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TUV NORD CERTIFIED:- ISO 9001:2015 (QMS), ISO 14001:2015 (EMS), ISO 45001:2018

(HEALTH AND SAFETY), ISO 27001:2013 (ISMS), ISO 13485:2016 (MEDICAL DEVICES)

CERTIFIED MANUFACTURING FACILITY OF CLEAN ROOM CLASS 10000 

info@amipolymer.com www.amipolymer.com

EXTRACTABLE STUDIES ON

PHARMA TUBINGS FROM

TOXIKON USA LAB

BPOG EXTRACTABLE STUDIES ON

PHARMA TUBINGS AND SINGLE

USE COMPONENTS

TUBINGS | HOSES | SINGLE USE ASSEMBLIES | GASKETS | INFLATABLE SEALS

MANUFACTURING EXCELLENCE

IN SINGLE USE ASSEMBLIES,

PHARMA TUBINGS,

REINFORCED HOSES,

INFLATABLE SEALS, &  

SIEVES AND SCREENS 

MANUFACTURING EXCELLENCE

IN SINGLE USE ASSEMBLIES,

PHARMA TUBINGS,

REINFORCED HOSES,

INFLATABLE SEALS, &  

SIEVES AND SCREENS 



ISO 13485:2016
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APPL is having ISO class 7 and 8 cleanroom facilities certied with ISO 9001:2015, ISO 14001:2015,

ISO 45001:2018, ISO 27001:2013, ISO 13485:2016. We also have a BPOG extractables program for 

our products for regulatory markets worldwide.

APPL has world-class manufacturing technology with end-to-end process capabilities to fulll the needs   

of customers.  which include Extrusion  Technology with Laser  Controlled system,  Automatic Hose 

Production lines, Plastic  ExtrusionLines,  Automatic  Hydraulic  Presses  for Elastomers  & Polymeric    

components, Laboratory with R&D Equipment, In-houseTooling & Mould making machinery, Laser    

Cut Machines, and Online Printing as well as Marking systems on products

Over  the years  the Company  expanded  its capacity  of manufacturing by adding  a huge facility

that  provides end-to-end solutions to our clients worldwide. 

Our products are available across the globe directly and through the distribution networks.

Contamination controls for Biopharma, Pharma, Medical, Laboratory, Food, Beverages, and 

Engineering sectors worldwide.

      ince 1998, APPL is in the  business of Silicone Elastomeric products and also, other Polymeric  

      components  which  ultimately provide  solutions  to  Fluid  Transfers,  Sealing, and S

APPL CORPORATE OFFICE
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APPL MANUFACTURING FACILITY

A dedicated strength of 600+ employees which includes Qualied Rubber Technologists,

Biotechnologists, Engineers from the reputated Institutes of India.

New Manufacturing facility (2,50,000 Sq.ft total area with 60,000 Sq.ft Cleanroom Area) under

installation in Silvassa, India. It will be operational by Dec 2022

Crossing annual turnover of  25 million US$. 

Nominated in top 500 companies by Dun & Bradstreet for Business Across Borders 2022
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BPOG standardized extractables test

; ISO 13485:2016

APPL CLEAN ROOM
CLASS 10000 CERTIFIED FACILITY
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® ®Imapure  -  Preferred Choice of Pharma and Biopharma.  Imapure  is a Platinum cured silicone tubing

designed for Peristaltic  Pumps,  Single Use assemblies,  and complete fluid management in Bioprocess

applications. It has an ultra-smooth bore that prevents particle entrapment and assembling friendly of

single-use systems. 

 FDA 21 CFR 177.2600

 GERMAN BFR XV

 FRANCE ARRETE DU 25

 USP CLASS VI

 ISO 10993-11

 ISO 10993-10

 ISO 10993-5

 ISO 10993-4 

 ROHS Compliant

 TSE / BSE FREE 

 NSF -51 

 USP CLASS 87

 BPA free

 TOXIKON based extractable studies

 PHTHALATE FREE

 ISO 10993-3

 European Pharmacopoeia E.P.3.1.9

 FDA DMF#26201

 ISO 13485  BPOG EXTRACTABLE STUDIES

 USP 661  USP 381

info@amipolymer.com
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PERISTALTIC PUMP APPLICATION

®Imaflow  meets all technical requirements related to non-regulatory market.

info@amipolymer.com
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Silicone  Tubing  which  ensures  milk  processing or  transfer of milk with safe,  hygienic  and  high  performance.

