Dai sir quan nudéc CHXHCN Viét Nam tai Hoa Ky
Embassy of the S.R. of Vietnam in the United States of America

CHUNG NHAN/HQP PHAP HOA LANH SU'
CONSULAR AUTHENTICATION

1. Quéc gia Viét Nam
Country Vietnam
Gidy to, tai liéu nay
This public document

2. do Ong/Ba ALEXI GIANNOULIAS ky
has been signed by

3. v6i chuc danh: B¢ truwong Ngoai giao

acting in the capacity of Secretary of State

4. va con d4u cua Bang Illinois

bears the seal/stamp of State of Illinois

dwoc chirng nhan/h¢p phap hoa lianh sy
Certified

5. tai Washington D.C., Hoa Ky 6. Ngay 24 thang 3 nam 2025
at Washington D.C. On the (dd/mm/yyyy)

7. Co quan cép: Pai str quan nuéc CHXHCN Viét Nam tai Hoa Ky
By the Embassy of the S.R. of Vietnam in the United States of America

8. S&6/No. 216-03/2025-HPH

TL. Pai sit/For the Ambassador
/,,},;grlggm tan/Counsellor

“ ViIiE y
: !.:a )’__::_(E:! 4‘/.:\:“

(Duea trén bé hé so do du'mgg dom xudt trinh, Pai sir qudn Viét Nam tai Hoa Ky
thuec hién chimg nhdn con dau, chir ky, chirc danh trén gidy 10, tai liéu cia Hoa Ky
theo Nghi dinh 111/2011/ND-CP ngay 05/12//2011 cia Chinh phii vé
chimg nhan lanh sw, hop phdp héa lanh sw)
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BAN DICH

Bang ILLINOIS

BOQ TRUOGNG NGOAI GIAO BANG

Nudc sur dung: Viét Nam

GIAY CHUNG NHAN
L Qubc gia: Hop chung quéc Hoa Ky
Vin ban nay
2. dugc ky boi: AARATHI SINGH
3. véi tu cach la: Cong ching vién HAT DU PAGE

4. mang con ddu cia:  Bang ILLINOIS

DPuoc ching nhan

5. tai: Springfield, Illinois 6. ngay: 14 THANG BA, 2025

2 boéi  BO trudng Ngoai giao bang Illinois

8. Chumng nhan sb S25SM019464

9. Con du (D3 dong) 10. Chir ky: (Da ky)

ALEXI GIANNOULIAS
B¢ truong Ngoai giao
Bang Illinois
Chitng thuc Ly Tudn Minh, Bi thw thir Nhdt, Téi, Ly Tudn Minh, Bi thu thir Nhét, Dai sie qudn
Dai s qudn nuéc CHXHCN Viét Nam tai nwéc CHXHCN Viét Nam tai Hop chung quoc

Hop chiing quéc Hoa Ky, da ky truée mdt 16i. Hoa Ky, cam doan da dich chinh xdc vin ban
nay tir tieng Anh sang tiéng Viét.
Ngay 24 thang 03 nam 2025 Ngay 24 thang 03 nam 2025
o Nguwoi dich
\:nam Trin Thanh Thio Ly Tuén Minh

Chimg nhén nay chi x4c nhén tinh x4c thuc cia chir ky va thdm quyén cta ngudi ky vao van ban nay. Chirng thu nay khong xac nhéan noi
) . . . ) _dung cua van ban dinh kém. ) ] )
CHUNG NHAN NAY KHONG CO GIA TRI SU DUNG TRONG PHAM VI HGP CHUNG QUOC HOA KY
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1. Country: United States of America
This public document-

2. has been signed by AARATHI SINGH

w

. acting in the capacity of NOTARY PUBLIC DU PAGE COUNTY

4. bears the seal/stamp of STATE OF ILLINOIS

Certified
5. at SPRINGFIELD, ILLINOIS 6. the MARCH 14, 2025 |
7. by Secretary of State, State of lllinois
8. No. S255M019464
9. Seal/Stamp : 10. Signature:

ALEXI GIANNOULIAS

SECRETARY OF STATE
STATE OF ILLINOIS

This Certification only certifies the signature and the seal or stamp it bears. It does not certify content of the document for which it
was issued.
THIS CERTIFICATION IS NOT VALID WITHIN THE UNITED STATES OF AMERICA

<» Printed on recycled paper. Printed by authority of the State of lllinois by union employees. June 2024 — 80M — | 168.4



CERTIFICATION STATEMENT

As an officer of MedGyn Products, inc,, | hereby certify that the company and products
identified in the attached original Letter of Authorization, the copy of 1ISO13485:2016 and
Certificate to Foreign Government (Certification No. 1850-11-2024-1) are genuine and
may be used as long as this original statement is attached to it.

Date: 03,//2//2/025‘

Name: Je Ho Lee

Title: International Sales Director

State of /L“(Feis

County of _RYWA 6

These documents were acknowledged before me on this { 2 day of M A& month,
2525 Yearby _Je Mo Lue

AARATHI SINGH

PP OFFICIAL SEAL /

N i Notary Public, State of lilinois .

