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۱. UÏŸÅŒŸ 
ÏË⁄Ëæfii’\; Å¡\ÊŒ’\; ‰É·;; ÏËëË}çi’\; Àå\Ê“÷’; ÏË⁄Ëæfii’\;k\Ô\Öp¸\Â; Å¡\ÊŒ’\; í¨ÏË÷⁄¬∏\Â;;GÎÄÑÊiâ∏\Â; ÏË÷,\

;€ÕÑ;‡Ê›]Œ’]d;ÑÄ]ë’\;ÏÒË6\;Ô]ç›\;‡Ê›]Œ’;�]Œeö;ÏÁÖë∏\;Ô\ÂÅ’\;ÏÒË·;◊eÕ;flŸ;ÎÅ⁄i¬∏\LPL;;Ïfiâ’MKLT;

۲. hk] ÁÖ¬U 
• z÷’;�]Œeö;ÏËëË}çi’\Â;ÏË÷⁄¬∏\;Àå\Ê“’\    European directive 98/79/EC ;

'In vitro diagnostic medical device` means any medical device which is a reagent, reagent product, 
calibrator, control material, kit, instrument, apparatus, equipment, or system, whether used alone 
or in combination, intended by the manufacturer to be used in vitro for the examination of 
specimens, including blood and tissue donations, derived from the human body, solely or 
principally for the purpose of providing information: 

o concerning a physiological or pathological state, or 

o concerning a congenital abnormality, or 

o to determine the safety and compatibility with potential recipients, or 

o to monitor therapeutic measures. 

Specimen receptacles are considered to be in vitro diagnostic medical devices. 'Specimen 
receptacles` are those devices, whether vacuum-type or not, specifically intended by their 
manufacturers for the primary containment and preservation of specimens derived from the 
human body for the purpose of in vitro diagnostic examination. 

Products for general laboratory use are not in vitro diagnostic medical devices unless such 
products, in view of their characteristics, are specifically intended by their manufacturer to be 
used for in vitro diagnostic examination. 

• ’\Ëfiëh;€iÁ;9’\;ÏËëË}çi’\Â;ÏË÷⁄¬∏\;Àå\Ê“’\;U�]Ë÷•;Ï¬fië∏\;ÏËëË}çi’\Â;ÏË÷⁄¬∏\;Àå\Ê“;√›]ëŸ;∫;]‚¬

ÏËdÖ¬’\;ÖëŸ;ÏÁÑÊ‚µ;◊|\Ä. 

• ;ÏŸ]h;;sÑ]£\;flŸ;ÄÑÊiâh;9’\;ÏËëË}çi’\Â;ÏË÷⁄¬∏\;Àå\Ê“’\;UÎÄÑÊiâ∏\;ÏËëË}çi’\Â;ÏË÷⁄¬∏\;Àå\Ê“’\
˜e’\;◊|\Ä;√›]ëŸ;∫;]‚ Ë÷∆h;€iÁÂ;sÑ]£\;∫;]‚¬Ëfiëh;€iÁ;9’\;Â^;G√fië’\IÄ;

• Ÿf÷�’\;‹ÅŒ: 

^H ;ÏË÷⁄¬∏\;Àå\Ê“÷’;Ì÷•;√fiëŸ�]Ë÷•;Ï¬fië∏\;ÏËëË}çi’\Â.;

gH ÎÄÑÊiâ∏\;ÏËëË}çi’\Â;ÏË÷⁄¬∏\;Àå\Ê“÷’;ÏËefip¯\;Ï—Öç’\;◊Ë—Ê’\;J;ƒÜÊŸ;Â^;È⁄÷¡;fi“Ÿ. ;

• ;GrÁÂÖfi’\;G\Åfi÷âÁ\;G‡]d]Ë’\;G\Åfi—;G]“ÁÖŸ^;G\Åfi’ÜÊË›;G]Ë’\2à\;G\ÖâÁÊà;GÈdÂÑÂ¯\;Ä]üˆ\;ÿÂÄ;UÏË¬pÖ∏\;ÿÂÅ’\

ÎÅui∏\;Ï“÷⁄∏\.;
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•   : Pilot Batch÷Ë∆çi’\ÏËeÁÖqi’\;Ï.;

•  : (GSP) ÎÅË°\;flÁá}i’\;k]àÑ]π.;

• Ö’\;ÏË÷⁄¬∏\; Àå\Ê“’\; ÿÂ\ÅhÂ; œÁÊâhÂ; √Ëd; Ì÷¡; ÏÁÖë∏\; Ô\ÂÅ’\; ÏÒË·; ÑÅëh; ÏŒ…\ÊŸ; UÏËŒÁÊâi’\; Ïë|

rifi⁄÷’;Ï⁄¡\Å’\;Ï’Ä¯\;Ï¬p\ÖŸ;Å¬d;ÏËdÖ¬’\;ÖëŸ;ÏÁÑÊ‚µ;◊|\Ä;ÏËëË}çi’\Â.;

