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TIFIKAT ¢ CERTIFICATE ¢

Product Service

CERTIFICATE

No. Q1N 14 12 66204 011

Holder of Certificate: NeilMed Pharmaceuticals, Inc.
: 601 Aviation Boulevard
Santa Rosa CA 95403
USA

Facility(ies): NeilMed Pharmaceuticals, Inc.
601 Aviation Boulevard, Santa Rosa CA 95403, USA

Certification Mark:

. ENISO 13485

Scope of Certificate: Design, Development, Production
Sales and Distribution of Nasal,
Sinus Care, Otic and Wound
Wash Products

Applied EN ISO 13485:2012 + AC:2012
Standard(s): Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: NM1105805-101
Valid from: 2014-12-19
Valid until: : 2017-10-31

#-&

Hans-Heiner Junker

Date, 2014-12-19
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T6ng Léanh Su Quan nuéc CHXHCN Viét Nam tai San Francisco
Consulate General of the S.R. of Vietnam in San Francisco

CHUNG NHAN / HGP PHAP HOA LANH SU

CONSULAR AUTHENTICATION
) VIETNAM
1. Quoc gia
Country )
Gidy 10, tai ligu nay

This public document

REX W. TILLERSON )
2. do Ong (Ba) ky
has been signed by A _a o e
3. véi chiic danh e & Ngoai giao
acting in the capacity of s £ .
4, va con dau cua.. Hyw chibing qubc Hea Iy
bears the seal/stamp of

dugt chiing nhén / hgp phép hoa lanh sy
Certified

e o R CANEICHCD B i LT
at TLSQ Viét Nam tai San Frilficisco

7. Cd quan cép
by 86-07 /HPHLS
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17039102-1

HOP CHUNG QUOC HOA KY
BO NGOAI GIAO

Kinh trinh nhiing nguoi co trach nhiém:

T6i xac nhan rang tai liéu dinh kém theo dy dugc dong ddu ciia Bo Y té va Dich vu Nhén
sinh, Hoa Ky va rang con ddu do la hoan toan déang tin cdy va c6 gia tri. *

* Bo Ngoai giao khong chiu trach nhiém vé néi dung cua tai liéu dinh kem.

Chitng nhdn nay khong c6 gid tri néu bi sica doi.

Dé chitng nhdn, t6i, REX W. TILLERSON, B¢ trucng
Ngoai giao, cho phép Vién chuc Tro ly Chung thuc
dong dau cia Bé Ngoai giao va ghi tén t6i trén vin
ban nay, tai Thanh phé Washington, Qudn Columbia,
ngay 15 thang 06 nam 2017.

REX W. TILLERSON
B¢ truong Bo Ngoai giao

Vién chuc Trg ly Ching thuc

B§ Ngoai giao
’ (Pa ky va dong dau)
Van ban dwoc cd}v chiéu theo cdc diéu
khoan ludt: CHXIV, State of Sept.15,
1789, 1 Stat. 68-69; 22USC 2657;
22USC 2651a; 5 USC 301; 28 USC
1733 et. seq.; 8 USC 1443(f); RULE
44 Federal Rules of Civil Procedure.
Ching nhan

Dich diing tir ban tiéng Anh
San Francisco, ngay 06 thang 07 ndm 2017
TL. TONG LANH SUJ "

¥EN LONG



et/ |

P

\ BV

e

17039102-1

United States of America

DEPARTMENT OF STATE

To all to whom these presents shall come, Greetings:

I Certify That the document hereunto annexed is under the Seal of the Department of Health
and Human Services, United States of America, and that such Seal is entitled to full faith and
credit.*

*For the contents of the annexed document, the Department assumes no responsibility
This certificate is not valid if it is removed or altered in any way whatsoever

In testimony whereof, I, Rex W. Tillerson, Secretary of State ,
save hereunto caused the seal of the Department of State to be
affixed and my name subscribed by the Assistant Authentication
Officer, of the said Department, at the city of Washington, in the
District of Columbia, this fifteenth day of june, 2017.

St

Issued pursuant to CHXIV', State of i i v \ A\ ~ g
Sept. 15. 1789, | Stat. 68-69: 22 25y \ | | Secretary of State
USC 2657: 22USC 2651a; 5 USC ' \/ / o\

301, 28 USC 1733 et. seq.: 8 USC By —<oAD l\’\ 2 S a—

1443(0); RULE 44 Federal Rules of & Assistant Authtntication Officer.

Civil Procedure. o
Department of State
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-~ ﬁ/ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

z Food and Drug Administration

"»‘4,1h 10903 New Hampshire Avenue
255 Silver Spring, MD 20993

Certificate No. 9377-5-2017
CERTIFICATE TO FOREIGN GOVERNMENT

In order 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 Manufacturer/Distributor, Address
> See Attached List See Attached List
.‘E (One Page) (One Page)

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

3 It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
% America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
10 inspections.

9?% Y. Vlecrman—

Robin W. Newman MSN EdD CPNP
Director

Office of Compliance

Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from May 12, 2017 to May 11, 2019.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Certificate No. 9377-5-2017
Certificate to Foreign Government - Name of Manufacturer/Distributor Attachment Page 1 of 1

Name of Owner Operator
NEILMED PHARMACEUTICALS, INC.
601 AVIATION BLVD.
Santa Rosa, CA USA 95403

Name of Manufacturer
NEILMED PHARMACEUTICALS, INC.
601 AVIATION BLVD.
Santa Rosa, CA USA 95403

----END OF MANUFACTURER/DISTRIBUTOR LIST----
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"e DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

) Food and Drug Administration

Y ‘h 10903 New Hampshire Avenue
o5 Silver Spring, MD 20993

Certificate No. 9377-5-2017
y Certificate to Foreign Government - Name of Product(s) Attachment Page 1 of 1
Name of Manufacturer
NEILMED PHARMACEUTICALS, INC.
601 AVIATION BLVD.
Santa Rosa, CA USA 95403

Name of Productis)
NeilMed Sinus Rinse Starter Kit 705928003101
NeilMed Nasaflo Netipot (Porcelain) with 50 Sachets 705928009011
NeilMed Sinus Rinse Pediatric 120 Sachets 705928002043
NeilMed Sinus Rinse Kit 60 Sachets 705928001008
NeilMed Sinus Rinse Hypertonic 70 Refill Sachets 705928004009
NeilMed Nasaflo Netipot (Plastic) with 60.Sachets 705928008168
NeilMed Naspira Drops 705928110120
NeilMed Sinus Rinse Pediatric Starter Kit 30 sachets 705928014008
NeilMed Sinus Rinse 50 Sachets 705928052000
NeilMed Sinus Rinse 120 Sachets 705928002005
NeilMed NasaMist Hypertonic 705928071254
NeilMed Naspira Plus 705928501539
NeilMed Sinus Rinse 10 Sachets 705928003101
NeilMed Sinus Rinse 30 Sachets 705928002302

eilMed NasaMist Saline Spray Isotonic 705928050754
NeilMed NasaMist All-in-One 705928051775
NeilMed SinuFlo ReadyRinse 705928100084
NeilMed NasoGel Tube 705928000995
NeilMed Sinus Rinse Pediatric Kit 705928003002

earcanal Ear Wax Remaval Complete Ki m
NeilMed Sinugator 705928888012
NeilMed Wound Wash 705928652101
Clearcanal Ear Wax Removal Complete Kit 177 mL 705928603110
NeilMed NasoGel Spray 705928045309
NeilMed Sinus Rinse Starter Kit 15 Sachets 705928003088
END OF PRODUCT LIST:
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