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Hunan Runkun Pharmaceutical Co., Ltd. Page: lofl

Record number: KRI1O, 2. 5-GCOV-S002-E001-00 effective date: February 10, 2020
Corresponding document No: KR10. 2. 5-GCOV-5002 Valid until: June 30, 2024
Record name: B

SARS-CoV-2 Igh/1gG Test Kit (Colloidal Gold)

product ce )’-t_'i fi @:!_i.u';_giﬂh analysis

Yerification

{Quality standard of SARS-CAV=2.1gHAT3C Test

F N £ Y
! 4 K =
| i e ¥\ Report No: C-0232020005
= e R -
Neme of y {“ = . BT
y SARS-Co¥-2 lgM/leG 'I'cst\:ﬁit{tﬂl{ﬁ'ﬂﬁl Goldy | Material code | C-1-023
specimen %R ) 7

1 Ko i
W, ) b

Batch number | 20200302

basis Kit{Colloidal Gold) 3
Froduct i

Rt Third workshop Specification |40 tests/kit
department
Proluct i Expin 5

bction | o0 kits Expiration | September 20,

ant st date 2021
Quantity of f Samplin )

X ) 4 kits A Yu Gaowei
inspection person

Sampling date

March 21, 2020

Reporting date | March 21, 2020

QC Supervisor: Ti (pe

Verification Yerifi i
. Verification standard erification
project result
Appearance Shall comply with the regulations Pass
Width of fil
TN PEARN | fo Pass
sLrip
Liguid moving
: o Should not lower than [0mm/min Pass
speed 1 o
Jemitinesins Lompl]am.:clratc The test result should be 8/8 with
result of positive . L. Pass
8 enterprise positive references,
references e
tonpliance rate |y tost result should be 10/10 with
of negative . . Pass
X 10 enterprise negative references.
reference
Minimum L1-L2 should be positive, L3 can be negative
detection limit | or positive, L4 should be negative. Pass
. I ghould be negative, 2 should be Igh and
Repeatability ] . UKL, I TERHIA B [ D Pass
Tglh positive,
P . This batch of samples was certified according to €Quality standard of SARS-CoV-2
IeM/1gG Test Kit(Colleidal Gold)¥ , the results comply the regulations,
Remarks !

Cunl ity manager: % 6’%:%
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Phacmazeiica Hitran Bonkon Pharmacentncal Co, Lid, Page [ 1 of 4

Validation Report

Product Name: SARS-CoV-2 IgM/IgG Test Kit{Colloidal Gold)

Validation indicators: specificity, Sensitivity, Crass Reactivity, Interferences

%ﬁﬁ@ &,

Hunan Run
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Phamaceiitzal Human Kunkun Phammaceutieal Co., Lud, Page : 2 of 4

1.0bjective:To verify the analytical perfarmance of SARS-CoV-2 Igh/1gG Test Kit(Colloidal
Gold)

2. Validation indicators:Specificity, Sensitivity, Cross Reactivity, Interferences.

3. Verification procedure:

Place the reagents and specimens Lo room temperature before testing.Open the pouch,
take out the test card. TakelOpl of specimensanddrop on the specimen hole of the test
card, then add 2 drops (80 pl) of specimen diluentinto the specimen hole Wait for 10
minutes, and read the results by viewingthe detection window. All the test should be
finished in 1 haur.

3.1 Specificity and Sensitivity:

. =\

206 specimens which include 59 confirmed case specimens and 147 negative specimens

were tested by SARS-CoV-2 Igh/IgG Test Kit{Colloidal Gold)the result of specificity and

sansitivity are show below

|
Specimens
Reagents ! T Total
Pasitive specimens Megative specimens
Positive 55 2 = Y4
MNegative 1 145 149

Total 59 147 206
Results analysis:

Sensitivity: 93 229%(95% C1:82 73%-497 81% ).

Specificity:98.64%(95% CL 94.67%~99.76%)
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Pramaceutical Husam Runkon Ploomacentieal Co, Lid, Page @ 3 of 4

3.2 Cross Reactivity

Specimens which tested positive with parainfluenza virus  antibodyinfluenza A
antibedyinfluenza B  antibodyhepatitis 8  surface  antigenhepatitis  C  wvirus
antibody treponema pallidum antibody, HIV antibody,EB virus antibody from patients were
investigated with by SARS-CoV-2 lgM/AgG Test Kit{Colloidal Gold), the results showed no

cross reactivity.

Total ] Result
Specimens
number Positive Megative

influenza A antibody 5 0 5
influenza B antibody 2 0 2
parainfluenza virus antibody 2 0 2
hepatitis B surface antigen 5 o 5 .
hepatitis C virus an:ihod:.r 3 0 ]
treponema pallidum antibody 3 0 E
HIV antibody 2 0 2

| EB virus antibody 2 0 2
Total 24 | i 24

3.3 Interferences

The specimens with hemaoglobin, triglyceride and bilinabin will interfere the test results, and

the maximum allowable concentrations are show below.