۳. âi’]d;‹ÅŒi’\;k\Ô\Öp\U◊Ëq 

^I ;;◊ËqâhÂ;f÷�’\;€ËËŒhÀå]“’\U;
• ;ÿÂ\Åi’\Â;ÎÄÊ°\;k\Ä]‚å;Ì÷¡;Ï÷ê]¢\;ÏË÷,\Â;ÎÄÑÊiâ∏\;ÏËëË}çi’\Â;ÏË÷⁄¬∏\;Àå\Ê“’\;Ï’]t;∫

ÎÄÑÊiâ∏\;]‚h˜Ëm⁄— ∫;wîÊŸ;Ê·;;]⁄—appendix III ) ;(;Ï ÷i}∏\;k] Ëfiëi’\;fât: 
o ;ÏË¬pÖ∏\;ÿÂÅ’\;ÓÅtb;Â^;_çfi∏\;Å÷ed;�̂ Â\ÅiŸ;ÄÑÊiâ∏\;Àå]“’\;‡Ê“Á;‡^;º2çÁÎÅ⁄i¬∏\.;
o ;Àå\Ê“’\; ◊Ëqâh; f÷ö; sÇÊ⁄fi’; �]Œeö; ÏËëË}çi’\Â; ÏË÷⁄¬∏\; Àå\Ê“’\; ◊Ëqâh; f÷ö; ‹ÅŒÁ̌

ÏËëË}çi’\Â;ÏË÷⁄¬∏\;
o Á;Àå\Ê“’\; ◊Ëqâid; Ïê]£\; k\Åfiiâ∏\; Ï⁄]Œ’; �]Œeö; ◊Ëqâi’\; À÷Ÿ; €ÁÅŒid; f÷�’\; ‹ÅŒŸ; ‹ái÷

ÎÄÑÊiâ∏\;ÏËëË}çi’\Â;ÏË÷⁄¬∏\ 
o Ï’]t; ∫Â; Gÿ]eŒiàˆ\; €âÕ; flŸ; À÷∏\; íu…; €iÁ;;ÿÊ´; ÏdÊ÷�∏\; ÏËà]à¯\; k\Åfiiâ⁄÷’; f÷�’\; Ô] Ëià\

;ÿ˜|;;€ËËŒi’\;flŸ;Ô]‚i›ˆ\;€iÁ;‡^;Ì÷¡;€ËËŒi’\Â;Ïà\ÑÅ÷’MK;À÷∏\;ÿÊeÕ;~ÁÑ]h;flŸ;◊⁄¡;‹ÊÁ. ;
o ;Åú;◊Ëqâi’\;À÷Ÿ;ÿ]⁄“iàˆ;]‚d;f÷�’\;‹ÅŒŸ;Ïö]t\;€iÁ;k\Ô] Ëià\;ÄÊpÂ;ÿ]t;∫ÌëÕ^;;ÿ˜|

;;ÎÅŸQK;;‰É·;Ô]‚i›\;Ï’]t;∫Â;G◊⁄¡;‹ÊÁ;‹ÅŒi’\;„’;œ´;◊Ëqâi’\;À÷Ÿ;ÿ]⁄“ià\;flŸ;Ô]‚i›ˆ\;‡ÂÄ;ÎÅ∏\

;ÏË…]îb;Ï÷‚Ÿ;wfi∏;f÷�dNK;ÍÖ|^;◊⁄¡;‹ÊÁ.;
∫Â;fl“Á;%;‡_—;f÷�’\;1i¬Á;ÎÅ∏\;‰É·;ÿ˜|;◊Ëqâi’\;À÷Ÿ;ÿ]⁄“ià\;‹Å¡;Ï’]t. ;

o ; ÿ˜|; f÷�’\; ‹ÅŒŸ; ◊eÕ; flŸ; ]·Ô] Ëià\; #; 9’\; kˆ]⁄“iàˆ\; Ï¬p\ÖŸ; €iÁLK;;~ÁÑ]h; flŸ; ◊⁄¡; ‹]Á^

ŒhÏË’]i’\;◊⁄¡;‹]Á^;Ïâ∑;ÿ˜|;: ’\;À÷∏\;fl¡;ÖÁÖŒh;Ñ\Åêb;€iÁ;‡^;Ì÷¡;]‚¥Å.;

• ÿÂ\ÅhÂ;ÎÄÊp;k\Ä]‚å;Ì÷¡;Ï÷ê]¢\;3≈;ÏË÷,\;ÏËëË}çi’\Â;ÏË÷⁄¬∏\;Àå\Ê“’\;Ï’]t;∫:;
o ;Àå\Ê“’\; ◊Ëqâh; f÷ö; sÇÊ⁄fi’; �]Œeö; ÏËëË}çi’\Â; ÏË÷⁄¬∏\; Àå\Ê“’\; ◊Ëqâh; f÷ö; ‹ÅŒÁ

ÄÖ’\;€iÁÂ;GÏËëË}çi’\Â;ÏË÷⁄¬∏\;;ÿ]eŒià\;#;ÅÕ;„›_d;f÷�’\;‹ÅŒŸ;Ì÷¡z’\ Application ;Ïâ∑;ÿ˜|