Platinum Cured Silicone Tubing is designed for the application in Automatic milking system / rotary milking parlour/

robotic  milking / Peristaltic Pumps.  Our transparent silicone  tubing is known for its  ultra-smooth bore to prevent

any  particle entrapment, reduces the chances of  butterfat occurrence. It can also help to eliminate the probability

of Microbial growth within the milk transfer line and ensures smooth transfer of milk. 

Silicone Tubing for Dairy Application

FEATURES/BENEFITS

 Superior exibility , Kink resistance properties.

 Clear transparency allows easy visual inspection of Milk during process.

 Smooth bore to ensure less contamination and resists butterfat build-up.

 Water repellent properties allow easy cleaning and complete soakaway

 Excellent weather resistance properties.

 Non-toxic, non-hemolytic.

 Free of plasticizers like phthalate/bisphenol-A

 Higher Shelf life

 Free of any heavy metals and hazardous substances.

 Sterilisable by using different techniques like autoclaving, Ethylene oxide, Gamma radiation.

 Dimension range 1mm ID – 3000mm ID dimensionally accurate & excellent workmanship and nish

 Customized Colour , dimension and hardness available on demand.

 Good ex fatigue resistance enhance Milking peristaltic pump life & Milking Dosing Pump Life.

For Raw milk transfer.
For Bulk milk transfer.
For Rotary Milking Parlour line.

For Milking Dosing Pumps.

For Milking Peristaltic Pumps.

 FDA 21 CFR 177. 2600

 TSE/BSE FREE

 PHATHALATE FREE

 LAB TEST REPORT

Dairy Silicone Tubing

info@amipolymer.com
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 FDA 21 CFR 177.2600
 USP CLASS VI

 ISO 10993-11

 ISO 10993-5

 ISO 10993-4 

 ROHS Compliant

 TSE / BSE FREE 

 USP CLASS 87

 BPA free
 PHTHALATE FREE

 Extractables Leachables  Plasticizer Free

®Imaprene  is an Enduring and Flexible  Pump Tubing.  It has excellent  compatibility with peristaltic pump and

other solvents ideally used in pharmaceutical, printing, detergent process applications. 

info@amipolymer.com
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Extractable studies available as per the BPOG guidelines.

 FDA 21 CFR 177.2600
 USP CLASS VI

 ISO 10993-11

 ISO 10993-5

 ISO 10993-4 

 ROHS Compliant

 TSE / BSE FREE 

 USP CLASS 87

 BPA free
 PHTHALATE FREE

 Extractables Leachables  Plasticizer Free

 BPOG extractable studies

info@amipolymer.com
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 FDA 21 CFR 177.2600
 USP CLASS VI

 BPA free
 Extractables Leachables

 ROHS Compliant
 TSE / BSE FREE 

 PHTHALATE FREE
 Plasticizer Free

info@amipolymer.com
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 FDA 21 CFR 177.2600
 BPA free
 ROHS Compliant

 TSE / BSE FREE 
 PHTHALATE FREE

info@amipolymer.com
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 FDA 21 CFR 177.2600
 USP CLASS VI

 BPA free
 Extractables Leachables  ROHS Compliant

 TSE / BSE FREE 

 PHTHALATE FREE

 ISO 10993-11

 DMF NO: 32558 

info@amipolymer.com
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 FDA 21 CFR 177.2600
 USP CLASS VI

 BPA free
 Extractables Leachables  ROHS Compliant

 TSE / BSE FREE 

 PHTHALATE FREE

 ISO 10993-11

PHARMA ISOLATOR 

info@amipolymer.com
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3 Years5 Years 5 Years 5 Years 5 Years 5 Years 5 Years 5 Years5 Years

 FDA 21 CFR 177.2600

 USP CLASS VI

 ISO 10993-11 USP CLASS 87

 BPA free

 PHTHALATE FREE

 Extractables Leachables

 ISO 10993-5

 ISO 10993-4 

 ROHS Compliant

 TSE / BSE FREE 

 Plasticizer Free

 DMF NO: 32559

info@amipolymer.com
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Ami’s World of Bioprocess Solutions and Customization

Reducer

Coupler

T Connector

Y Connector

Cross 

Connector

Glass Reinforced

Nylon Clamp

END Cap

MANIFOLDS

ASEPTIC CONNECTOR FILTERS

2D BAGS

REINFORCED HOSE
(SILICONE/TPE)

TUBING
(SILICONE/TPE)

BIO-PROCESS
CONNECTORS &

COUPLINGS
(POLYPROPYLENE/PVDF)