(PSR-
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Phamnaceutas

Substance
Hemaglobin
Triglyceride

|
i Bilirubin

Huoan Konkun Pharmacentical Co. Lid,
Concentration
smg/ml

10mag/mil

0.2ma/ml

Page | & af 4

Result
Megative

Megative

Megative
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Material safety data

Tem 1; Clhiemdeal mame angd manafaoarer nformstion
Piidual name=S ARS - CoV-2 Ighlg G Teer Kit {Colloidal Coldi
Mamiaciorerfsuppher: Hunan Runkuan Plumsecuical Co., Liad
Pronlmction address: MOLIR0 Baling Fast Hoad, Beonomee-Technobieical Developmeny Zome, Yueyang, Hunan, 1000
PR

Comtacy (7 50-K7 25060

Emergency call: 07 30-87 25957

Ttem 2: Chembcal convposition information
Clicnmical propemics: mixiares
Description: Plasdc cand, 0.9% sedinm chloride solutinm

Dangcrous inpredsent: none

Item 3: lazard informatian
Classilicarion of sulkslaices or mexiures:
Clagsitied accosding o Regulamon (B 127270008
Prowdacts net classified accoeding fo C1P regmlations
Clsailicatom 15 nvabid according o Darective STSAREEC or Dwcchive TS
Inforrmateon o Che panticular harm (o human being asd the envinomnent
No product aorking is reguired Based on the caboulation pocedure of the et elfectine version of the T General
Classifiention Guidelines lor Prepanations™,
Aceording o the caloulativn methind of the “BC Geneeal Classification Guidelines for preparanon” pubdishod m the
previones version, e prodhuot wey not be Classilicd,
The product is not subject to the EC Dircotive and the [dasifacation Reguivoments: Regulations of the  (llazardoas
Substances Regulation ) iGetSiofiVy
Chbier hovards
PAT: Mot applwable
vPvl: Mot applicable
Biem 4:Fivst nlel measures
First aad mciisnes
Creneral intarimation fmsiscdiately take ol the clothes duat are soilel by the produc
Cince inhabed, take the allecied persain oulshile asl condonably inge positon, just in cise
Wish andl rinse thoroaighdy with wiiker ane soap inasediawely afier skin comae, Consubt a doctor 1 skin irratiin perass
AT cye conlact, rinse youir exves mder runabng water fora few immmes, Then consall s dogies
Wirsee your mauth with water immadiascly after soalbwwing and seek medscal alvice immediscly,
Do tom invstmiction
There are nde spacial measures to real symploms;
Thee sy ammpmiant pewte amd delayed symptoms asd effects
Mo fuether informgion
Insamactions for immecdie medical freatmant and special ealimend.

o other relevam informason 1« avatlabie
Toemn 5: Vive control ncasures
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Hugian Runkun Pharmacentical Co, Lid Page: 2af 5

Fire extinguisking agent

Suaiahle eximpuishing agont

Carbon desxide, fire extinguishing agent spraying. Exingaishing o five with spray water or ai-alecliol fogm,
Far t.rll"rlyrcm-:mﬂ_ 'tru|1r.|r|s|1m|c fire extmgmsiing agents e (ally spraved wilk waler

Special hazads cassed by sihetaoces or maxiares
‘The formatien of sk gases in heaing of conphsastion,

Fieelighter Noles

Proiegtive LTRSS Wearing o sell contamnedl respinator

Adilatiomal informaiion

I sl o fire ibeheis umik poniamimaied hee wadcy in acctdance wiih olliceal icgalais.

Teem 6z Famergency landling of lealage
Persomal procaniions, prodcclive copuipment and cmergency procoduires
Wear |:mgff!i1.'r squipment. Stay away foom unpealesicd people. Ensure adeguaie venllation o vl duasa
[lse a pespirntory protection device 1o prevent the cffeces of smoke, dust/acroants,. Avoid contscl with cves and skin,
Environiental considersions
Products are prohibited lreen enterng sewape sysienis ar witer bodics, Mo ncoess to the groundiseil .
Methasds amd materials for comamment aml glesning!
Mechanical collechion
The eollected muitenals ure handled in acenrdance with the regalations, Avoid dusi
Fasime .||'|m||u;r yenibaiim
Belen to ol sections
Clan the accidont anca carefally
For infoammatiom oo desposal, sce section 1 i

FFor imformation om perdonal prolcctve ofuipnient, soe scctidan §

Tvemn T2 Oipevation and storage

Operation

Precaations fo sale opeeaion

Ewsare that the workplace 5 well ventilated aod prevenis dust fo
Avind conlact with cyes amd skim and spill

