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Certificate No. 8411-6-2018

CERTIFICATE TOQ FOREIGN GOVERNMENT

In order o allow the importation of United States products info foreign countries | the U5, Food and Drug
Adminztration (FDA) certifies the following information concerning the productis] to be exported listed balow:

Name of Product{s] Name of Manufacturer/Distributor, Address
See Altached List Wame of Manufacturer

A& DEYSTEMS, IMC.
{Two Pipes) 14 MCKIMLEY FL_ NE.

MINKEAPOLIS, MM LS 55413

The product{s) described above (and the manufactunng/distribubon satals) which produces/distributes it) is subject
io the jurisdiction of the FOMA under the Fedaral Food, Drug, and Cosmelic Al

it is certified that the above product(s) may be markeled in, and legally exponed from, the United Staies of
America al this time. The manufactuning plant(s) in which the product(s) is produced s subject to parodic
inspections. The last such inspection showed that the plant(s), at that time, appeared to ba in substantial
compliance with current good manufacturing practice requirements for the produect{s) listed abova,

Car| Fischar, Ph.O
Crirectar
Division of Imernational Compliance Operations

Office of Compliance
Center for Devices and Radiclogical Heaith

Thiz cerificate s valid from July 12, 2016 to July 11, 2018.
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Certificate No, 6411-6-2016

Ceriificate to Forelgn Government - Name of Preduct{s) Attachment Page 1 of 2
Kame of Manaiachmres

R & D SYSTEMS, INC

&1l MCEIMLEY PL., N.E.

MINNEAPCILIS, MN LUSA 55413

Karmas of

AMP Hematrol 18 Comircd

BCH AT Bdill Cal Caiibwalor

BCH AT 5diff Control Plus

BCI Lowso-Trod PLT Congral

BCI Leuko-Trol RBC Control

BD Mulii-Check CO4 Low Conlrel
BD-Mulil-Check Coalral

BD Retic-Counl Contnod

B0 Leukacount PLT Control

B0 Leukacount RBC Confral

B0 Stom Call Cardrl

Bio-Fad Ralc Conlrod Al

Béa-Red Liquichek Hemsatokegy 16T Gonenal
Béo-Rlad Liquichek Hematolagy Gonbod A
Baa-Rad Liquichei Hamatology Control
Bao-Fad Liguichek Hematology Control X
Diedes ESRE Comial

Orewe Ex-Cal

iy MG-Cal

B Ex-Trol

Hewiba Enyrol

Hoeibig Dol Conirl

Hoelbe LC-REF Calibratar

Hoediba LC-Trol & Canirol

Horibe LE-Trol 16 Contral

Horiba LE-Trol 18P Control
Horiba LC-Trol 20 Contral

Horiba LC-Trel TRP Cantrol
Hariba LC-Tral RS Coniral

Horiba MINCCAL Calibralor
Horiba MINOTROL 8 Calibraio
Horiba MENOTROL 16 Calbratar
Horibo MINCTROL CRP Calibrator
Hariba MINOTROL RETIC Cantrol
Mindray BC-RET

Mindray SC-CAL PLUS Calbrator
Winon Kohden BEEK-CAL

Nihon Kohdrn MEK-30

Cipphza Myt 30 Condrod

Cirphise Myl-CAL Contral

QBC Hemaledogy Contred

RED 3K Reas Conbrol

RAD 4K Fatc Gonbrol

RA&D Advia Ratic Plus Conkml
F&0 Body Fluid Contral

RAD Body Fuid- Control

RA&D FetalTral

RED CHC-30 Cartral

RED CBC-30 tor Diamond Canbol
R&D CBC-30 for Mindray

R&D CBC-30+CRP Conbrol

R&D CAC-3K Confrod
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R&D CBC-50 Condnol

R&D CHC-T Canral

RA&D CBC-7 HamoGus Control

RAD CBC-8 Contml

R&D CHC-CH Pius Cashrator

RED CEC-LIME for Hemoous Lmearily K5
R&D CEC-LINE Lineanity K3

RA&D CBC-LINE Low Renga Limasily Kil
R&D CRC-LINE PLT Lirmanity ki

R&D CRC-LINE RBC Linearity Kit

RAD CBC-LINE WBC Lirmarily K3t

RA0 CHC-LINE Uira Low Range Linerity ¥Ki
R&D GBC-LINE Uika Low Plue RBC Linerity kit
RAD CBC-5T Phs

RAD CHAC-5YS Condngl

R&D CBC-Tech Control

RAD CBC-X Consal

RE&D CO-Cel Calitwretor

R&D G5F Automated Control

RE&D GluHgh Whots Blood Control

RED GLU-LINE Linaarily Kit

R&D HC WBC Condrol

RED HCT Exiended Centrod

R&D HIEE Extendad Coniral

RED Leuke-Reduced REC Confrod

R&D Leuko-Reduced PLT Candal

R&D LH-nREC Contmal

R&D NEK-Cal Casbratar

RAD Fiatmiet Trol | Cantrol

RA&D Plaieiel-Tral Exiendad Control

RAD PLT-LIME Lingariy Kif

RAD Retic Cantral

RA&D Retic-| Cartrol

RAD Relie-l Phis Canlral

RAD RET-LINE Linearity Kil

R&D RET-LINE B Reticulocyls Linearsy Kit
R&D SEDRIMm M Gonbod

R&D SEDRie Fus Cantrol

R&D Sackle OC

RED SistusFlow Conbrol

R&D BisueFlow Lo Conbrol

R&D SistusFiow Pro Gontrod

RED Tech-Cel Calibratnr

R&D XERei Controf

Cuanfiking WD Erythropaitin ELISA Kit
Cuentikine Erythrapcietin Cantral
Guantikine VD Erythropaitin ELESA Kil
Crigntiking WD B2 Mizroghabin Kda
Cruanliking MWD Humen Soluble Transherin Recaplar ELISA K
————————FND OF PRODUGCT LIST-
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