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Outsourcing in the Pharmaceutical and Life Sciences

December 26th, 2019 - In this blog post a closer ook at some of the key challenges faced by those operating in the
Pharmaceutical and Life Sciences sector is taken from an outsourcing perspective Regulatory Environment As
might be expected the Pharmaceutical and Life Sciences sector is subject to an extensive network of rules and
regulations



‘The next phase Opportunitiesin China s pharmaceuticals

December 21st, 2019 - past its phase as a supply market for ingredients and generic finished drugsand on to
a new Opportunitiesin China s pharmaceuticals market 1 2 China s pharmaceutical market Active
Pharmaceutical I ngredients API Phar maceutical Drug distribution company Traditional"A practical guideto
improving phar maceutical and biotech

December 16th, 2019 - ? 21 CFR Code of Federal Regulation 210 amp 211 ? regulations which implement FD amp
C Act ? Minimum requirements for the methods facilities and controls used in manufacturing processing and
packing of adrug product These regulations make sure that a product is safe for use and that it has the ingredients
and strength it claimsto have'

'‘What |s Phar maceutical Quality by Design

December 25th, 2019 - Thisarticlereviewsthe current under standing of phar maceutical QbD and its
primary elements Defining Phar maceutical QbD Establishing a definition of pharmaceutical quality isreally
thefirst step to incorporating it into the design and development of drug products and aswith most industry
termsit can be challenging to reach a consensus

'‘ANDASs Pharmaceutical Solid Polymor phism Chemistry
December 26th, 2019 - Chemistry manufacturing and controls CM C infor mation must be submitted to
support the approval of an abbreviated new drug application ANDA This guidanceisintended to assist



applicantswith the submission of ANDAswhen a drug substance existsin polymor phic forms

‘The central role of excipientsin drug formulation

December 26th, 2019 - Excipients play a central role in the drug development processin the formulation of
stable dosage formsand in their administration A bad choice of excipient can even lead to severe
intoxications as experienced by epileptic patientsin Australiain the late 1960s who wer e taking phenytoin
capsules 2'Drug Labeling Importing Registrations With FDA

December 23rd, 2019 - An Active Phar maceutical Ingredientsor API istheingredient in afinished drug that
hasthe intended therapeutic effect FDA regulates APIs as drugs because they are drug components FDA also
regulatesinactive drug ingredients but with far lessfocusor stringency Get Started Today'

‘New rule on importing Active Phar maceutical Ingredients

October 9th, 2013 - New rule on importing Active Phar maceutical I ngredients API to the EU countries With
the enfor cement of the European Directive 2011 62 EU relating to medicinal productsfor human use
regarding falsified medicinal products new requirements areintroduced for active substances The new
regulation’

‘chapter 6 Phar maceutical legidation and regulation
December 24th, 2019 - 6 Pharmaceutical legislation and regulation 6 3 controlling deceitful drug promotion



Counterfeiting also has been on the rise in developed and developing countries U S customs officials for example
report that pharmaceu ticals are one of the fastest growing categories of counterfeit goods coming into the country
illegaly'

‘Active Ingredients For Sale Fountain Pens Collection

December 22nd, 2019 - Active Pharmaceutical Ingredients Development Manufacturing And Regulation Drugs And
245 70 Drugs And The Pharmaceutical Sciences Active Pharmaceutical 1ngredients Active Pharmaceutical 221 76'
‘Government To Issue Local Content Regulation For Pharma

November 14th, 2019 - The Ministry of Industry said the local content requirement for the pharmaceutical sector
will differ for each stage of the manufacturing and development process The overall local content requirement for
raw materialsis expected to be a minimum 30 with active ingredients making up 70 of that and additional
ingredients 30"Stanley Herbert Nusim born October 2 1935 American

December 25th, 2019 - Stanley Herbert Nusim American Chemical engineer consultant Achievementsinclude
United States and foreign patents on the continuous manufactur e of halogenated acetone development of
clean room conceptsfor pharmachemical manufacturing development of sophisticated training techniques
for sterile pharmaceutical manufacturing'

‘Active phar maceutical ingredients electronic resour ce
November 6th, 2019 - To successfully bring an Active Phar maceutical Ingredient APl to market many steps



must be followed to ensure compliance with gover nmental regulations Active Phar maceutical Ingredientsis
an unparalleled guideto the development manufacturing and regulation of the preparation and use of APIs
globally'
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