Prepase (o onige eye-wash veasels dhottbes | in e wirk

Infupmation va explosion peevention and fire preventom . oo special meanines equined
Sale slimage comdutions, including any incsopatibilites
Awape
Stvmage moone and contarivon (o meet e fequirenents
Stoved only m dve cagmal comacies, loos slos withomt sockeas are available
Ifammatiom absoal sbmage o0 & conuon sbimage device
Keep away fiom food.
Keep wway Trodn oxidants.
More imlormaation aboal sioage condifpms:
Keep the contammner wealod and stored i a cood place,

Recommseidad slosage tevnperabe:4-3070

Specilic endase. o mime mmlormation

/654
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Phasniedial Hunan RunKun Pharmaceutical Co., Lul

I":!gq" Inf s

Tiem B Caonbiet contrel snd personal protection meastures
Additional infioomation shout technical syatem desipn: boomore daia
Combnid pasimeres
Exvreme cmmponents Uil pacd w be moniteeed in the workploce: This product docs mol conlan any signidkcant amenmd af
e, wihich mist be moniared i ibe wirkplace
Adiditional information: Based on las tharare valid during compilacion
Exposure ool
Personial profection couipmenm
General protective hygiene
Sty avway from food and donks. Wik your hands ot the end of rest amd work. Avoid contact wath eyes and skin
B not imhale dustisimdoe/nisa
Take ot all eoniamdnaled clathes immediadciy,
Hand protections
Pamiective ploves,
Tl omly Class M cheacal provfegtive phves awith CE marking
Cilave material mwust be impermeable and resisiant io producisfmbsianeeseparatins,
Deic 4o lack of soxting, il is not possible o provide recommended glove maesinls for the product/preparatinnichermoeal
mixare
Relect plove materials For ponatrdion time, diflusion rate and deprsdation.
Cilowve material
The chivtee of suitsble gloves depends not only on the meternial, bt alse on the further masking ol the gqualay ol vanes
Trom mantfoctizrer o namolactarer. Since the produen is o fosnidaton of o varey of substmces, the jesstance of the glove
pualeriil camnot be calcalated o sdvamcs amill imiisd be checked el se
Pemetration lime of glove imalcrial
The exact lme must be determined by the mamifactiones of the pooecuve ghves aid nmst be obesved
Gilovvez taaide of the Iollowing neatenals Jonot ik
Leather Gloves, Fower Gloves
Pantiewt yom eyes

Fhysbeal protocrion: peotoolive clthing

Towmn #: Physicnd and clivmical properiies

A aramce sl

ok while

Odoe: oo el

Melting pomnthoclimg runge: nol delensined

Houlmg pounifrange: not determined

Flash pount: mot applicable

ﬂru|||I.1Iu.-|.ﬁ.1i..\,|1lllll‘d"1ll|>ll' the product will mod spoatanemis combaiiion
Fapboscon harard: peadie docs ot explode

Diemsity 15 pending:

Water stdubilityfwater imiscibiliny: not appdicablde
Tem TeStabiliny wnd reactivity

Teat decompositiow'avoidanee combiions: 1T used wspecilications, i s nod decempeosed

1w s dlirecied, there s o dangenms nesciion



RUNKUN

pehie Hunan Runkon Phacmacentical Co,, Lid

Camditioms pe avaid: Soomime imformation availahle.
r||-,m1111|.ilr!r materials: stromg oxilas

Dramgerous decomposivhon produtis: wose, if stoeed and handbed comrectly,

Diem 11 Toxicslogical informulion
Toxivalogical dina
Acuile Wity
Primary stinwbus:
Oy the akin: May be iritaning
Tev tlee eye: Muy be imitaling
Allergy: Prolonged or repeated exposure wmay cawse alborge reactions o sensitive peopls
Chiher tnxicalngical infmnmatinn
S |]||_|!|_ 1w the latest caloulation method of e "Cheneral EC Preparatton O Lessilication Ciicelnes

il e classified

Tremn 12; Feological infornution

Toxicity

Adqquatie toxicy: e e information,
Mo move informaton on persisience and deprakaion
Environimental system hehavion:
There ks no further mformation aboul peecidal bosccumlaiion
Mo fanther miormoaison on ity m the sl

Ecotoxicity; Undelemspel

Cahzr eoubispical infomation

Woater Hassnd Level 3 (Goermen Regabuiiony (Sell- Assessneenl ) Exnemely Dul:g cruas 1o Wikct

Page:4of5

the: preosfinel muay

Even snwll amonnts dis o allow preducts 1o enter groandwater, water bodecs o sewage systems, Even if very soadl

s il vwaler bead amlo Glie sual, Bocan cinse b o drmikeg watei
Evalusc resulis in PHT wal «PeB:

T Mol gpplicablc

wPvlk Mot applicahlc.