SINGLE
USE

ASSEMBLY

 FDA 21 CFR 177.1520

 USP Class 87

 USP CLASS 88

 Manufactured in Cleanroom Class 10000

 Extractable & Leachable Study Available

 Vaccine and Bio Therapeutic Production
 Cell Culture and Sampling
 Aseptic Filling and Filtration
 Sterile Fluid Management 

APPLICATION

 Fermentation and Bio-reactors
 Single use Chromatography
 Bio Processes - Upstream & Downstream

info@amipolymer.com



 ImaLOK™  

A Solution for Bioprocessing Applications

APPL’s ImaLOK™ sanitary clamp is designed to address  the needs  of the single-use  disposable / biopharma
industries. ImaLOK™ sanitary clamps are manufactured using a glass-reinforced, FDA 21 CFR 177.1500 grade,
USP Class VI Nylon 66  and are designed  to be used as a  component for  single -use transfer  lines and a  wide
range of bioprocess systems.

CHARACTERISTIC

We oer multiple option in ImaLOK™. These are oered in a wide range of
internal dimension to meet the process requirements.

The manufacturing process is carried out in clean room with caution from
raw material to nished product manufactured.

 Biopharmaceutical grade

 Limited-slip design and oating hinge self-adjusts for balanced
 contact pressure.

FEATURES / BENEFITS

 Compatible with ASME-BPE and BPSA standard non-metallic
 and stainless ange ferru.

 Excellent acid and alkali resistance.
 More efcient locking mechanism.

 Lightweight.

 Autoclavable and gamma sterilizable.

 Quick delivery support.

 Single-use systems (SUS)
 Pharmaceutical manufacturing
 Vaccine and bio therapeutic production
 Applications where metal is incompatible 

APPLICATION

 FDA 21CFR 177.2600

 USP Class 87

 USP CLASS VI

SIZE AVAILABLE

Part No. Material OF construction Size (inch)

GNRC-NC-0750

GNRC-NC-1500

Glass reinforced nylon

Glass reinforced nylon

1/2" -3/4"

1"- 1.5"

19info@amipolymer.com



 ImaLINK™  

A Solution for Bioprocessing Applications

Ami Polymer Pvt Ltd ImaLINK™ Manifold is designed to minimizethe need for ttings, connections, or assembly,
and  all leak  points  and entrapment  areas have been  eliminated.  Single use  ImaLINK™  manifolds are
manufactured by molding straight sections oftubing or with connectors such as T’s, Y’s, X’s and T ri-Clamps. Most
molded connectors provide a seamless transition for acontinuous, unrestricted, leak-proof ow by eliminating
barbed ttings.

FEATURES / BENEFITS

 Biopharmaceutical grade

 Eliminates entrapment, leak points, and pulsation, assembly time.

 Ready-to-install system in sizes 1/16" to 1" in customized lengths.

 Available in multiple congurations and MOC.

 Easy tting connections.

 Autoclavable and gamma sterilisable

 Quick delivery support.

APPLICATION

20info@amipolymer.com

CHARACTERISTIC
Ami polymer delivers multiple option in ImaLINK™  Manifold.  These are offered in a
wide range of internal dimensions to meet the process requirements. The manufacturing
process is carried out in clean room of ISO Class 7  with cautiously controlled from
rawmaterial to nished product manufactured.

 Single-Use lling assemblies minimize
setup, installation,and cleaning time

 Sterile lling

 Peristaltic pumps

 Fermentation and ltration
 Vaccine and biotherapeutic production

 Closed collection systems

 FDA 21CFR 177.2600

 USP Class 87
 USP CLASS VI

 ISO 10993

 USP 381 Elastomeric closure for injection

 BPOG standardized extractable test
 EP 3.1.9

SIZE AVAILABLE

Tube SIZE (INCH) Tube SIZE (MM)

1/16" x 3/16" 1.6 x 4.7

1/16" x 1/4"

1/16" x 7/16"

1/8" x 3/16"

1/8" x 1/4"

1/8" x 5/8"

3/16" x 1/4"

1.6 x 6.35

1.6 x 11

3.17 x 4.7

3.17 x 6.35

3.17 x 15.8

4.7 x 6.35

Tube SIZE (INCH) Tube SIZE (MM)

3/16" x 7/16" 4.7 x 11

1/4" x 7/16"

1/4" x 5/8"

1/4" x 3/4"

3/8" x 7/16"

3/8" x 5/8"

3/8" x 3/4"

6.35 x 11

6.35 x 15.8

6.35 x 19

9.52 x 11

9.52 x 15.8

9.52 x 19

Tube SIZE (INCH) Tube SIZE (MM)

1/2" x 5/8"

2 1/2" x 3/4"

3/4" x 1-1/4"

12.7 x 15.8

12.7 x 19

19 x 31.75
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 Imafit   DB - Silicone Platinum Cured Double Braided Polyester Hose 

Technical Specication

Temperature -80° to +230°C.