S My Commission Expires o —

Qe March 29, 2026 L \/\/

(Signature of Notary Public)
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Certificate No. 1850-11-2024-1
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
(17 Pages) (One Page)

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

Itis 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
inspections.The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

Sincerely,

oz igros

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 December 02, 2024 to(Degember 01) 2026.
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Manufactured for Owner Operator
MEDGYN PRODUCTS, INC.

800 Pasquinelli Dr.

Westmont, IL

USA 60559

Name of Manufacturer/Distributor
MEDGYN PRODUCTS, INC.

800 Pasquinelli Dr

Westmont, IL

USA 60559

-—END OF MANUFACTURER/DISTRIBUTOR LIST—

U.S. Food & Drug Administ
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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Manufactured for Owner Operator
MEDGYN PRODUCTS, INC.

800 Pasquinelli Dr.

Westmont, IL

USA 60559

Name of ManufacturerlDlstrlbutor
MEDGYN PRODUCTS, INC.

800 Pasquinelli Dr

Westmont, IL

USA 60559

Name of Product(s)
Obstetrical and Gynecological Manual Surgical Instruments
MedGyn Laminaria
021002, 021003, 021004, 021005, 021006, 021008, 021010
MedGyn Laminaria with Buttons
021022, 021023, 021024, 021025, 021026
MedGyn Laminaria, Long (70mm)
021014, 021015, 021016, 021018
MedGyn Laminaria D, Size (3mm,4mm,5mm)
021033, 021034, 021035
MedGyn Vacuum Curette
Flexible - w/dual port design
022004, 022005, 022006, 022007, 022008, 022009, 022010, 022011, 022012
022004K, 022005K, 022006K, 022007K, 022008K,022009K, 022010K,02201 1K,022012K
Flexible - Bulk Non Sterile
022091, 022092, 022093, 022094, 022095, 022096, 022097, 022098, 022099
Rigid Curved
022106, 022107, 022108, 022109, 022110, 022111, 022112, 022113, 022114,
022144, 022145, 022115, 022116
Rigid Straight
022206, 022207, 022208, 022209, 022210, 022211, 022212, 022213, 022214
022244, 022245, 022215, 022216
EZ Inject Catheter Rigid Sterile
022797
MedGyn Endosampler
022720,022722, 022720L, 0227201
MedGyn Pipette
022721,022730,022734
MedGyn Aspiration Kit ( Standard, Set of 4, Double valve)
i 022514, 022515, 022516, 022517, 022511,022526
£ . MedGyn Disposable Collection Set & Accessories
\ Collection Sets & Bottles
\, 022310, 022310-50, 022310-WO, 022314, 022312, 022312-25, 022309, 022331
022332, 003984-901, 022323, 022324
Accessories
022316-3/8-6, 022311, 022316-1/2-6, 022313, 022317, 022318, 02231 1-ADAP,
022350, 022351, O-RING F.AD, 022320, T.TRAP/ST, ADAP-REDC
022317-INT
Metal Swivel Handles
022450, 021451, 022340, 022341, 022343, 022352, 022353
Permeable Gauze Sacks
022460, O-RING 3/8, O-RING 1/2
MedGyn Intrauterine Inseminator Catheter
022723, 022724, 022725
Intrauterine Insemination Catheter
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Certificate to Foreign Government - Name of Product(s) Attachment Page 2 of 17

Clear Shapeable IUI Catheter
TMI1297

Embryo Transfer Catheter

TMI1290

Endotracheal Tube Holder

TMI-ET1

Uterine Sound

US-01-025P,020250

Cervical Dilator / OS Finder
08-01-050

Medgyn MVP-100: Vacuum Pump (Includes Foot Switch, Collection Bottle, Power Cable)
016155

MedGyn Cell Sweep

022361, 022361K, 022363, 022363K, 022362, 022710, 022364
Uterine Manipulator/Injector (UMI)
022701

MedGyn K-UMI uterine manipulator
022700

HSG Catheters

022726, 022728, 022726-K, 022728-K
Word Bartholin Catheter

022719

Embryo Transfer Catheter

022698

 Follicle Aspiration Needle
022699
Vitrification Straws
022697
MedGyn Silicone Pessaries
Pessary Silicone Donut
050010, 050011, 050012, 050013, 050014, 050015, 050016, 050199
Pessary Ring w/o support
050017, 050018, 050019, 050020, 050021, 050022, 050023, 050024, 050025
Pessary Ring w/support
050026, 050027, 050028, 050029, 050030, 050031, 050032, 050033,
050034
Pessary Ring w/ Knob- w/ support
050027K, 050028K, 050029K, 050030K, 050031K, 050032K
Pessary Ring w/ Knob- w/o support
050018K, 050019K, 050020K, 050021K, 050022K, 050023K
Pessary Hodge w/o support
050035, 050036, 050037, 050038, 050039, 050040, 050041, 050042, 050043
050044
Pessary Hodge w/support
050045, 050046, 050047, 050048, 050049, 050050, 050051, 050052, 050053
050054
Pessary Cube w/o drain
050055, 050056, 050057, 050058, 050059, 050060, 050061, 050062, 050063,
050064, 050065
Pessary Cube w/drain
050066, 050067, 050068, 050069, 050070, 050071, 050072, 050073, 050074,
050075, 050076
Pessary Marland w/o support
050077, 050078, 050079, 050080, 050081, 050082, 050083
Pessary Marland w/support
050084, 080085, 050086, 050087, 050088, 050089, 050090
Pessary Oval w/o support
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Pessary Oval w/support