Cabiey wdverse reactions No owee mfemsation

Tiem 1 3: Wasie disposal
Waste diiposal metlasd
When recommending disposal. becul regulations sswed by e abuaiies nms be olseryved
FEIIHik'JI'l Wasl® separalinn
LM Wirsne Tooen hmiman o anmnal lealth andfor related sndees
120200 Becvarch, dagaose, teat on prevent waste fiom anamal-ielaved diseases
IR0 § hembeal substanees comssting of of comaiming haeadous subsiances
Unecleansd packaging:

Recommendation: Datpocale mid be carroed ol in accordases with official repalasons,

Tvern B4 Transpareatlon informario,
L' mumlser
AR, IMDG, TATA tovalid

wl/

e



RUNKUN

Phammas i Hu_|u||| Funkun E'_I |_.||:|!|i|._|_'_4"|lr_i_1'._|_|_ ﬁ_':n Tl Page: Sof 3

Oifecinl Uniled Nations Transpodt Nume

AL, TNARRGE, DATA mvalid
Transport risk level

ADRE, IMDG, IXTA invaliad

Puckaging group

ADR, IMDNG, IATA invalid
Wer Special Motes: KA
Bulk shipping n sdcondance with MARPOLTATE Aniscx 11 and TIBC Rules: MIA.

“TrwnspoetiCcher mformmtion: we hagards seéarbing o e alove specifications.

Ttem 15 Regulatory information

Salery, headih and environmental regulations/Taws fof subsianees ar mixiares

Matsomal regilading

Water Hazard Rating: Water Hazard Level 3 (Sell- Azsesamentj Exremely Danperaus i Waicy

Clicmical safety ussesament: chemical saffety asscasment has not vet been carried o,

[tesin 16: Oilier Bnformation
These datt e based on oor existing knowledge, however, they do oot constituie any guaranies of specilc prdisct

Tumctions and do o establish legally binding contraciual relatbonships,
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Certification
for Safe Transport of Chemical Goods
p
AEBE b £ T 4%
HEL#H - B AL AR T LM/ G R (R il )
Sample Name: SARS-CoV-2 1pM/1g6 Test Kit (Colloidal Gold)

—f“‘f'&#‘fi : 0 i M e R L

£ FERAS 0 RSB (R A

(2% S 30

Shanghal Research Instilule of Chemical Industry Tesling Co., Lid

i = i E

By Sea Iy Sea
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Statement

R 5 e v S | A U I Rl g R i T

The certification is invalid if it is not affixed the dedicated inspection and testing seal of
Shanghai Research Institute of Chemical Industry Testing Co., Lid.and QR Code on it.

e R

Copics of the certification are invalid.,

CEEE IR, TR, R R

The certification is invalid without the signatures of appraiser, checker and approver,

A A5 A AR
The certification is invalid if it is forged or altered.
i E A AR [T 13 5 A ] PR S R S S B A — B DR,

il T I £ T 2 At U M3 o R R

The client must guarantee that samples and documents provided for appraisal are consistent
with the geods 1o be transported. Otherwise, the client shall bear all legal responsibilities and
other conscquences d ue o i,

L AR O o A e (R T S S

The cenclusion of this certification only applies (o the lnal sample as received,

T ARSETE BNERL YRGS AR, PRI B L i

The certification is valid in the year subseribed on it except when transported by rail. Please
refer to the comment of certification on special oocasion.

AR VA B B R L B

The certification takes no account of the State and Operator Variations,

Tt ryic Sty AN S S RN IE P BT U — B RIS A, S

Wl 2241 25

The transparation mode of the goods shall be consistent with that in the appraisal conclusion.,
Different transportation modes may lead to different appraisal resulis,

R B UL o A A ] B wowew. ghs.on o848 5 E H b T EHERY T A 60

The authenticity of the certification can be verified by our website{www. ghs.enjor the
QR code in the certification.

R el R AR Sy w] [ RG weww. ghs.on BEFFI EEIE

The application of the certification can be done via our website: www.ghs.cn,

Buobk: kil A8 BTN H AT

Address: Reception Hall, Shanghat Rescarch Insticute of Chemical Indusery Co., Lid,
Mo 2779 West Guanglo Road, Shanghai, China

IS [ Post code): 200062

B Tel): (00862 1) 31765555

MG Email): centerf@ghs.on

19 BE(Website): waww. ghson
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Centification for Safe Transport of Chemical Goods NIk 200 SHE0D
Page /2
h A A AR R 1 g TGO PR M LR TR EEL
Chinese
155 4 4k
Sample Name £x SARS-Co¥-2 1M/ [gh Test Kit (Colloidnl Gold)
English
Fieiis 0 I T I PR )
Consignor
N ) ] SR e T L )
Manufacturer
R FE, {15 (00 ey L 2 gy i (R T AN B (201858)
Inspection Methods and 1W) Internatienal Maritine Dangerous Goods Code (2018

