 tests/kit, 100 tests/kit.

FE R EAHE S RAMRIEYE 20232400067
Product Registration certificate NO.: BRI Y 20232400067

Ak W AR AR T AR I A A ] e R TR

Manufacturer: Harbin Orient Gene Biotech Co., Ltd.

AFEAVAER: BREEFEAFRERAU~LE (FFREEER 26 F) C6 1k

Address of manufacturer: Buliding C6, No. 26 Xinghai Road, Pingfang District,
Economic&Technological Development Zone, Harbin,
Heilongjiang province China

EFEFTIES: R ERA S 20230001 5
Manufacturing License NO.: & %5 WA 4 /¥ 20230001 &

B LR REBEFEFELETRHE.
This is to certify that the above products have been registered to be manufactured and sold
in China.

THAREHE: 2024411 A30H
This certification valid until: 30 November,2024

BiE:

Remark:




RN BCILHIE
PEOPLE’S REPUBLIC OF CHINA

27y s bl™ B D S B IR
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

W4T B2 EMRE 20230023 &
Certificate NO.: HMPA No.20230023

Fhaf: 2R CREZFERNRNE (BEIBREZENIE)
Product(s): CRP Quantitative Test Kit (Time-Resolved FIA)

AR E (Model): 1 At/ &, 3AR/&, 5 AR/E, 10 AR/E&, 15A0/E,
20 At/ & 25 A/, S0 NG/ & IS ARIE, 100 AG/E

Model: 1 tests/kit, 3 tests/kit, 5 tests/kit, 10 tests/kit, 15 tests/kit, 20 tests/kit, 25 tests/kit, 50
tests/kit, 75 tests/kit, 100 tests/kit.

FEREMHES: BRI 20232400061
Product Registration certificate NO.: E i 20232400061

A BRI AR T AR A R TR

Manufacturer: Harbin Orient Gene Biotech Co., Ltd.

APV BREEFEAFLERAZLE (FFRXE#RE 26 5) C6tk

Address of manufacturer: Buliding C6, No. 26 Xinghai Road, Pingfang District,
Economic&Technological Development Zone, Harbin,
Heilongjiang province China

A FEHFETIES: B2 A A 7 20230001 &
Manufacturing License NO. : 2 25 \ A& 4 = ¥ 20230001 &

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

ILHARE R ZE: 20244 11 A 30 H
This certification valid until: 30 November,2024

BiE:

Remark:




RN BRI AIE
PEOPLE’S REPUBLIC OF CHINA

BRyy A bl i il O S ESIER
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EH4E: B2 AN 20230024 &
Certificate NO.: HMPA No.20230024

Fhafr: CANSEE TRNRKAE (B EIEKARZEAE)
Product(s): ¢cTnl Quantitative Test Kit (Time-Resolved FIA)

AEEE (Model): 1 AR/ &, 3AR/E, SAW/E, 10 AR/&, 15 A00/&,
20 AR/ &, 25 At/ &, S0 AR/ &, 15 AR/ E, 100 AR/ &

Model: 1 tests/kit, 3 tests/kit, 5 tests/kit, 10 tests/kit, 15 tests/kit, 20 tests/kit, 25 tests/kit, 50
tests/kit, 75 tests/kit, 100 tests/kit.

FEREAHE S RARIE A 20232400066
Product Registration certificate NO.: E i Y 20232400066

AP B IRIE AR T AR T A M ) e R TR

Manufacturer: Harbin Orient Gene Biotech Co., Ltd.

EFEAWAER: BREEFIAFLEREA = LE (FHFREHEER 26 5) C6 %

Address of manufacturer: Buliding C6, No. 26 Xinghai Road, Pingfang District,
Economic&Technological Development Zone, Harbin,
Heilongjiang province China

A FEHFIAES: B2 A A iF 20230001 &
Manufacturing License NO.: & % YAk 4 ¥ 20230001 5

ZIER LR REEFEFEAETHE.