050111, 050112, 050113, 050114, 050115, 050116, 050117, 050118, 050119
Pessary Shaatz w/drain

050120, 050121, 050122, 050123, 050124, 050125, 050126, 050127, 050128
Pessary Dish w/o support

050129, 050130, 050131, 050132, 050133, 050134, 050135, 050136
Pessary Dish w/ support

050137, 050138, 050139, 050140, 050141, 050142, 050143, 050144
Pessary Gehrung w/support

050145, 050146, 050147, 050148, 050149, 050150, 050151, 050152, 050153
Pessary Gellhorn w/ drain

0501585, 050156, 050157, 050158, 050159, 050160, 050161

Pessary Cup w/o support

050163, 050164, 050165, 050166, 050167, 050168, 050169, 050170
Pessary Cup w/ support

050171, 050172, 050173, 050174, 050175, 050176, 050177, 050178
Pessary Cerclage

050191, 050192, 050193, 050194, 050195, 050196
050210,050211,050212,050213,050214,050215

MedGyn Pessary Fitting Set

051000, 051005, 051006

MedGyn Cryotherapy System

MedGyn Cryotherapy System MGC-200

019000

Cryotherapy Tips

019002/0219, 019002/0507, 019002/0519, 019002/0800, 019002/0811, 019002/0832,
019002/1900, 019002/1905, 019002/1910, 019002/2500, 019002/2507
Cryotherapy Accessories

019001, 019003, 019006, 019007, 019008, 019009, 019010, 019011, 019012,
019013, 019014, 019015, 019016, 019019, 019020, 019021,019030,019031
MedGyn Endoscopic (Hysteroscopic) Cannula and Monitor without Stand
018147,018145, 018146

Colposcope & Accessories

MedGyn AL-102 Colposcope

010200

MedGyn AL-102 Colposcope Parts & Accessories

010204, 010205, 010206, 010001, 010003, 010209, 010207

MedGyn AL-401 Colposcope

010198

MedGyn AL-104 Coiposcope (5-Step Magnification)

010400

MedGyn AL-104 Colposcope (5-Step Magpnification) with swing Arm

010460

MedGyn AL-104 Laser Adaptable Colposcope (5-Step Magnification)

010401

MedGyn AL-104 Colposcope with LED Light Source (5- Step Magnification)
010441

MedGyn AL-104 Colposcope Parts & Accessories

010403, 010406, 010408, 010409, 010410, 010411, 010412, 010413, 010416,
010002, 010014, 010017, 010415

MedGyn AL-105 Colposcope (5-Step Magnification)

010500

MedGyn AL-105Z Colposcope w/Swing Arm (5-Step Magnification)

010505

MedGyn AL-105 Colposcope Parts & Accessories

010515, 010516

MedGyn AL-106HD Digital Video Colposcope

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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MedGyn AL-106 Digital Video Colposcope with Swing Arm
010466SA-HD,010466SA

MedGyn AL-106B Digital Video Colposcope

010469

Colposcope Accessories

MedGyn Image and Data Management Software

010475, 010476, 010477

Monitor & Stand

010010, 010490

Hysteroscope/Cystoscope & Accessories

016010, 016011, 016012, 016020, 016021, 016022, 016023, 016002, 016003
Dopplers & Accessories

MedGyn Ultrasonic Pocket Doppler

017100, 017101, 017126, 017102, 017127, 017128, 010129, 017130

SD5 Table-Top Doppler & Accessories

017150, 017155, 017157

SD6 Table-Top Doppler & Accessories

017151, 017156, 017158, 017159, 017160, 017161, 017199

MedGyn Fetal Monitors

MedGyn F6 Fetal Monitor

017118

MedGyn F6 Fetal Monitor Twin FHR

017119

MedGyn F6 Express Fetal Monitor

017120

MedGyn F9 Fetal Monitor

017122

MedGyn Fetal Monitor Accessories

017105, 017106, 017190, 017191, 017192, 017125

Disposable Electrodes

028041, 028042, 028053, 028054, 028055, 028056, 028057, 028058, 028059,
028060, 028061, 028062, 028063, 028064, 028065, 028066, 028067, 028068,
028069, 028070, 028071, 028072, 028073, 028074, 028075, 028076, 028077,
028078, 028079, 028080, 028081, 028082, 028083, 028084, 028085, 028086,
028087