Preceduras

Edition)

FIOSRE (N E OGRS BRI « B

A b, G T ek Fhite Paper box{eonluining colorless transparent liquid and

Appearance & Odar

white plastic veagent hoard), Weak odor

1, MBS (Hazards identification)

i
]
E A
N Noma,
T
1
FoE | ﬁﬁgﬁﬂﬁlﬂ} MG CodedbEUAYSETE (Suggestion according to [MO IMDG
| Code
[+
A ]38 A BEE A 0.
1 4 The substance is oot subject to IND TMDG Code,
i
o
N

.
c
a
N < i . »
¢ |3 TR (Packaging requirements)
L
u s
5 None,
I
0 P 40 m ARAEN o
N am: ; : :E 8 H 7 ;
Inspection Date: 20053 proue parer 20200000 Brracyive Daner s I:‘\E'l.--""'

4t .

Comment |
Bk

Approver:

W - T S E& 3 b
- 'W” Checker: ‘Ai " I,'kl-l' Appraiser: /Egg—
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Certification for Sufe Tmngpon of Chemical Goods N

ZUZ0LSHE00

Page 2}2

XEHA
Identification ltlems

¥ &£ # X
Identification Conclusion Resulls

MR S
Identification of
Explogive Hazard

ol DT80l | HEER

The praduct is oot elissified in Fxplogives.

SRR
Identification of
Flanmahle Hazards

v BT S IR B

The product is nol elassiCied in flomable substance,

Sk R R e
Identification of
Mxidative Hazards

g Bl e R FUE T TRV R
T product is oo elassified in oxidizing substances and
arganic peroxides,

Ty B e A R i

Identification of
Toxic & Infectious
Hazards

DRI T AR A M At
The product i% oor classified in toxie and DInfectious
stbimtauiees,

Tl e
Identification of
Radioactive Hazard

i I BT

The peoduet §5 not classifiod In radicactive material.

T8 A R
Identification of
Corrosive Hazard

e ELERTRR -y IR

The product is ol classilTied in corrosives,

oA feobe b s

Identification of
other Hazards

LBk R gl o8

The profuct presents no olher dangerous properties.

=Hid By TAeE N

saafil E e
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Certification
for Safe Transport of Chemical Goods

IR TE B
R S T I LT
Sample Name: SARS-CaV=2 [pM/1g6 Test Kit (Colloidal Gold)

Fiep L A 9 D 2500 TR G P2 )

A AT - MR G

RN
(S cenndmaefirras
Shanghal Research Institute of Chemical Industry Testing Co., Lid

% 5 E & b
Hy Koad Ty Hoad
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Statement

SRR it TR AR A ) R B R A R

The certification is invalid i it is not affixed the dedicated inspection and testing seal of
Shanghai Research Institute of Chemical Industry Testing Co., Ltd and QR Code on it

L anB TR LELP

Copies of the certification are invalid.

SRR AR W bR R

The centification is invalid withowt the signatures of appraiser, checker and approver.

4. MR ISERe G

The certification is invalid it is forged or altered.

LA FI PR 3 A W) I S B 0 PR R s Be il — 3, AT AT, P
5 SRR 1T 2 A A A o BB ) 7 RAL

The client must guaraniee that samples and documents provided for appraisal are consistent

with the goods 1o be transported. Otherwise, the client shall bear all legal responsibilities and
other consequences due to it.

A e Y S B e (L I T el i B

The conclusion of this certification only applies to the final sample as received.

S 3l e R S s TR I S R TS g

The certification is valid in the year subscribed on it except when transported by rail. Please
refer to the comment of certification on special occasion.

A M 1 A LR R Y AN

The centification takes no account of the State and Operator Variations.

L AP e Ay SN B E A T D s A — B AR ER A, iR

uJE S AT He
The transportation mode of the goods shall be consistent with that in the appraisal conelusion.
Drifferent transportation modes may lead to different appraisal resulis,

- RS 1 SO R TR A AR L W www. ghs.on BETHRESEE 45 1 SRR T 42 0

The suthenticity of the certification can be verified by our website{www.ghs.cnjor the
QR code in the certilication,

LB T O A A S T [ www.ghs.en BETTIY 1 BT

The application of the certification can be done via our website: www.ghs.cn.

