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2. has been signed by Cesar A, Perez,
3. acting in the capacity of Director, Office of Regulatory Programs
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Certificate No. 6415-2-2020

CERTIFICATE TO FOREIGN GOVERNMENT,

Inorder:to allow the importation of United States products into foreign countries , the U.S. Food and Drug
Administration (FDA} certifies the following information concerning the product(s) to be exported listed below:

Name of Product{s) Name of. Manuiacturer/Distributor, Address
See Attached List ‘See Attached List
{Four Pages) (One Page)

The product{s) described above {and the manufacturing/disiribution site(s) which produces/distributes it). Is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

it is certified that the above product(s) may be marketed in, and legally- expotied from, the United States of
Ametica at this time. The manufacturing plant(s) in which the product{s} is produced’is sub;ect to periodic
inspections. The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliarice with cutrent good manufacturlng practice requiraments for the produci(s) listed above.

Sincerely,
e
I o
T ey e
- e T T =

CDR Cesar A, Perez, PhD, Director
DRP2: Division of Establishment Support
Office of Regulatory Programs.

Office of Product Evaluation and Quality
‘Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from March 10, 2020 to March 09, 2022,




Certificate No, §415.2-2020 _
Certificate-to Foreign Govetnment - Name’-of_M_anufactur_erfDistributor.At'tachm'en't Page 1 of 1

Name of Manufacturer
 Manufacturing Facifity
3M COMPANY
601 22MD AVE. SQUTH
BROOKINGS, SD USA §7006

Lega! Manufacturer

3M COMPANY

3M Center, 2510 Conway Ave;
Bldg. 275-5W-06

Saint Paul, MN USA 55144

--~END-OF MANUFACTURER/DISTRIBUTOR LIST -




Cettificate No. 6415-2-2020

Certificate to Foreign Government - Name of Product(s) Attachment Page 1 of 4
Name of Manufacturer

Manufacturing Facility

W COMPANY

501 22MD-AVE. SQUTH

BROOKINGS. SIrUSA 57008

Legal Manufacturer

AN COMPANY

M Ceriter. 2510 Conway Ave.
Bldg, 275-50/-06.

Saint Paul. MN USA 55144

Name of Procluct(s)
AM™ Attest™ Biolugical Indicators for Steant - 1261, 12619
1261, 1267P

IM™ Attest™ Biclagical Indicators for Stearn « 1262, 1262P
1282, 1262p

GMTH-Artest™ Biological Indicators. and TestPacks for Elhyiene Dxige
1264, 1384P

3M™ Attest™ Rapid Readout Bi_oio_g_ica.l-P«i_bnitpﬁng's_yslem
1291.129%

M Atlest™ 1284 Rapid Readout Biclogical Indicalor for EQ
7294

2™ Attest™ Rapid Readout Biclogical Indicator
1285
IM™ Attest™ Super Rapid Readout Biglogical indicator 1491
1491

3™ Attest™ Syper Rapid Readout Biological Indicator 14624
1492V, 1432VS

3™ Blandern ™ Sorgical Tape
1525.0, 1525-1. 1525-2

3IM™ Coban™ Salf-Adheren Wrap
‘1-5{11_. 15818, 1582, 15320, 1563, 1533A, 15838, 15834, 15831, 1583R;
15839, 1589VY, 1583Y, 1564, 15848, 15840, 15848, 1586, 15868

3M™-Coban™ LF Latex Free Self-Adherent Wiap
2081, 20875, 2087, 2083, 20838, 2084, 20841, 20845, 2084K, 2086, 206K, 20R6S,
20810, 70815C, 20820 20830, 20840, 2086C

3™ Coban™ NI Non-Latex Self Adherent Wrap
2081 20815, 2082, 2083, 20835, 2054, D084L, 20848, 2094K, 2086, J086K; 20868,
‘20810, 2087150, 20820 2083C: 20840, 20860, 2082-1X_2083-1X, 2084-1X, 2p86-1%

W™ Coban™ 2 Two-Layer Compression System
2094, 2094N

3™ Coban™ 2 Lite Two-Layer Compression System
2794, 2794M




Certificate No. 68415.2- 2020
Certificate to Foreign Governnjent - Mame of Product(s) Attachment. Page 2 of 4
S Corply ™ Indicaor Tape

1228

3NA™ Dafp Paids
2_34"!\(, ZIGEN

M‘ A Durapore‘*" Stirgical Tape
1538851 16385-2, 1538.0, 1558-1, 1538~ 2, 15383
I laban™ 7
9335, 6640, GG‘EOEZ,'BE"LQEZSB,- 6648, 6R4BEZ, G648EZSE, B850, s650EZ, 8650EZ58
65_51."65’5f52.'5‘651528& 54_361'132"
3w King Rerrsva! Slilcor'e Tape
277084, 277082
ST Medapor&“‘ HSof Cinlh Surgrcai Tape
2BBGS-1. 20608-2, 286054, 28605-6. 3861, 2862, 28538, 2863, 2864, 28548,
28686, 28&158 2858
3T 'Med]pore"’-‘ Surt Clolh Pre-cut Dressmg Covers
2954\ 27953 2956, 2957, 2958
T Medtpoa‘e o Soﬂ Clath Surgical Tape
2951, 2962, 26825, 7963, 2084, 29545, 2966, 29663, 2988
SM " Medipora ™ +Pad Soﬂ Cioth Adhesive Wanng Drassing
.3582 3584, 3568, 3568, 3568, 3870, 35713573