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

AR E B E: 20244 11 A 30 H
This certification valid until: 30 November,2024

£iE:

Remark:




HEE A BRI
PEOPLE’S REPUBLIC OF CHINA

BRIy o bi™ it O S D
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EPHT: B UM E 20230025 &
Certificate NO.: HMPA No.20230025

P RR: & B AR & CHFIE 3K S B AT )
Product(s): HbA1lc Quantitative Test Kit (Time-Resolved FIA)

ABAEE (Model): 1 A/, 3 AH/&, 5 AR/E&, 10 AR/&, 15 A0/&
20 A/ &, 25 At/ &, SO AR/ &, 15 AR/ &, 100 At/ &

Model: 1 tests/kit, 3 tests/kit, 5 tests/kit, 10 tests/kit, 15 tests/kit, 20 tests/kit, 25 tests/kit, 50
tests/kit, 75 tests/kit, 100 tests/kit.

FERIEMES: BEAKEE 20232400063
Product Registration certificate NO.: E M3 ¥ 20232400063

AR R AR T A A R R R R E

Manufacturer: Harbin Orient Gene Biotech Co., Ltd.

EFESVAER: BREEFEARFRERGZLE (FFREEE 265 ) C6 1k

Address of manufacturer: Buliding C6, No. 26 Xinghai Road, Pingfang District,
Economic&Technological Development Zone, Harbin,
Heilongjiang province China

AFFIES: B2 MR A ¥ 20230001 5
Manufacturing License NO.: & 2§ ¥ 4  iF 20230001 5

BIEH LR R EEFEFEETHE.
This is to certify that the above products have been registered to be manufactured and sold
in China.

EHARERE: 20244 11 A 30 H
This certification valid until: 30 November,2024
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HriE A\ BALHIE
PEOPLE’S REPUBLIC OF CHINA

B2y bl it 0 S ESIED
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EPH45E: B2 UME 20230026 5
Certificate NO.: HMPA No.20230026

P o AR N-3w R 40 TR R A & (B R 3 R K s B AT 3% )
Product(s): NT-proBNP Quantitative Test Kit (Time-Resolved FIA)

AL (Model): | A/ &, 3A®/E, 5SA®R/E, 10 AR/&, 15 AH/E,
20 AR/ &, 25 At/ &, 50 AR/ &, 75 AR/ &, 100 AR/ E

Model: 1 tests/kit, 3 tests/klt 5 tests/kit, 10 tests/kit, 15 tests/kit, 20 tests/kit, 25 tests/kit, 50
tests/kit, 75 tests/kit, 100 tests/kit.

FEREMHES: EAkEE 20232400064
Product Registration certificate NO.: EARE Y 20232400064

A A PRI AR T AR A ) e TR E

Manufacturer: Harbin Orient Gene Biotech Co., Ltd.

AR BREEFHEAFLENAZVE (FEXEFE 26 F) C6
Address of manufacturer: Buliding C6, No. 26 Xinghai Road, Pingfang District,
Economic&Technological Development Zone, Harbin,
Heilongjiang province China

AP AES: B2 AR A I 20230001 5
Manufacturing License NO.: & 2§ WK 4 /= ¥ 20230001 &

B LR R EEFEFEATFHE.
This is to certify that the above products have been registered to be manufactured and sold
in China.

A% E R E:2024 4 11 H 30 H
This certification valid until: 30 November,2024
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HE A\ RILRIE
PEOPLE’S REPUBLIC OF CHINA

BRIy 2 Bl i 0 B IR
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EFH4E: B2 UM E 20230027 5
Certificate NO.: HMPA No.20230027

FRatk: BEEERNANE (RESHRNEZENE)
Product(s): PCT Quantitative Test Kit (Time-Resolved FIA)

HAEEE (Model): 1 AR/ &, 3AR/E, SAR/E, 10 AfR/&, 15 A0/E&,
20 A3/ &, 25 Af/&, 50 A&/ &, 75 AR/E, 100 AR/ &

Model: 1 tests/kit, 3 tests/kit, 5 tests/kit, 10 tests/kit, 15 tests/kit, 20 tests/kit, 25 tests/kit, 50
tests/kit, 75 tests/kit, 100 tests/kit.