Hehb: BT AN GAA2TTONIEA AT

Address: Reception Hall, Shanghai Research Instimte of Chemical Industry Co., Lid,
M 2779 West Guanglu Road, Shanghai, China,

& i (Post code): 200062

A7 [ Tel): (0086211 31765555

i [ Enaail): ¢ enterfpghs cn

B Bk (Websire): www.ghs.cn
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Cortiffeation For Safe Tronsport of Chemical Goods N0, 20158803
Page 112
¢ i RN E L P BT TR il [N T S
Chinese
PS5
Sample Name SARS-Co¥=2 1pl/legh Test Kit (Colloidal Gold)
= 3.4
English
fie iy Y e LD Y B (o R ]
Consignor
LN ¥ 0 e 4 b O R e
Manufacturer

#lFE. A4 IT/T B17-2008 CREEbTRinii iR R 1z, spa

Inspection Methods and
Proceduras

JT/T 617=2008 Regulations concerning road transportation of
dungerous goods Part 2 oand 3

FICUR G Ol LEOR IR M (ol b ) . i ok

EL RS NN White Paper box(containing colorless trmnsparent liguid and

Appearance & Odor

white plastic reagent boand), Weak odor

ZO0O——S43»0—M==Z2Mm3 =

L. fEREEE R (Hazards identification)

Nasmee,

2. P REIIT/T B1T- 2018420 A3 00 (Suggestion according to JT/T
G17-2018)

WA L R,

The substance is not subject to JT/TG1T-2018.

#

C

o

N
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Identification Conclusion Resulls
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Identification of
Explosive Hazard

3R ER R RS

The praduct 1s not classified in Explosives,
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Identification of
Flammable Hazards

4 A L L I A

The produet is not elassitied In lammnble substance
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Tdentification of
Oxidative Hazards

4 DT L T AR L s
The product is not classified in oxidizing substances and
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Identification of

Toxic & Infectious
Hazards

Al T kAR A
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Identification of
Radicactive Hazard
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Identification of
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for Safe Transport of Chemical Goods

AEBEHU L TE 40
MG LAF 0 WURREHIW N EREAAE  RkE)
Sample Name: SARS-CoV-2 IgM/1ph Test Kit (Colloidal Gold)
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Shanghal Rescarch Institule of Chemical Indusiry Testing Co., Lid
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The certification is invalid if it is not affixed the dedicated inspection and testing scal of
Shanghai Research Institute of Chemical Industry Testing Co., Lid.and QR Code on it

3T PR R |

Capies of the certification are invalid,

Wl SRR, e bR

The certification is invalid without the signatures of appraiser, cheeker and approver.

TS LT L

The centification is invalid if it is forged or alered,

LT ] (eRE S A 20 WA b S B R S T a2 STl 3, WA AFF, iR
i B ) I E B DA A S oy TR 1 e

The client must guarantee that samples and documents provided for appraisal are consistent

with the goods to be transported, Otherwise, the elient shall bear all legal responsibilities and
other consequences due to i,

£ o TR R AR e e Y RV T R
The conclusion of this certification only applics to the final sample a8 received,

AN R AT, SRR IS A CRR . RN A L S ik

lhe certification 15 valid in the year subsceribed on it except when transported by rail, Please
refer to the comment of certification on special occasion.

A R A A LRI T e A K

The certification takes no account of the State and Operator Variations.

Rnlichs DY IEMTRRE STt oD R [ PTE 1t Rl B A I E R [ W ek U

WIiiE AT A

The transportation mode of the goods shall be consistent with that in the appraisal conclusion.
DyifTerent transportation modes may lead to different appraisal results,

- 3 AT VPR T R A AR Ly el I wwew phson BEEMISEE (5] #ER T T 4 il

The authenticity of the certification can be verified by our website[www.ghs.cnjor the
QR code in the certification.

ERE P el A w1 wwewghs.en AEFTIME EIT

The application of the certification can be done via our website: www.ghs.cn.

Mubk: W S E@IE2TIOR MR

Address: Reception Hall, Shanghai Research Insticute of Chemical Indostry Coo, Lud,
Mo 2779 West Guangfu Road, Shanghai, China,

'kll-fl-'llfl’ﬂ':l code): 200062

d 7 (Tel): (008621131 765555

U i (Email): cenreri@ghs.en

M AL (Website): www ghs.en
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Identification Conclusion Results

b d i AT
Identification of
Explosive Hazard

VDA b A

The product is nol classilfied in Explosives.

Sty
Identification of
Flammable Hazards

E AR SRR

The product is pot elo=siCiol in lammble substance,
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Identification of
Oxidative Hazards

ENA R AT (.
The product i not class{{ied in axidizing substances amd
argenic peroxides,
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Identification of

Toxic & Infectious
Hazards

TR T bl R T
The pralduct {2 nol classified in toxic and infectious
sib= ey
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Identification af
Radioactive Hazard

e DL L .

The prodiuct is not classilied in radicactiive salcerial.
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Identification of
Corrosive Hazard

VT A TR

The praduct is oot classified in corvosives.
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Identification of
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The product presents ne other damperons propertios,
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Hunan RunKun Pharmaceutical Co,, Lid,
E%IH_H“@ MNO.320 Baling East Road, Economic-Technological Development Zone,
Yueyang, Hunan,4 14000, P.R.China
Tel: +86-T30-8725%%6, Fax:+86-T30-8725900

EU Declaration of Conformity

Manufacturer: Hunan Runkun Pharmaceutical Co., Lid.