Speculum

Lletz Graves Speculum

038030, 038031, 038032, 038033, 030900-LTZ

Lletz Graves Vu-More Speculum

038115, 038116, 038117, 038118, 038119, 038120, 038121

Lletz Graves Vu-Max Speculum

038125, 038126, 038127, 038128, 038129, 038130, 038131

Lletz Pederson Speculum

038040, 038041, 038042, 038043, 038044, 038045, 03091 7-LTZ, 038044-LT,
038045-LT

Lletz Pederson Vu-More Speculum

038100, 038101, 038102

Lletz Pederson Vu-Max Speculum

038110, 038111, 038112

Lletz Weisman Speculum

038050, 038051, 038052, 038053, 038050-ANG, 038051-ANG, 038052-ANG,
038053-ANG

Lletz Vu-Max Speculum

038046

Lletz Vu-More Speculum

038055

038056
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038047, 038048, 038049
Lletz Latera| Vaginal Wal| Retractor

038060, 038061, 038062, 039063

Lletz Four way Lateral Speculum

038093, 038094

Lletz Klopfer Speculum

038054

Lletz Kogan Endocervical Speculum

038057, 038058

Lletz Emmet Tenaculum

038080

Lletz Iris Tenaculum Hook

038081

Lletz Single Tooth Tenaculum

038070

Lletz Forester Forceps-straight

038071, 038072

Lletz Dressing Forceps

038082, 038092

Lletz Tissue Forceps

038090, 038091

Endocervical Speculum

030201, 030202, 030203, 030204, 030915, 030916
Vaginal Speculums

Graves Speculum

030900, 030901, 030902, 030903, 030904, 030905
Graves Wide Angled

030909, 030910, 030971

Graves Vu-More

030952, 030953, 030954, 030955, 030956, 030957, 030958
Graves Vu-More Titanium

030985, 030986

Graves Vu-Max

030975, 030976, 030977, 030978, 030979, 030980
Graves Vu-Max Titanium

030987, 030988

Graves Moore Speculum

030920

Weisman Graves

030911, 03091 1-SM, 030911 -LG, 03091 1-XL, 030912, 030912-LG, 030912-xL,

030974
Pederson Speculum

030908-RT, 030917, 030914-L-xL, 030914-R-xL, 030972, 030973, 030939,

030939-LT
Pederson Vu-More Titanium

030981, 030982

Pederson Vu-Max Titanium

030983, 030984

Klopfer Speculum

030931

Grundman Speculum

030949, 030950, 030951

Collins Speculum

030946, 030947, 030948

Cusco Speculum

030960, 030961, 030962, 030963, 030964, 030965
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030991, 030992, 030993, 030996, 030997, 030998

Four way Speculum

038095, 038096

Lateral Vaginal Retractor

030966, 030967, 030968, 030969

Auvard Speculum

030921, 030922, 030923, 030924

Steiner-Auvard Speculum

030926

Gynecological Biopsy Punch

Tischler Biopsy Punch

030101, 030101-10, 030113, 030114, 030118, 030122, 030123, 030138,
030137, 030138, 030139, 030120, 030124, 030125, 030128, 029801, 029802,
029803, 029804, 030162, 030463, 030172, 030176

Baby Tischler Biopsy Punch

030102, 030102-10, 030119, 030121, 030132, 030133, 030134, 030135, 030140,
030141, 030142, 030143, 030158, 030159, 030129, 029811, 029812, 029813,
029814, 030160, 030161, 030170, 030179, 030173, 030177
Kevorkian Biopsy Punch

030103, 030103-10, 030126, 030127, 030174, 030169, 030178
Oval Tischler Biopsy Punch Titanium

030171, 030175

Burke Biopsy Punch

030109

Eppendorf Biopsy Punch

030110

Van Doren Biopsy Forceps

030155, 030166

Tischler-Kevorkian Biopsy Punch

030115, 030116

Witner Biopsy Punch

030117

Schubert Biopsy Forceps 10" Curved

030157

Vulvar Keyes Biopsy Punch Set

030778

Rotating Tischler Biopsy Punch

030145, 030146, 030104

Rotating Baby Tischler Biopsy Punch

030105, 030105-DOWN, 030105-UP

Rotating Kevorkian Biopsy Punch

030106

Rotating Burke Biopsy Punch

030107

Rotating Shaft-Tip only

030111-BB, 030111-BRK, 030111-KEV, 030111-TIS, 030147, 030148, 030100
Rotating Biopsy Punch-Handle only

030108

Cervical Tenaculum

Schroeder Braun

031018, 031013, 031011, 031012, 031004, 031019, 031034
Dupley Single Tooth Double Curve