P2 R EAE S RAMRIEE 20232400060
Product Registration certificate NO.: AR YE 20232400060

Ak BRI AR AR I A M e A TR

Manufacturer: Harbin Orient Gene Biotech Co., Ltd.

APV BREEFEARAFLERAZLE (FFKE#HE 2 5) C6
Address of manufacturer: Buliding C6, No. 26 Xinghai Road, Pingfang District,
Economic&Technological Development Zone, Harbin,
Heilongjiang province China

AEFFAES: R4 WA ¥ 20230001 &
Manufacturing License NO.: & 2§ AR 4 = i 20230001 &

HIEH LR REEFEFEEFHE.
This is to certify that the above products have been registered to be manufactured and sold
in China.

AR EBE: 20244 11 A 30 H
This certification valid until: 30 November,2024
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RN B HIE
PEOPLE’S REPUBLIC OF CHINA

B2y bl it 0 S ESIED
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EF4T: B2 UM E 20230028 &
Certificate NO.: HMPA No.20230028

FRAR: SZBFREEARLIEANE (HEIHERAEZENE)
Product(s): T3 Quantitative Test Kit (Time-Resolved FIA)

#M%»E% (Model ): 1 Mﬁ/m, 3IANW/E, 5SAR/E, 10 AR/E, 15 A0R/E,
Model: 1 tests/kit, 3 tests/kit, 5 tests/kit, 10 tests/kit, 15 tests/kit, 20 tests/kit, 25 tests/kit, 50
tests/kit, 75 tests/kit, 100 tests/kit.

FE R EMHE S EARIEE 20232400059
Product Registration certificate NO.: ZARE % 20232400059

A AN b: R AR 7 AR A R R TR

Manufacturer: Harbin Orient Gene Biotech Co., Ltd.

AEFEAVAER: BREEZFEAFLAERAU~LE (FHFREER 2 F) C6 4k

Address of manufacturer: Buliding C6, No. 26 Xinghai Road, Pingfang District,
Economic&Technological Development Zone, Harbin,
Heilongjiang province China

EFHFIAES: RZ WA AT ¥ 20230001 5
Manufacturing License NO. : & 25 AR & = i 20230001 5

B LR R EEFEFEAETFTHE.
This is to certify that the above products have been registered to be manufactured and sold
in China.

EHARERE: 20244 11 A 30 H
This certification valid until: 30 November,2024
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HiE A\ RILAIE
PEOPLE’S REPUBLIC OF CHINA

By A bly™ it DV B SR IE R
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EFH 4T B BEMRE 20230029 &
Certificate NO.: HMPA No0.20230029

P AR KERBEERN KA & (B o350 0% B AT )
Product(s): T4 Quantitative Test Kit (Time-Resolved FIA)

MR L (Model): 1 AR/ &, 3 At/&, 5AH/E, 10 AR/E&, 15A0/&
20 A/ &, 25 AR/ &, 50 AR/ &, 75 AR/ &, 100 AR/ &

Model: 1 tests/kit, 3 tests/kit, 5 tests/kit, 10 tests/kit, 15 tests/kit, 20 tests/kit, 25 tests/kit, 50
tests/kit, 75 tests/kit, 100 tests/kit.

FEREMHES: RARIE%E 20232400058
Product Registration certificate NO.: B#&JE % 20232400058

EEA: RIERTAE AN &AHRAE
Manufacturer: Harbin Orient Gene Biotech Co., Ltd.