Address: N0.380 Baling East Road, Economic-Technological Development Zone,
Yuevang, Hunan,4 14000, P.R.China

European representative: Lotus NL BV,

Address: Koningin Julianaplein 10, le Verd, 2595A4,
The Hague, Netherlands.

Medicines and Healthcare Products Regulatory Agency
Competent Authority NL (CIBG)

Herewith declare that the attached listed products meet the applicable
provisions of the EU Directive 98/79%EC on in vitro diagnostic medical
devices for other classes, and carry the CE mark accordingly.

JIV]Q/O anWM

Mao Jinwu (Aunthorized Signatory)

General Manager

For and on behalf of
Hunan Runkun Pharmaceutical Co., Ltd.

Place: Yuevang Hunan PR China  Date: 18-March-2020




Hunan RunKun Pharmaceutical Co., Lid,
!IJ"“JI{U“J NO.380 Baling Fast Road, Econamic-Technological Development Zone,
Ginezaen Yueyang, Hunan,414000, PR China
Tel:+86-T30-8725966, Fax:+86-730-8725900

Product Information

|
:;r:t:::': Productname Product Description

SARS-CoV-2 [gMAgG Test Kit(Colloidal
Gold)

This kit is based on the principle of
colloidal gold immunochromatography
for determination of SARS-CoV-2

| Igl#IgM antibodies in human serum,
plasma and whole blood specimens.
This kit is consist of test card and
specimen diluent C0.9%%NaCl solution ),




CIBG

Ministerie van Volksgezondheid,
Welzijn en Sport
= Retouradnes Postbus 16114 2500 B Dwen Haag Farmatec
Bezoekadres:
Haofyangn
Rijnstrast 50
Lotus WL B.V. 2515 ¥P Den Haag
T.a.v. de heer X. Wei T 070 340 6161
Koningin Julianaplein 10
2595 AA 's-Gravenhage bitmihedomigkdeten.fa
Inlchtimgan bij:

T.1. van Langeveld - Baas

mepdeiche_hulpmiddelend
Datum: 26 maart 2020 R
Betreft: aanmelding In-vitro diagnostica

Oms kenmerk:

CIBG-20007TS
Geachte heer Wei, Bijlagen
Op 20 maart 2020 ontving ik uw notificatie krachtens artikel 4, eerste lid van het T——

Nederlandse Besluit in-vitro diagnostica (BIVD) om onder de bedrijfsnaam Hunan 20 mas 2020
Runkun Pharmaceutical Co., Ltd met Furopees gemachtigde Lotus ML BV,

onderstaand product als in-vitro diagnosticum op de Europese markt te brengen,  Comespendentis witsiuitend
richten san het retouwadres met

. " = - varrneliding van o Janum an
Het product staat geregistreerd als in-vitro diagnosticum onder nummer; het kenmerk van dere Briet.

SARS-CoV-2 IgM/IgG Test Kit (Colloidal Gold)
(geen merknaam) (NL-CAOD2-2020-49830)

Hiermee heeft u voldaan aan uw verplichting op grond van artikel 4, BIVD.

In alle verdere correspondentie betreffende bovenvermeld product verzoek ik u
dit nummer te vermelden. Aan dit nummer kunnen geen verdere rechten
ontleend worden, het dient alleen om de notificatie  administratief te
vergemakkelijken.

De registratie van in-vitro diagnostica als medisch hulpmiddel op grond van de
Classificatiecriteria (Bijlage 1I) bij Richtlijn 98/79/EG betreffende medische
hulpmiddelen voor in-vitro diagnostiek is onderhevig aan mogelijke revisies van
Europese regelgeving inzake de classificatie van medische hulpmiddelen en aan
voortschrijdend wetenschappelijk inzicht (zie artikel artikel 10, eerste lid van
Richtlijn 98/ 79/EG).

Paginag 1 van 2




Motificatie van In-vitro diagnostische medische hulpmiddelen impliceert dat de
fabrikant, Hunan RunkKun Pharmaceutical Co., Ltd de CE-conformiteitsmarkering
heeft aangebracht op het desbetreffende product alvorens het in een EU-lidstaat
in de handel te brengen. Zodoende garandeert Lotus NL B.V. dat het in-vitro
diagnosticum voldoet aan de essentiéle eisen zoals opgenomen in bijlage I bij
Richtlijn 98/79/EG (en in het daarmee corresponderende onderdeel 1 bij het
besluit)

Volledigheidshalve wijzen wij u erop dat een in-vitro diagnosticum moet voldoen
aan de eisen uit het BIVD, Het BIVD is gebaseerd op Richtlijn wvoor in-vitro
diagnostiek, 98/79/EG. Met name wijzen wij v op de Nederandse-taaleis zoals
deze in Mederland geldt, de eisen voor het ter beschikking houden wvan de
technische documentatie en de plicht tot het hebben van een Post Marketing
Surveillance- en vigilantiesysteem.