031008

Skene Single Tooth Side Curve

031006

Jacobs

031197, 031198

Silver Spring, MD 20993
www.fda.gov
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031199, 031200
Bierer
031010, 031 033
Barrett
031009
Kelly
031017
Atraumatic
031001, 031002, 031003
Shah
031016
Teale
031005
Schroeder Braun Laser Tenaculum
039073
Ramply Tenaculum
031007
Fletcher Tenaculum
031014, 031015
Iris Hook
030406
Emmet Hook Tenaculum
030401, 030402, 030403, 030404, 030405
Emmett Curved Hook, 241mm
031401
Emmett Half Curved Hook, 248mm
031402
Emmett Hook L-Shaped, 220mm
031403
Emmett Hook Acute Angle, 229mm
031404
Emmett Hook Double Angied, 229mm
031405
Forceps
Sopher Ovum Forceps
031123, 031 123R, 031 126, 031 149, 031 124, 031 125, 031 127, 031128
Bierer Ovum Forceps
031131, 031 132, 031 133, 031134, 031 135, 031136, 031 137, 031138
Sopher Original Forceps
031129, 031130
Hern Evacuation Forceps
s 031146, 031147, 031148
N, Hem Patterson Evacuation Forceps
031139
Hern Van Lyth Evacuation Forceps
031166, 031167
Agadi-Bierer Forceps
031153, 031 154
Ramply with Oval Jaws Forceps
031007
West-Gluck Forceps
031168
Stubblefield Forceps
031144
Agadi Evacuation Forceps
031170, 031 171
Blumenthal Evacuation Forceps
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Saenger Ovum Forceps
031163, 031164, 031165

Saenger Forceps

031172

Boston Evacuation Forceps
031156, 031157

Jacobson Evacuation Forceps
031142

Meltzer Evacuation Forceps
031143

Pink Ovum Forceps

031176

McClintock Ovum Forceps

031122

Lisa Forceps

031173

Hern Barrett Placenta Forceps
031151, 031152

Hern Kelly Placenta Forceps
031145

Kelly Placenta Forceps

031140

Myoma Grasping Forceps

031210, 031211, 031212

Allis Tissue Forceps
031101,031102, 031103, 031104, 031105, 031106, 031107, 031108, 031109,
031110

Baby Allis Forceps

031111, 031112

Adson Tissue Forceps

031196

Oschner Tissue Forceps

031169

Tissue Forceps

031180, 031181

Polyp Forceps

031121

Fletcher with Oval Jaw Forceps
031014, 031015

Alligator Forceps

030112

Foerster Dressing Forceps

031035, 031036, 031037, 031038, 031039
Bozeman Uterine Dressing Forceps
031161, 031162, 031162-ECO
Dressing Forceps

031186, 031187

Halsted Mosquito Hemostatic Forceps
031113, 031114, 031115, 031116, 031118,031119, 031116-ECO
Allis Forceps

031099, 031000

Babcock Tissue Forceps

031188, 031189, 031190

DeBakey Tissue Forceps

031182, 031183

Gemini Forceps

031192

%,
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040085, 040086

Rochester Oschner Forceps
031184, 031185

McMahan Cervico Meter
031300

Bartholyn Lacrymal Probe
022718

Mini- Microscopes

MedGyn Mini-Microscope
017020

Biolux-CXB Microscope
017025

Laminaria Inserter

MedGyn Laminaria Inserter
031201

McMahon Laminaria Inserter
031202

IUD Instruments

IUD Hooks

031306, 031307, 031308
Disposable IUD Retrieval Hook
022366

IUD Insertion/Removal Kit
022365

Disposable Keyes Biopsy Punches
022727

Disposable Endocervical Curettes
022732

Disposable Pozzy Forceps
022711

Disposable Littaure Scissor
022712

Disposable Cherron Forceps
022713

Clark Hysterectomy Forceps
031193, 031194

Hysterectomy Clamp 8%" (210mm)-Straight

040025,

Hysterectomy Clamp 8%" (210mm)-Slight Curve
040026

Hysterectomy Clamp 8%" (210mm)Full Curve
040027

Hysterectomy Clamp 84" (210mm) - Angled
040028

Hysterectomy Clamp 914" (241mm)-Straight
040035

Hysterectomy Clamp 914" (241mm)-Slight Curve
040036

Hysterectomy Clamp 9%" (241mm)-Stong Curve
040037

Hysterectomy Clamp 9%4" (241mm)-Angled
040038

Hysterectomy Clamp12"(305mm)-Straight
040045

Hysterectomy Clamp12"(305mm)-Slight Curve
040046

Hysterectomy CIamp12'(305mm)-Strong Curve

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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Hysterectomy Clamp12"(305mm)-Angled
040048

