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Nikopharmed International & Accredited Lab Network

Nikopharmed, as the largest and most advanced quality control
laboratory in the country, is a trusted partner of the Iranian Food
and Drug Administration (IFDA) and the General Directorate of
Medical Equipment and Supplies. It is accredited by the National
Accreditation Center of Iran (NACI) and certified under ISO 17025
standards. Additionally, it is a member of the Strategic Technolo-
gy Laboratory Network.

Spanning over 3,000 square meters, Nikopharmed provides a
comprehensive range of testing services, including biocompatibil-
ity, microbiology, cleanroom validation, molecular, cellular, animal
studies, and physicochemical analyses. These services cover
pharmaceuticals, food products, cosmetics, veterinary items, and
specialized medical devices and equipment.




Medical Equipment and Supplies

Food Products Drugs and

Supplements

Cosmetics and
Personal Care

Livestock and Poultry

Microbial - Sterility Biocompatibility

« Active ingredient concentration . Sterility Validation » Cell Toxicity

» Heavy metals « Bioburden Determination « Induction Potential

+ TOC, EC-TDS, pH « Detection of Specific Microorganisms - Sensitization Potential
« Fat content analysis « Antimicrobial Activity Testing » Systemic Toxicity

+ Protein content analysis . Endotoxin Testing (LAL) - Cultivation

* Fiber measurement . Growth Promotion Test (GPT) « Pyrogenicity

« Peroxide value . Carcinogenicity

» Bacterial Ingress Challenge Test

~/Acidvalue . Mycoplasma Detection (PCR & Culture) ~ * Ccnotoxicity
+ Calcium measurement &t . Ethylene Oxide Residue
« Aflatoxin detection « Blood Compatibility

« Ash content
« Manganese measurement
+ Vitamin analysis (A, B, C, D, E)

» Manufacturing Consultation * Bandage & Gauze
* Microbial Monitoring « Dental Amalgam
* Validation of Ethylene Oxide Chambers  « Syringe
+ Cleanroom Qualification & Validation * Catheter
« Design Qualification (DQ) « Blood Collection Set

» Shelf Life Determination
. Packaging Material Testing
» Box and Carton Testing

. Tensile and Compression Tests » Installation Qualification (IQ) * Microset
. Dimensional Control (vmm) « Operational Qualification (0Q) » Surgical Suture
etc.

etc. « Performance Qualification (PQ)
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Biocompatibility Testing Requirements Table for Medical Products

Classification of Medical Devices Titles of Biocompatibility Evaluation Tests
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Biocompatibility Tests
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Sensitization

Cytotoxicity

Irritation

. : Systemic Toxicit
Ethylene Oxide Residue y y
(Acute, Subacute, Chronic, Subchronic)

Implantation
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In Vivo Pyrogenicity

T

Hemocompatibility -
Hemolysis

Genotoxicity
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- Microbial test-Settle plate
- Microbial test-Contact plate

- Microbial test-Finger plate @ » @ |

- Airborne Particle counting 4

- Supply/ Return Air flow volume 3 & '

- Supply/ Return Air changes @ ) - -
< #

- Air Flow Velocity e
- Room Differential Pressure

- Temperature

- Relative humudity

- Luminous measuring and uniformity

@ Hood Monitoring

- Microbial test-Settle plate
- Microbial test-Contact plate
- Airborne Particle counting
- Air Flow Velocity

C h em | Ca I - Temperature

. . - Relative humidity

B 10 l O g ICa l - Luminous measuring
- Differential Pressure
- UV intensity test (Inside)
- UV leak test (Outside)

Validation of

Ethylene Oxide Chamber
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Microbial count Sterility Test

(Date of expiration)
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Mycoplasma Detection Antimicrobial Activity Endotoxin Testing (LAL)

Culture & PCR Method Assessment

Retention Test Growth Promotion Test Chalenge Test
(GPT)
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Medical gauze

Wound bandage

Fiberglass orthopedic
casting tape

|

Dental sealer

. CNikoPharmed

Hydrophilic cotton

Non-Adhesive
Elastic Bandages
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Primary wound dressings

Dentures
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Petrolatum gauze

Plaster bandage

Adhesive bandage
(wound plaster)

Dental amalgam
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Medical face mask

Paper and cardboard

B

Ureteral stent

Aluminum tubes
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Manual Toothbrush

Eau de Cologne

Blood lancet

-

Medical fluid transfer tubing
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Floss Pick

de

Lipstick

Scalpel

AN

Surgical suture thread
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Household gloves
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Male latex condom

(8D

Hot water bag

Disposable Medical
Containers

Surgical gloves

Female condom

Blood bag

Surgical Drapes & Gowns
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Medical examination gloves

Lab-use Condoms

Urine collection bag

l

PET medical bottles
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Hypodermic Needle
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Insulin syringe

TITT

Peripheral Catheters

Balloon Catheters

Stainless Steel Needle Tube
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Subcutaneous syringe

e

Suction catheter
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Angiography Catheters
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Surgical needles

Dental needle
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Self-Destruct Syringe

Central Venous Catheters
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Microset
‘:;\:\
Angiocatheter

@ Specialized Testing for Medical Devices & Supplies ¢

Gamma terilization
Validation
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Water Analysis
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Blood Collection Set

Medical catheter
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Biological Indicator
Validation

o

Medical Syn.'lbols
Markings &
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IV infusion set

Extension Tube

S
S
,,;_,. 3

Chem|cal Indicator
Validation

EO Sterilization Validation
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f Professional Training Courses\

—@ IS0 13485 & GMP Compliance Essentials

—@ General Course for Medical Device Q.A. Officers
— @ Fundamentals of Quality Assurance

—@ Laboratory Animal Handling & Ethics

—@ Microbiology Laboratory Practices

—@ In Vitro Cell Culture Techniques

—@ Physicochemical Laboratory Training

—@ Molecular Biology Laboratory Training

—@ Practical Cleanroom Operation

S

First in Educational Tours for Industrial Staff
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» ILAC MRA SIGNATORY CONTACT DETAILS
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e
Name :  Nabional Accrechation Centre of Iran
Acronym @ NACI
Membership Category @ Ful Member (ILAC MRA signaiory)
Economy :  IRAN
ILAC MRA Scope: :  Calibration: ISOAEC 17025

Testing: ISOIEC 17025

Medical Testing: 150 15769

Inspection: ISOIEC 17020

Proficiency Testing Praviders: ISONEC 17043

ContactName :  Ms Ancshen Rahmani
Phone :  +3821 68331310
Fax :  +9821 88531511
Email

29 Apr 2024
29 Apr 2024
29 Apr 2024
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National Accreditation Center of Iran
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Laboratory Accreditation Certificate

The Natlonal Accreditation Ceates of lran (NACT)
herewih confirns that body’

Niko Pharmed Aria

Adidress: Geooe Flese, Zoatic Resnsreh Coater, No. 0,

‘phisbesh B, Shabad Hamsdwes (Hakum)
 Shant Q. Cotl prof Tt City
‘Tabman City, Dusic 14, Tebean Frovince

Pertal Code: 37715316
Tel: 4501 413253
Fax £ 45601) 42182570
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National Institute of Genetic Engineering and Biotechnology (NIGEB), Research Boulevard,
Science and Technology Park, Km 15 Tehran-Karaj Highway, Tehran, Iran
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