Tol slot merk ik op dal met uw notificatie - de administratieve nolifficatie als
fabrikant - en deze brief geen sprake is van een oordeel over de status of
kwalificatie van uw product! notificering betekent niel dat daadwerkelifk sprake is
van een in-vitro diagnosticum in de zin van de onderhavige wet- en régelgeving.
In voorkomende gevallen kan de Inspectie Gezondheidszorg en Jeugd (IGJ),
belast met het toezicht op de naleving van het bif of krachtens de wet bepaalde,
ean standpunt innemen over de status van ean product, waarbij het valgens vaste
Jurisprudentie witeindelifk aan de nationale rechter is om te bepalen of een
product onder de definitie van in-vitro diagnosticum valt,

D Minister voor Medische Zorg en Sport,
namens deze,

\\ Afdelingshoofd -
\ﬁ?m ; AS
.I,r- é‘l; i \

[~ —

| |

\

DF M.J. van de Veld
Dhr, M.1, van de Velde

Pagine I wan 3
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RE: registratie certificaat.

A - medische_hulpmiddelen<medische_hulpmiddelen@minves.nl=
Bt : 202048 28( RIBM) FF5:53
g A, W= 302239094@gg.com >

Geachte Wu Ganggiang,
Hierbij bevestig |k dat wij de administratieve bevestiging van onderstaand producten hebben verzenden.

Vanaf 26 mei 2020 geldt nievwe EU-weltgeving voor medische hulpmiddelen (Mor). En per 26
mei 2022 voor in vitro diagnostica (IVDR). Dit heeft gevolgen voor o.a. fabrikanten en
gemachtigden van niet EU-fabrikanten,

Voor meer info zie hitps://www.farmatec.nl/medische-
hulpmiddelen/nieuws/2020/03/10/nieuwe-eu-weltgeving-per-26-mei-2020

Met vriendelijke groet,

Mw. T. van Langeveld — Baas
Behandelaar

Medische Hulpmiddelen
Agentschap CIBG | Uitvoeringsorganisatie van VWS
Rijnstraat 50 | 2515 XP | Den Haag

Postbus 16144 | 2500 BC | Den Haag
Tel. 070-3406161

medische_hulpmiddelen@minvws.nl

www . farmatec.nl



(”'} HET NIEUWE
@ DONORREGISTER

Hit ndbuwe Donoliegiler, vanal | jull 2020
K wial het visor pou betekent op donodregistern

Van: &8+ <30223994@qg.com>
Verzonden: donderdag 2 april 2020 03:30
Aan: CIBG Medische Hulpmiddelen <medische_hulpmiddelend@ minvws.nl>

Onderwerp: registratie certificaat.

Beste CIBG-team,

Wij zijn Hunan Runkun Pharmaceutical Co., Ltd. van de fabrikant van SARS-CoV-2 IgM [ IgG-
testkits (colloidaal goud). We hebben lotus ML BV, de opdracht gegeven om het kentekenbewijs
aan te vragen.

En we hebben een notificatie e-mail ontvangen van Lotus NL B.V,, maar we hebben geen
ondertekende certifioering ontvangen, kunt u ons controleren of het echt of nep is? De
anderstaande Informatie,
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Latus NL BV, 2R NP D Maag
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medadhs halgmdasinn il
Datum: 26 maart 2020 i ibais
Betreft: aanmelding In-vitro diagnosica

‘Ons kemmark;
CRRG- 20400719

Geachte heer Wel, Mjagen

Op 20 maart 2020 ontving ik uw notificatse krachtens artiked 4, eerste d van het (T ——
Nederlandse Bestuit in-viro diagnostica (BIVD) om onder de bednjfsnaam Hunam 16 maan 6
Hunkun Pharmaceutical Co., Ltd met Europees gemachtigde Lotus NL BV,

anderstaand product als in-witro disgnosticum op de Eurgpese markt te brengen.  Conempordents wivielend
rithtee aan Mot reteuragiey et
el ait e et B

Het product staat geregistreerd als in-vitro diagnosticum ander nurmmier R Benniesk win oNese Sl

SARS-CoV-2 IgM/1gG Test Kit (Colloidal Gold)
{geen merknaam) (NL-CAQO2-2020-49830)

Bedankt voor je tijd en je snelle reactie wordt zeer op prijs gesteld.

Vriendelijke groeten,

Wu Ganggiang

Hunan Runkun Pharmaceutical Co., Ltd.
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