Double braiding of Polyester Yarn

Milky White Color Outer Layer Appearance

Inner Bore Translucent and smooth

Catalogue No.
I.D O.D

(in.) (mm) (in.) (mm)

Working Pressure
(@23°C)

BurstPressure
(@23°C)

 Bend
Radius

1270-2260-FT-DB  0.500 12.07 0.890 22.60 22.60 55.05 70

Bar Bar (MM.)

1600-2700-FT-DB  0.629  16.00 1.062 27.00 12.53 50.15 80

1905-2997-FT-DB 0.750 19.05 1.180 29.97 12.12 48.50 85

2540-3632-FT-DB 1.000 25.40 1.430 36.32 8.77 35.08 110

3200-4400-FT-DB 1.259 32.00 1.732 44.00 7.5 30.00 200

Standard Available Size

  Excellent Flexibility

  Manufactured from low volatile grade silicone resin

  Available with SS 316L tri-clovers end ttings having RA Value < 0.5 at bore

  Colored outer layer and custom color coding available on request

  Sterilizable by Autoclave, Ethylene oxide gas and Gamma Radiation.

KEY FEATURES

22info@amipolymer.com
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®
Imaweld  TPE Braided Tubing

  ®Imaweld   Braided  Tubing is an  ultra-exible,  high-purity  tubing developed  for use in  applications where a

thermoplastic  tube is  desired,  but the  pressure  requirements  exceed  those  allowable  by a  non-reinforced
  ®thermoplastic material.  Imaweld  Braided  Tubing is manufactured and  packed in clean room of ISO Class 7

®with our Imaweld  formulation, Animal derived component free (ADCF) resin and reinforced with polyester braid.

We offer  multiple  braided tubing options of thermoplastic elastomers.  These are offered in a wide range of internal

and outer diameters to meet the process  requirements.  The manufacturing process is carried out in clean room with

cautiously controlled from raw material to nished product manufactured.

CHARACTERISTICS

A Solution for Bioprocessing Applications

FEATURES/BENEFITS

 Biopharmaceutical grade

 Higher burst pressure compared to non-braided tubing.

 Ultra exible, improved bend radius over non-braided tubing.

 Autoclavable and gamma sterilizable.

 Temperature range -40°C to 135°C.

 Kink resistant.
 Excellent acid and alkali resistance.
 BPOG Extractable study report available.

 Quick Delivery Support.

 Available with sanitary Tri-Clover tting

Size Chart

Part No.

06-13-IWB

ID in Inch
(mm)

OD in Inch
(mm)

Working Pressure
(in Bar)

Minimum bend
radius( in mm)

Coil length
(in feet)

09-16-IWB

12-20-IWB

16-24-IWB

19-29-IWB

0.237(6)

0.354(9)

0.472(12)

0.629(16)

0.748(19)

0.512(13)

0.63(16)

0.787(20)

0.944(24)

1.106(29)

7.58

5.5

8.96

7.58

7.58

38

63.5

76

100

140

25

25

25

15

15

27

 ISO 10993-5 (Cytotoxicity, in vitro)

 ISO 10993-3 ( Geno toxicity)

 ISO 10993-4 (Hemolysis)

 ISO 10993-11 (Systemic toxicity, in vivo)

 USP Class VI
 USP Class 87
 FDA 21 CFR 177.2600
 Phthalate free
 ROHS Compliant

 Extractable & Leachable Study

info@amipolymer.com



28info@amipolymer.com



29info@amipolymer.com



30info@amipolymer.com



31info@amipolymer.com



32

 FDA 21 CFR 177.2600
 BPA free
 ROHS Compliant

 TSE / BSE FREE 
 PHTHALATE FREE

info@amipolymer.com
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 Imasafe™ Reusable Menstrual Cup 

Imasafe Menstrual Cup : Is a menstrual hygiene device which is inserted into the vagina during menstruation.
Its purpose is to collect menstrual uid.
A menstrual cup is a type of reusable feminine hygiene device. It's a small, exible funnel-shaped
cup made of 100% medical grade liquid silicone rubber that you insert into your vagina to catch
and collect period uid.