M icrofoam Surglcal Tape.
1528-1, 1528- 2, 1528-3, 15384

M Micropare ™ Surgaca! Tape
15308, 15301, 15302 153p.3, 153081, 15308-2, 1533:q. 1533-1. 15332
F535:C. 1535-1 1635.7 153575,

I Faston™ Salf. -Adhering Foa'n Pads & Rolls

15600, ,5==1H 1563L, 28511

MM™ Reysabls Coidﬂ—fct Pack

15?9

T3 Ser. Drape’“

10036, TCOONSH, 10000ISP, TO00NSR. 1070, 1010NSD, 1015 TGTANSD, 1020, 1021, 10390,
1083 146, 1050, 1054, 1060, 1087, 1871 1115, 2037, 2040 2045, 2055, 2051

BMT™ Ster- Strig™ Anlmncmbrai Skin Closures {Refniorceq)
AT&dQ. ﬁ\‘_1841. AT842, A‘lE-“lﬁ_.A‘iSd?i ATELR

3™ Stari- Sirtp”" Biend Tong Skm Closuras

B1&50, B‘ISST B1553. 8155?‘ 81559

.-BM‘“ StEri-Sirip ™ Compound Benzain Tinciure
C1k44

3M““ ‘GlemStrm ™ E{ashc Skin Closures

E4540. F4541, E4542. E4543, £4547, EA548, E4540




Certificate No. 6415.2-2020

Certificate to Foreign Government - Name. of Product(s) Attachment Pagedof4
bl e Ster-Strig™. Skin Closures {Reinforced) '

R1540, R‘Sﬁ?_R1341N5"R1542.R1546‘R1§4?.R]Sd?NS;R1SJﬁ,R154S

3M™ Ster-Stip™ Wound Closurs Systarn
W8512, W8514, Was18

3M™ Tegaderm ™ +pad

Film Eressing with Nonadherenl £ad

3582 3584.3586: 3557, 3568 3569, 3590, 3591, 3593

T Tégad__erm ™ Hydedcollaid
Hydrocallofd Drassing
50001, 90002, 90003, 30004 90005, 90007

IM™ Tegaderm™ Hydriocolipid THIN
Thin Hydrocolieid Dressing
80021, 90022, 50023, 90024

IM™ Tegaderm™ Foam

High Performance Foam Non-Adhesive Drgssing
S0800, YOG01, 90602, B0B03, S0E0H. 90605

3M™ Tegadarm™ Foam Adhesive

High Pérformance Foam Adhesive Dressing
30§10=90611_90612;90613,99614;90616.90619

IngTe Tegadem * Foam Adheswe Dressmg wAlh-Saft Cioth Bordar
BO615

3™ Tegecrerm"* Abscrbent Clear Acrylic: Dressing
0400, 30801, 908&2 S0803. 9080"\ 9950? S081%5. 90817

3M "“‘-_Tegadé:m ™ e

HP Transparent Film Dressing Frama Style.

9519HP. 9534HP, Y536HE 9543HP, 9545HP, A546HP - 9548HP, $515NS, 9534NS, 9536NS, 954BNS
S534HP

3ham Tegadarm g
iV Transparent Fiim Dressing with Border
S526HP. 9525N5, 9634HP

WM™ Tégaderm ™ v,
V. Transparent Fifm Oressing with Border
1810, 1610NS. 1850° 1850NS. 1655, 1655NS

3™ Tegaderm ™ Film

Transparent Film Dressing vath Baorger

1674, 1614N‘3, 1616 - IGI6NG,

.3M T Tegadum’” Transparent Film Bressing withi Labsat
16820, 1620MS8 1521, 162188

3RIM Tegaderm ™ Film

Transparant Film Diessing Frame-Siyle

1622V, 1624W. TEI4WNS, 1626 1626V 1826WINS, 1827, 1628, 1G28NS,
1628 1630, 163{JNS 1634, 9505\, a508W

2RAT™ T_e'gaderm-"-“- CHG




Certificate No, 6415.2-2020

Certificate to Foreign Government - Name of Product(s} Attachment Page 4 of 4
Chigrhexidine Gluconate IV Securement Drassifig

1657, 1658, 1659, 1660, 1657R, 16581, 1859R, 1660R

3M™ Tegaderm™ Diamond Fiim

Giamand Patlern Fdm Dressing

1674, 1675, 1679, 1675M5, 1684, 1634NS, 1685, 1686NS

M Tegadermﬁ‘ LY. Advanced

Advancad Securement Bressing

1680, 1651, 1682, 1653, 1683NS. 1685, 16855, 1645, 168ANS, 1585, 1688NS, 1699, 1882
1B82NS

3M™ Tegaderm™ LV, Transparent Fim Dressing with Adhesive-Fres Windaw
1668, 1568NS

AM™ Tegaderm™ SHicone Foam Border Dressing
50640, 9064 1,-906472, 90643, 90646, S0647, 90648

IM ™ Tegaderm™ Silicons Foan Diessing
H0631, GER32

3™ Transpare™ Surgicat Tape
1527:Q, 18271, 1627-2; 15273, 15275-1,.15273-2

EITEE Tranapora™ U_\ehile Surgical Tape
153481, 153482

e e e mp eemeeeen- ENTE OF PRODUCT LIST--




