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the < 665> revision bulletin supersedes the general chapter becoming of<cial on. according to the usp, chapter < 665>

plastic components and systems used to manufacture pharmaceutical drug products pdf and biopharmaceutical drug

substances and products establishes a baseline pdf for the quali<cation of plastic components used in the manufacturing of

pharmaceutical and biopharmaceutical drugs. 00: actavis pharma, inc. general chapter, � 1665� characterization and

quali<cation of plastic components and systems used to manufacture pharmaceutical drug products and biopharmaceutical

drug substances and products. usp 665, usp 1665 and bpog services. additionally, this paper highlights how the risk

management. usp biologics™. therefore, our usp < 665> test summaries report the worst- case scenario. 564 polyethylene

terephthalate and polyethylene terephthalate g: 565 place 20 g of the test material into a suitable plastic container. in,

united states pharmacopeia published a new revision of draft chapter usp. supersede the monograph becoming of<cial in

usp 40– nf 35. rockville, md: united states pharmacopeia. even if the usp < 665> chapter is expected to become of<cial in,

the extension to its manda-. additionally, this paper highlights how the risk management process, de<ned in usp< 665> and

usp< 1665>, can be implemented using a hypothetical scenario. united states pharmacopeia ( ). analytical case studies. 1>

plastic materials of construction and focus the current proposal on manufacturing components ( chapter < 665> was

initially published as plastic components and systems used in pharmaceutical. ba sciences offers a full range of testing,

quali<cation, and validation services for laboratory facilities and can help you meet the requirements of usp < 665> and usp

< 1665>. risk- based usp< 665> testing or bpog extractables and leachables ( e& l) studies of plastic single- use

bioprocessing systems, help to ensure safe, effective, and high- quality biopharmaceutical drug or usp 665 pdf vaccines

manufacturing. the current proposals take into account comments received on the < 661. usp pdf biologics is prioritizing

the ongoing development of state- of- the- art analytical tools, standards and solutions to support regulatory predictability,

allowing manufacturers to operate with a high level of con<dence and certainty throughout the drug development and

approval process across a variety of modalities. talk to an expert. it is anticipated that the revision will be posted as a

revision bulletin ap. from a single- use perspective, this includes components such as bags, connectors, sensors, valves, and

tubing. the new usp general chapters < 665> and usp 665 pdf < 1665> have been <nally approved. on ma, the united states

pharmacopeia ( usp) published a third draft of chapters < 665> and < 1665> establishing minimum requirements for Duid-

contact, plastic components, and systems used in the manufacturing of pharmaceutical drug substances and products. 1>

and < 665> procedures. chapter < 665> was initially published as plastic components and systems used in pharmaceutical

manufacturing < 661. actavis pharma, inc. to address these inquires and to give usp time to engage stakeholders regarding

the advisability of making � 665� an applicable general chapter and track the ich q3e development effort, usp intends to
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extend the of<cial date for � 665� to. in 1988, in vitro tests were explored, and usp concluded that in vitro. the webinar is

aimed at: • managers, scientists and engineers who are involved in the extractables and leachables <eld • manufacturers

and bio/ pharmaceutical manufacturers that use single. the implementation of usp 665 and bpog: abstract. general chapter,

� 665� plastic components and systems used to manufacture pharmaceutical drug products and biopharmaceutical drug

substances and products. 1965, usp xvii introduced biological tests— plastics containers section was added and made

of<cial in the compendium. should you have any questions, please contact desmond hunt, senior principal scientistor.

regulatory updates – usp < 665> / < 1665> and bpog. 1>, extractables and leachables assessments are performed using usp

< 1663> and. through a hypothetical case study, this whitepaper provides an overview of usp< 665>, usp< 1665> and the

biophorum ( bpog) extractable protocol for single- use bioprocessing systems used in the production of biopharmaceutical

drug products. should you have any questions, please contact desmond hunt, ph. our testing services provide high- quality

results, safeguarding patient safety, ful<lling your regulatory requirements, and expedited time to market. 1 the text of the

notice was revised to clarify that the exemption is being removed from both. 3> in pf 42( 3) [ may– june ]. use, and usp <

670> auxiliary packaging components. ensure compliance usp 665 pdf with usp < 665>, usp < 1665>, and bpog guidelines

for single- use systems ( sus). butalbital, acetaminophen and caffeine capsules usp 50/ 300/ 40: ca: butalbital 50. we feature

state- of- the art processes and equipment with expertise in testing and analysis. 3> proposal and from the usp

biocompatibility and material characterization workshop held june 20– 21,. as part of the testing for plastic packaging

systems in usp < 661. 1 n hydrochloric acid to volume; the diluted solution 563 is designated solution ee1. butalbital,

acetaminophen and caffeine tablets usp 50/ 325/ 40: tb: butalbital 50. packaging systems with elastomeric closures must

also adhere to usp < 381> elastomeric closures for injections. for our usp < 665> procedure, we picked the highest- risk

conditions for testing, even though we recognize that the actual application might put the plastic <nished goods in a lower-

risk category. allow to cool, decant the solution into a 250- ml volumetric 562 Dask, and dilute with 0. plastics were

assigned class i- vi based on the biological in vivo testing ( systemic injection, intra- cutaneous, and implantation tests). the

usp states that the following signi<cant changes have been introduced to < pdf 665> : clarify the scope, decouple chapter <

665> from general chapter < 661. previously quali<ed, that have undergone to changes. although the speci<cations of usp <

665> offer gen- eral guidance for the testing requirements, process owners are ultimately responsible for performing and

verifying their risk evaluation. usp 665> and its companion guideline usp 1665> provide a framework for assessing the

plastic materials used in the manufacturing of drug products. whereas the < 665> chapter establishes standardized

extraction conditions and. we also offer bpog protocol testing, a collaborative industry protocol with. the revision bulletin

will be incorporated in usp 41– nf 36. overview of usp< 665> 1, usp< 1665> and the biophorum ( bpog) extractable

protocol2 for single- use bioprocessing systems used in the production of biopharmaceutical drug products. standard

extraction protocol considerations. <oricet ( butalbital, acetaminophen and caffeine usp 50/ 300/ ca: butalbital 50. the

updated drafts of the usp < 665> standard and < 1665> guidance for single- use technology ( sut) users cover plastic. these

guidelines and validated our usp < 661.
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