Hysterectomy Clamp 14"(356mm)-Straight,
040055

Hysterectomy Clamp 14"(356mm)-Slight Curve
040056

Hysterectomy Clamp 14"(356mm)-Strong Curve
040057

Hysterectomy Clamp 14"(356mm)-Angled
040058

Hysterectomy Clamp 16"(406mm)-Straight
040015

Hysterectomy Clamp 16"(406mm)-Slight Curve
040016

Hysterectomy Clamp 16"(406mm)-Strong Curve
040017

Hysterectomy Clamp 16"(406mm)-Angled
040018

Pean Hysterectomy Forceps - Straight Economy 8" (203mm)
030999

Pean Hysterectomy Forceps - Curved Economy 8" (203mm)
031000

Hysterectomy Scissors 9"(229mm)Slight Curve
041125

Hysterectomy Scissors 9"(229mm)Curve
041126

Hysterectomy Scissors 9"(229mm)Full Curve
041127

Hysterectomy Scissors 9"(229mm)Angled
041128

Hysterectomy Scissors 10%" (267mm)Slight Curve
041135

Hysterectomy Scissors 10%4" (267mm)Curve
041136

Hysterectomy Scissors 10%" (267mm)Full Curve
041137

Hysterectomy Scissors 10%4" (267mm)Angled
041138

Hysterectomy Scissors 12" (305mm)Slight Curve
041145

Hysterectomy Scissors 12" (305mm)Curve
041146

Hysterectomy Scissors 12" (305mm)Full Curve
041147

Hysterectomy Scissors 12" (305mm)Angled
041148

Hysterectomy Scissors 14" (356mm)Slight Curve
041155

Hysterectomy Scissors 14" (356mm)Curve
041156

Hysterectomy Scissors 14" (356mm)Full Curve
041157

Hysterectomy Scissors 14" (356mm)Angled
041158

Endocervical Speculum Blue Titanium

030205

Baby Tischler Biopsy Punch Blue Titanium 10" (254mm)
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Baby Tischler Biopsy Punch BlueTitanium 10" (254mm)
030179
Baby Tischler Biopsy Punch 8 1/2" (216mm) BlueTitanium Coated
030129
Mini Dilator 6 Piece Set Blue Titanium
030779BT
Spiral Endocervical Curette Blue Titanium
030316
Metzenbaum Scissors
040091, 040092
Kocher Forceps
031195
Jorgenson Scissors
031177
Needles
028030, 030503, 030504
Needle Adaptor
030501, 030502,022600
Needle Holders
040083, 040084, 040087
Crile-Wood
040081, 040082
Webster
040075, 040076, 040095, 040096
Mayo-Hegar
040093, 040094, 040099, 040100, 040101
Olson Hegar
040097, 040098
Heaney
040071, 040074
Mathieu
040072, 040073
~ Uterine Sound
> Disposable Uterine Sound
020250,US-01-001
Reusable Uterine Sound
030700, 030705, 030701, 030702, 030703, 030704
Surgical Scissors
Metzenbaum Scissors
p 041025, 041027-DEL, 041030, 041032-DEL, 041035, 041040, 041025-DEL, 041028,
041030-DEL, 041033, 041036, 041026, 041 028-DEL, 041031, 041033-DEL, 041037,
041026-DEL, 041029, 041031-DEL, 041034, 041038, 041027, 041029-DEL,
041032, 041034-DEL, 041039
Operating Scissors-Straight
042000-S, 042005-S, 042010-S, 042015-S, 042001-S, 042006-S, 042011-S,
042016-S, 042002-S, 042007-S, 042012-8, 042003-S, 042008-S, 042013-S,
042004-S, 042009-S, 042014-S
Operating Scissors-Curved
042000-C, 042005-C, 042010-C, 042015-C, 042001-C, 042006-C, 04201 1-C,
042002-C, 042007-C, 042012-C, 042003-C, 042008-C, 042013-C, 042004-C,
042009-C, 042014-C
Mayo Scissors
041060, 041066, 041071, 041061, 041067, 041062, 041068, 041063, 041069,
041064, 041070
Kelly Adson Scissors
041085, 041086, 041087
Iris Scissors
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Doyen Scissors

041075, 041076, 041077, 041078

Potts Smith Scissors

041015, 041020, 041016, 041017, 041018, 041019

Lister Bandage Scissors

041050, 041051, 041052, 041053, 041054

Littaur Stitch Scissors

041088, 041089, 042099-ECO

Spencer Stitch Scissors

041095

Sweet Scissors

041096

Mayo-Hegar Scissors

060405

Cervical Dilators

Pratt Cervical Dilator

030850, 030855, 030870, 030875, 030880, 030885, 030850-ECO, 030851, 030856,
030871, 030876, 030881, 030886, 030870-ECO, 030852, 030857, 030872, 030877,
030882, 030887, 030853, 030858, 030873, 030878, 030883, 030888, 030854,
030859, 030874, 030879, 030884, 030889

Hank Cervical Dilator -
030801, 030801-13/14, 030801-7, 030801-15/16, 030801-7/8, 030801-17/18,
030801-9/10, 030801-19/20, 030801-11/12, 030801-21/22,

Hegar Cervical Dilator

030830, 030835, 030840, 030831, 030836, 030832, 030837, 030833, 030838,
030834, 030839

