STANDARDIZATION. NORMATIVE DOCUMENTATION
1. Choose the international standard

	A. DSTU

B. ARD

	C. EN
D. ISO



2. Choose the standardization principles
	
A. consensus


B. comprehensive mechanization


C. industry-wide


	
D. voluntary


E. metrological norms, rules




3. Choose normative documentation to evaluate quality of drugs
	A. EN standard
B. ARD
C. technical specifications 


	D. GOST
E. EP




4. Choose normative documentation to evaluate quality of medical devices

	A. GOST ISO
B. DSTU

C. BP 99

	D. ARD

E. EP

F. ISO




5. Standardization which is carried out at one country level is …

	A. national standardization
B. regional standardization
	C. the companies standardization
D. international standardization


6. Choose normative documentation which is developed and approved on company (enterprise) level  
	A. EN standard

B. ARD

C. technical specifications 


	D. GOST

E. EP

F. DSTU ISO




7. Choose normative documentation which is developed on company (enterprise) level but approved by Ministry of Health 

	A. EN standard

B. ARD

C. technical specifications 


	D. GOST

E. EP

F. ISO standard




8. What document you should choose to define group and/or subgroup of goods? 

A. ISO 9001 standard

B. State (National) classifier

C. Analytical reference documentation

D. European Pharmacopoeia 

E. Technical specifications

9. Choose normative documentation where all manufacturing technology for drug is described in details:

	A. British Pharmacopoeia (BP)

B. ARD

C. ISO standard


	D. Manufacturing rules

E. EN standard

F. GOST




10. Describe all elements of designation DSTU ІSО 9591:2005
DSTU ІSО is …
9591 is …
2005 is …