FEATURES

 Size: Imasafe™ Reusable Menstrual Cup comes in 3 different sizes: Small (15ml), Medium (25 ml), and
Large (30 ml)

Stem: It helps you to nd the cup once you're ready to remove it
Air holes: It helps the cup stay suctioned inside the body to prevent the leak
Ridges: For easy grip and secure removal

Smoother Rim: It is exible and helps the cup in easier insertion and open up once it's inside

Appearance/Colors: It comes in six different colors: Transparent, Purple, Aqua Green, Pink, Red and Black

Self-Life: 5 years

 100% medical grade liquid silicone rubber
 Manufacture in clean room ISO class VII
 Tested by highly qualied Rubber Technologists and Engineers
 Advance R&D facility lab

TECHNICAL SPECIFICATION

 Safer than pads & tampons
 Budget-friendly & Eco-friendly
 Holds more blood
 No leakage, No odor, No infection & rashes 
 You can leave it in for 8 hours 

ADVANTAGES

European Conformity

FDA 21CFR 177.2600
ISO 10993-10
ISO 13485 Certied
Vaginal Membrane Irritation Test

SVHC Tested

 ROHS Compliant

 BPA free
 TSE / BSE FREE 
 PHTHALATE FREE
 USP CLASS VI

 ISO 10993-4

 ISO 10993-5

 Manufactured in clean room ISO class VII facility
 Fastest delivery with high quality product
 USA & EUROPE Certied product
 We are open for private labeling

OUR STRENGTH

39info@amipolymer.com



Imastopper™ 

Platinum Cured Silicone Stopper  (NSF-51 Certied silicone resin, USP class VI & ISO 10993  Biocompatibility study

on our Product)

APPL's Platinum cured silicone rubber stoppers/closures meets regulatory market requirement. Our stoppers are the

ultimate  way to  prevent material loss and keep the valuable drug contamination free from atmosphere  condition,

which makes it useful in labs, pharma segments and its derivative segments. With excellent feasibility covering wide

range of Pharmaceuticals ingredients and intermediates.

Food &  Pharma grade  silicone stoppers  are accessible on your  ngertips in  tailor made  design  and  colors for

diversied applications with advantage of Autoclavable and  Sterilizable with superior crack resistance,  It also easy

to put customized shapes multiple throughout openings in solid cork, excellent traction and smooth persuasive color

coding on demand

APPL silicone stoppers provide solution to Biopharma, Pharmaceutical,
Biomedical, Cosmetic, and Food industries. 

To prevent the liquid chemical leaks or escape the container in Laboratories 
Drug packaging vessels 
Process storage Procedures 
Single use assembly (Manifolds) 
Carboys and vessels 
Filtration Flask 
Sampling 

 FDA 21 CFR 177.2600

 GERMAN BFR XV

 FRANCE ARRETE DU 25

 USP CLASS VI

 ISO 10993-10

 ISO 10993-5

 ISO 10993-4 

 ROHS Compliant

 TSE / BSE FREE 

 USP CLASS 87

 PHTHALATE FREE

 ISO 10993-3

 European Pharmacopoeia E.P.3.1.9

40

Sr No BD (mm) TD (mm) HT (mm)

1

2

3

4

5

6

7

8

9

10

11

8.9

10.7

13.2

14.9

16.2

18.4

19.8

22.6

26.4

28.3

33.2

13.4

15

17

19.7

19.7

24

26

26.7

32

36.6

41

21

25

25

24.5

25

25

25

25

23

24

25

info@amipolymer.com
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Ami Polymer Pvt. Ltd.
“Sealing Expert in Silicone”

®

Plot .66-D/E, Govt. Indl. Estate, Near Beekaylon Factory, Masat, Silvassa - 396230,
Dadra & Nagar Haveli. INDIA

Cell: +91 7436 003 836 / 8691 013 934 / 35  | For Export +91 8691 013 939  

Foxx Life Sciences - 6 Delaware Drive Salem, NH 03079
Alice Taylor - Director

Email : alice.moltenitaylor@foxlifesciences.com 
Cell: +1 6195 086 724

APPL CAT-07/36P/MAR-2022/REV-15

EXCLUSIVE MASTER DISTRIBUTOR - USA

319, Mahesh Indl. Estate, Opp. Silver Park, Mira-Bhayander

Road, Mira Road (E), Thane - 401104 MH. INDIA 

Cell: +91 9081 488 825 / +91 9223 290 943

CORPORATE OFFICE

MANUFACTURING PLANT

support1@amipolymer.com

support2@amipolymer.comfaraz.k@amipolymer.com

+91 9136660521 +91 9223411447 +91 9223290939

support2@amipolymer.com

+91 9223411447 / 9977600935 +91 7700908414 / 9515113662 

+91 7700908414 / 9515113662 +91 9218595011

Our Branches in India
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