Kleegman Cervical Dilator

030804, 030805

Plastic Pratt Cervical Dilator

030890, 030895, 030891, 030892, 030893, 030894

Hegar Dilator Single Ended

030841-1, 030841-3.5, 030842-6, 030842-8.5, 030843-11, 030843-13.5, 030844-16,

030844-18.5, 030841-1.5, 0308414, 030842-6.5, 030842-9, 030843-11.5, 030843-14,
030844-16.5, 030841-2, 030841-4.5, 030842-7, 030842-9.5, 030843-12, 030843-14.5,
030844-17, 030841-2.5, 030841-5, 030842-7.5, 030842-10, 030843-12.5, 030843-15,

030844-17.5, 03084 1-3, 030841-5.5, 030842-8, 030842-10.5, 030843-13,
030843-15.5, 030844-18

Hawkin Ambler Cervical Dilator

030780, 030785, 030790, 030795, 030781, 030786, 030791, 030796, 030782,
030787, 030792, 030783, 030788, 030793, 030784, 030789, 030794

Hern Cervical Dilator

030807, 030812, 030817, 030822, 030827, 030808, 030813, 030818, 030823,
030828, 030809, 030814, 030819,030824, 030829-107, 030810, 030815, 030820,
030825, 030829-110, 030811, 030816, 030821, 030826, 030829-113

6 pc Mini Dilator Set

030779

Disposable Os Finder

022731, 022731-12

Os Cervical Finder 3 pc set

030803

Vaginal Dilators

051002, 051003, 051004

Aspiration Handle

022452, 022453

Curettes -Metal, Disposable Endocervical & Endometrial

Sims Malleable Curettes

U.S. Food & Drug Admini
10903 New Hampshire Aven
Silver Spring, MD 20993
www.fda.gov
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Other accessories
090001,090002,090003,090004,090005

MedGyn Disposable Endocervical Curettes

022732

Sims Rigid Curettes

030650, 030655, 030660, 030651, 030656, 030661, 030652, 030657,030662,
030653, 030658, 030654, 030659

Novak Endometrial Curettes

030600, 030602, 030603, 030604

Banjo/Hunter Endometrial Curettes

030619

Bumm Endometrial Curettes

030620, 030621, 030622, 030623, 030624

Randall Endometrial Curettes

030610, 030412, 030613, 030614

Evans Endometrial Curettes

030630, 030635, 030631, 030636, 030632, 030633, 030634
MedGyn Uterus Model

061001

Heaney Endometrial Curettes

030680

Thomas Endometrial Curettes

030663, 030668, 030664, 030665, 030666, 030667

Green Endometrial Curettes

030669, 030670, 030671

Metal Endocervical Curettes

Kevorkian-Younge Malleable Curettes

030301, 030302

Kevorkian-Younge Rigid Curettes

030303, 030310, 030304, 030311, 030303-H, 030315, 030304-H, 030306
Townsend Endocervical Curettes

030305

Metal Uterine Sounds

Sims Uterine Sound

030700, 030701, 030702, 030703

Simpson Uterine Sound

030704, 030705, 030175, 030178

Monsel's Solution

022610, 022612

Electrosurgery & Accessories (including Smoke Evacuators)
Bovie 952 Electrosurgical Generator(110v)

018006

Bovie 952 Electrosurgical Generator(220v)

018006S

Bovie 1250 Electrosurgical Generator(100-240v)

018008

Complete Bovie 952 Electrosurgical Generator System (110v)
018005

Complete Bovie 952 Electrosurgical Generator System (220v)
018009

Complete Bovie1250 Electrosurgical Generator System (110v)
018007

Complete Bovie 120 Electrosurgical Generator System (220v)
018010

MedGyn ES Series Electrosurgical Generators(100TS, 100, 200, 300, 400)
018136, 018015, 018120, 018130, 018135, 018136

MedGyn Electrosurgical Generator Trolley

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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Reusable 3-Button Pencil for 950

A901

Disposable Foot Switch Control Pencil with Blade for 950 and 1250
ESP7

Solid Dispersive Disposable Grounding Pad for 950
A1202

Solid Return Electrode for 950

ESRS

Solid Return Electrode with Cable for 950
ESRSC

Split Return Electrode for 950

ESRE

Split Return Electrode with Cable for 950

ESREC

Foot Switch for 950

A1203

Waterproof Footswitch for 950

A1203W

Adapter for Footswitch For 950

A950A

Hand Piece(Pencil) Shesth

A910

Pencil Holster

ESPH

Sctrtch Pad

ESSP

Reusable 2-Button Pencil for 1250

ESPR

Disposable 2-Button Pencil with Blade for 1250
ESP1

Disposable Pocker-Switch Pencil with Blade for 1250
ESP6

Foot Switch for 1250

BV1253B

Adapter for Footswitch For 1250

A1255A

MedGyn Smoke Evacuator (110v)

