IRI031984
2024/07/20

2024/12/04
See Attached List

Hamerz Medical Co. (Sanaye Pezeshki Hamerz)
Block 36, 1/2 Piece, 4th St, Payam Special Economic Zone, Alborz Province, IRAN



Certificate No : IR1031984
Issue Date : 2024/07/20
Expire Date : 2024/12/04

Name of the UMDNS

Row device Model Code IRC code IMD code Use
Dental Rotary files

1 Rotary EDGE File 99685 0 29495314 is a
Instruments endodontic
Dental Rotary files

2 | Rotary EDGE File 99685 | 95300753% | 29495314 is a
Instruments endodontic
Dental Rotary files

3 | Rotary E-Flex 99685 | /57300125 | 70266897 is a
Instruments endodontic
Dental Rotary files

4 | Rotary Super Files Ill 99685 | 22200507 | 31884613 is a
Instruments endodontic

Dr. SaeedReza Shahmoradi

Chief Executive of the Equipment

&Medical Device Directorate




)
l nla@ Islamic Republic of IRAN

National Medical Ministry of Health and Medical Education
Device Directorate IR.IRAN . . . .
National Medical Device Directorate

FREE SALES CERTIFICATE

Medical Device

Certificate No:  IRI036662

Issue Date: 2024/07/08
Expire Date: 2026/01/20
Product(s): See Attached List

Manufacturer:  sanaye pezeshki hamerz
Address of Manufacturer: ~ 36th Block, 1/2 Piece, 4th St, Babaee Blv, Payam Special Economic Zone, Alborz, IRAN

This certificate is hereby issued pursuant to article 81 of the Medical Device Regulation Booklet of
L.R.IRAN and the above mentioned Manufaturer complies with the medical device Good Manufacturing

Practice (GMP) requirements (Based on ISO 13485).
In conformity with the medical device law of the Islamic Republic of Iran, this product has been

registered and is authorized to develop, manufacture and sell in I.LR.IRAN and is approved for Export.

Dr. Saeed {& Shahmoradi

i ivepf-the Equipment
&Medical ctorate

Device Directorate IR.IRAN
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ISLAMIC REPUBLIC OF IRAN

MINSTRY OF HEALTH AND MEDICAL EDUCATION

\

/133 I;Q‘L/'L/ E

IRAN FOOD AND DRUG ADMINISTRATION

Certificate No : IRI036662
Issue Date : 2024/07/08
Expire Date : 2026/01/20

Name of the UMDNS

Row device Model Code IRC code | IMD code Use

Restorative

1 | Composite | Single tube composite 16724 1222;2%89 18499934 | consumptio
n/

Restorative

2 | Composite | Single tube composite 16724 42%%2;32 23190594 | consumptio
n/

Restorative

3 | Composite | Single tube composite 16724 53%32?86 56041431 | consumptio
n/

Restorative

4 | Composite | Single tube composite 16724 1;’3382234 62986534 | consumptio
n/

reedReza Shahmoradi
-..__A of the Equipment

&Mediga evice Directorate

Add.: FOOD AND DRUG ADMINISTRATION Bldg.,
FAKHR-E-RAZI St., ENGHELAB Ave.,
TEHRAN 1314715311, I. R. IRAN

TEL: +98-21-66467268 / 66467269
FAX: +98-21-66469142
WEBSITE: http:/fda.gov.ir
E-Mail: info@fda.ir




IRI036469
2024/07/20

2026/02/27
See Attached List

Hamerz Medical Co. (Sanaye Pezeshki Hamerz)
Block 36, 1/2 Piece, 4th St, Payam Special Economic Zone, Alborz Province, IRAN



Certificate No : IRI036469
Issue Date : 2024/07/20
Expire Date : 2026/02/27

Name of the UMDNS
Row device Model Code IRC code IMD code Use
. Porcelain H
Porcelain . 974672275 .
1 Etchant Porcelainetchant 99713 3626391 81913194 | acid (10%

hydrofluoric

Dr. SaeedReza Shahmoradi

Chief Executive of the Equipment

&Medical Device Directorate




IRI039773
2024/07/22

2026/03/14
See Attached List

Hamerz Medical Co. (Sanaye Pezeshki Hamerz)
Block 36, 1/2 Piece, 4th St, Payam Special Economic Zone, Alborz Province, IRAN



Certificate No : IRI039773
Issue Date : 2024/07/22
Expire Date : 2026/03/14

Name of the UMDNS
Row device Model Code IRC code | IMD code Use
Adhesive
1 Bonding Edge Bond SE 99854 844421427 71458720 | Resin for
4255415
dental
Adhesive
2 Bonding Edge Bond 99854 975037643 92837817 | Resin for
8741121 dental

Dr. SaeedReza Shahmoradi
Chief Executive of the Equipment
&Medical Device Directorate




IRI036765
2024/07/23

2026/05/21
See Attached List

Hamerz Medical Co. (Sanaye Pezeshki Hamerz)
Block 36, 1/2 Piece, 4th St, Payam Special Economic Zone, Alborz Province, IRAN



Certificate No : IRI036765

Issue Date : 2024/07/23

Expire Date : 2026/05/21

Name of the UMDNS
Row device Model Code IRC code IMD code Use
i dental
1 | Bleaching Edge White 99967 | 068091363 | 70/50435 | whitening
Gel 9864237 agents

Dr. SaeedReza Shahmoradi

Chief Executive of the Equipment

&Medical Device Directorate




IRI038231
2024/07/22

2026/02/26
See Attached List

Hamerz Medical Co. (Sanaye Pezeshki Hamerz)
Block 36, 1/2 Piece, 4th St, Payam Special Economic Zone, Alborz Province, IRAN



Certificate No : IRI038231
Issue Date : 2024/07/22
Expire Date : 2026/02/26

Name of the UMDNS
Row device Model Code IRC code IMD code Use
EDTA
1 RC-Prep Hamerz RC-Prep 99850 695197688 12489776 | material to
1600747 lubricate

Dr. SaeedReza Shahmoradi

Chief Executive of the Equipment

&Medical Device Directorate




IR1034892
2024/07/21

2026/03/03
See Attached List

Hamerz Medical Co. (Sanaye Pezeshki Hamerz)
Block 36, 1/2 Piece, 4th St, Payam Special Economic Zone, Alborz Province, IRAN



Certificate No : IRI034892
Issue Date : 2024/07/21
Expire Date : 2026/03/03

Name of the UMDNS

Row device Model Code IRC code IMD code Use
To simplify

1 EDTA HAMERZEDTA 99694 1325;‘3232 93852893 the
instrumental
To simplify

2 EDTA HAMERZEDTA 99694 1523‘3‘3232 93852893 the
instrumental

Dr. SaeedReza Shahmoradi
Chief Executive of the Equipment
&Medical Device Directorate
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