AFEAWAER: BREEFEAFLXENAZVE (FEXEHER 26 F) C6

Address of manufacturer: Buliding C6, No. 26 Xinghai Road, Pingfang District,
Economic&Technological Development Zone, Harbin,
Heilongjiang province China

EFYEES: B2 MR A F 20230001 F
Manufacturing License NO.: & 2§ YAk 4 /¥ 20230001 5

B LR B EEFEFEETHE.

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

AR ERE: 20244 11 A 30 H
This certification valid until: 30 November,2024
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HiE A\ BALHIE
PEOPLE’S REPUBLIC OF CHINA

BRIy A Bly™ i 0 S E
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EH4HE: E25 UM E 20230030 5
Certificate NO.: HMPA No0.20230030

Fhaaf: REPRBEZRNAANE (HEIHLEEZENE)
Product(s): TSH Quantitative Test Kit (Time-Resolved FIA)

HAEEE (Model): 1 AR/E, 3AR/E, SAH/E, 10 AR/&, 15AGR/E,
20 \/&, 25 AR/E, S0OAGR/E, 75 AR/E 100 \R/E

Model: 1 tests/kit, 3 tests/kit, 5 tests/kit, 10 tests/kit, 15 tests/kit, 20 tests/kit, 25 tests/kit, 50
tests/kit, 75 tests/kit, 100 tests/kit.

FERIEMHES: EAkEE 20232400062
Product Registration certificate NO.: &R F % 20232400062

A IR AR 7 R T A ] R TR E

Manufacturer: Harbin Orient Gene Biotech Co., Ltd.

EFESVAER: BRRESHFERFLERAZLE (FFRXEEE 26 5) C6 1k

Address of manufacturer: Buliding C6, No. 26 Xinghai Road, Pingfang District,
Economic&Technological Development Zone, Harbin,
Heilongjiang province China

A FHEES: B2 WA F 20230001 5
Manufacturing License NO.: & 2§ WAk 4 /= ¥ 20230001 5

B LR REEFEFELETHE.
This is to certify that the above products have been registered to be manufactured and sold
in China.

AR ERE: 20244 11 A 30 H
This certification valid until: 30 November,2024

B ik
: ; ,)!\ 5
Remark: : '\%, é\ 'J'{}? /4 '
[ 12 H 1 ¥ .
e R g U



e\ RILRIE
PEOPLE’S REPUBLIC OF CHINA

BRIy A B> i it 1 S EIED
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EHRT: B2 UMY 20230031 &
Certificate NO.: HMPA No.20230031

FaafR: CHASES I/IBREERE T/ ALEE =4 —RNEAE (BES %
RS9 B AT )
Product(s): cTnl/CK-MB/Myo Quantitative Test Kit (Time-Resolved FIA)

ABAEE (Model): 1 AR/ &, 3AQ/ &, 5 AH/E, 10 AtR/&, 15 A0/&,
20 AR/ &, 25 AR/ &, S0 AR/ &, 75 AR/ &, 100 At/ &

Model: 1 tests/kit, 3 tests/kit, 5 tests/kit, 10 tests/kit, 15 tests/kit, 20 tests/kit, 25 tests/kit, 50
tests/kit, 75 tests/kit, 100 tests/kit.

FEREAHES: RMRIEE 20232400065
Product Registration certificate NO.: EARE Y 20232400065

R IR AR 7k TR A R R TR E

Manufacturer: Harbin Orient Gene Biotech Co., Ltd.

EFEAVAER: BREEFEARFRERQ~LE (FFREER 26 F) C6 1k
Address of manufacturer: Buliding C6, No. 26 Xinghai Road, Pingfang District,
Economic&Technological Development Zone, Harbin,
Heilongjiang province China

A FEROES: B2 MR AT ¥ 20230001 5
Manufacturing License NO.: & 2§ YAk & /= #F 20230001 5

HIEH LR REEFETELETHEE.

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

FRARERE: 2024411 A 30 H
This certification valid until: 30 November,2024
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