018100

MedGyn Smoke Evacuator SA-01(Premier Type) 220v
018109M

Smoke Shark Evacuator system for SE-02 (110v)
SE02

Smoke Shark Evacuator for SE-02 (220-240v)
SE02-220V

Smoke Filter-35 hour for SE-02

SF35

Smoke Filter Tube for SE-02

BA-786T

Reducer Fitting for SE-02

BA-SERF

Reducer Fitting- Sterile for SE-02

BA-SERFS

Smoke Filter Tube -Stackhouse

018101

Smoke Filter Tube -For MedGyn Smoke Evacuator(110v or220v)
018105

Disposable Smoke Evacuator(DSE) Male Tubing
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Disposable Vaginal Speculum & Accessories
Disposable Pederson Speculum

020201

Disposable Graves Speculum

020204, 020205

MedGyn Disposable Graves/Pederson with Cordless LED Source
020225, 020226, 020227

Vacuum Pump

016100, 016150,016156

Vacuum Delivery Cups 50mm

020320

Vacuum Delivery Cups 60mm

020321

Vacuum Delivery Cups 50mm with Release Valve
020322

Vacuum Delivery Cups 60mm with Release Valve
020323

Vacuum Delivery Cups 70mm with Release Valve
020316

Ultrasounds & Accessories

015005, 015006, 015007, 015011

MedGyn TC2 Wireless Ultrasound with Tablet Stand
015001

D3 Ultrasound

015120

Eco3 Ultrasound

015090, 015095, 015100, 015091, 015096, 015092, 015097, 015093, 015098,

015094, 015099
Sonotouch Ultrasound

015140

Q5 Color Ultrasound

015075, 015080, 015076, 015081, 015077, 015082, 015078, 015083, 015079
015084

Q8/Q9 Color Ultrasound

015025, 015040, 015030, 015041-4D, 015031, 015032, 015033

i7 Ultrasound

015125

Ultrasound Cart

015010

Disposable Umbilical Clamp

020302

Disposable Amnio Hook

020301

Examination Chair

010550

MedGyn LED-100 Examination Lamp (Includes Rolling base with 4 Wheels)
010551

Video Printer and Paper

010004, 040065

MedGyn MTA-100 Thermal Ablation

018003

MedGyn MTA-100 Tip GT-1900 Exocervical, 19mm Flat

018003/1900

MedGyn MTA-100 Tip GT-1905 Exocervical Convex, 19mm

018003/1905

MedGyn MTA-100 Tip GT-1910 Endo/Exocervical Small

018003/1910

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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018003/2500
MedGyn MTA-100 Tip GT-2507 Endo/Exocervical, Large

018003/2507

MedGyn AL-105 Pro Colposcope HD Integrated Camera and Data System
010525

MedGyn Endoscopic (Hysteroscopic) Cannula Image Capture Software with Laptop
018148

MedGyn Endoscopic (Hysteroscopic) Cannula Image Capture Software
018149

MedGyn HVP-100 Hand-Held Vacuum Delivery Pump

016160

MedGyn Balloon Catheter

022703

Alligator Forceps with 8" Shaft (Single Use)

030112-D

Tischler Biopsy Forceps (Single Use)

029701-D

Baby Tischler Biopsy Forceps (Single Use)

029702-D

Kevorkian Biopsy Forceps (Single Use)

029703-D

MedGyn Disposable Rotating Biopsy Forceps

030100-D

Disposable Derma- Curette (2.0mm3.0mm,4.0mm.5.0mm,7.0mm)—SteriIe
022797-3,022797-4,022797-7

Disposable Scalpel No.11 and No. 15- Sterile

022798-11,022798-15

Disposable Derma (Keyes Biopsy) 2mm,3mm,4mm,5mm- Sterile
022727,022727-2,022727-3,022727-4,022727-5

Disposable Grounding Pads with Cable

028033

Disposable Grounding Pads without Cable

028031

Reusable Cable Only for Disposable Grounding Pad

028034

MedGyn F9 Express Fetal Monitor

017123

MedGyn FM12 Patient Monitor

017111

MedGyn AL-106 BWL Digital Video Colposcope with Software

010471

MedGyn AL-106 BWL Digital Video Colposcope with Software and Laptop
010470

MedGyn Colposcopy Instrument Set

030350

H/S Catheters set

TMI1185, TMI1187, TMI1154, TMI1155, TMI2002, TMI1188,

TMI 1157, TMI 1160,TMI 1161,TMI 1198, TMI 1199

Uterine Manipulator /Injector

TMI1151, TMI6003

Uterine Injector / EZ Inject Sonohysterography Catheter

TMI1162-HF

Electrocautery, Gynecologic ( and Accessories)

LE-05-101,LE-06-101 LE-04-105,LE-06-108,LE-26-1 50,LE-07-158,LE-24-201,LE-11-205,
LE-09-208,LE-12-251 LE-13-003,LE-14-005

Endometrial sampler

TMI1175
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08-01-001
EZ Inject Catheter
022797

Medgyn Disposable Colposcopy Kit

030090

Medgyn Disposable Colposcopy Kit with rotating biopsy forceps (punch)

030091

Medgyn Rotating Biopsy Punch (single use)

030100-D

END OF PRODUCT LIST.

U.S. Food & Drug Administratior
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