◊⁄¡;‹]Á^. ;
o ;ÎÑ\Ä¸\;ÏŒ…\ÊŸ;Ì÷¡;ÿÊë¢\;Å¬d;Àå]“’\;√Ëfiëh;∫;Ï÷|\Å’\;‹]£\;Ä\Ê∏\;Ä\3ià]d;f÷�’\;‹ÅŒŸ;‹ái÷Á

;ÏŒ�fi∏\; √›]ëŸ; Ï’]t; ∫; ”’É—Â; G�]Ë÷•; ]‚\Öå; ÅË Á; ]Ÿ; €ÁÅŒh; Â^; ÏËe�’\; k]Ÿá÷iâ⁄÷’; ÏÁá—Ö∏\
ÎÖ¢\;]‚\Öå;Â^;Àå]“’\;√Ëfiëh;∫;Ï÷|\Å’\;‹]£\;Ä\Ê∏\;Ä\3ià\;ÅË Á;]Ÿ;€ÁÅŒid;f÷�’\;‹ÅŒŸ;‹ái÷Á;U

�]Ë÷•.;
o ;ÿ˜|;;ÏË÷⁄¬∏\Â;ÏËëË}çi’\;Àå\Ê“’\;ÎÑ\Ä¸;„pÊi’]d;f÷�’\;‹ÅŒŸ;‹ái÷ÁMK;;ÄÑ;~ÁÑ]h;flŸ;◊⁄¡;‹ÊÁ

z’\;;ÿÊeŒd;ÏËe�’\;k]Ÿá÷iâ⁄÷’;ÏÁá—Ö∏\;ÎÑ\Ä¸\ Application €iÁÂ;G‹ÅŒ∏\;È’]i’\: 
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  ;ÿ\;ÿ˜|;”’ÇÂ;;√Ëfiëi’\;‡]“±;Ïê]£\;ÏËfi ’\;k]ö\2åˆ]d;√fië∏\;‹\ái’\;flŸ;Å—_i’\MK;;‹ÊÁ
;‹ÅŒŸ; Ïö]t\; €iÁÂ; GÏË÷⁄¬∏\Â; ÏËëË}çi’\; Àå\Ê“’\; ÎÑ\Ä¸; √fië∏\; „pÊh; ~ÁÑ]h; flŸ; ◊⁄¡
;ÏËfi ’\; k]ö\2åˆ\; ÿ]⁄“ià]d; ‹ÊŒÁ; ‡^; Ì÷¡; GÏdÊ÷�∏\; ÏËuËuëi’\; k\Ô\Öp¸]d; f÷�’\

±; Ïê]£\; Åú; √Ëfiëi’\; ‡]“ÌëÕ^;LMK;; z’\; Ô]‚i›\; Ï’]t; ∫Â; G◊⁄¡; ‹ÊÁLMK;;‡ÂÄ; ◊⁄¡; ‹ÊÁ
;ÏË…]îb;Ï÷‚Ÿ;wfi∏;f÷�d;‹ÅŒi’\;√fië⁄÷’;œ´;GÏËuËuëi’\;k\Ô\Öpˆ\;flŸ;Ô]‚i›ˆ\OK;;◊⁄¡;‹ÊÁ

√fië∏\;fl¡;:…;ÖÁÖŒh;Ñ\Åê\;]·Å¬d;€iÁ;GÍÖ|^. 
  s]i›cd; √fië∏\; ‹ÊŒÁ Pilot Batch çi’\; ‰É·; ÿÂ\Åh; €iÁ; ˆ^; Ì÷¡;�]Œ÷�Ÿ; Ì÷,\; –Êâ’]d; Ï÷Ë∆

]‚Ë÷¡;ÏdÊ÷�∏\;k]à\ÑÅ’\Â;◊Ëqâi’\;k\Ô\Öpb;ÿ]⁄“ià\;€iÁÂ.;
o ÏËeÁÖqi’\; Ï÷Ë∆çi’\; flŸ; È’ÅËë’\; éËi i’\; œÁÖö; fl¡; k]fiË¡; fuà; €iÁ Pilot Batch ;◊Ë÷ui÷’

;Ì÷¡; �]ÁÊi•; ÏÒË‚÷’; ◊Ë÷ui’\; À÷Ÿ; €ÁÅŒid; ◊Ëqâi’\; f’]ö; ‹ái÷ÁÂ; GÏÁÖë∏\; Ô\ÂÅ’\; ÏÒË·; ◊Ÿ]¬±
k\Åfiiâ∏\;;◊Ë÷ui’\;ÏqËi›;Ñ\Åêcd;ÏÁÖë∏\;Ô\ÂÅ’\;ÏÒË·;◊Ÿ]¬Ÿ;‹ái÷hÂ;G◊Ë÷ui’\;À÷∏;ÏdÊ÷�∏\;k]Œ…Ö∏\Â

;ÿ˜|NK;;�̃ Ÿ]—;◊Ë÷ui’\;À÷Ÿ;Ô] Ëià\;~ÁÑ]h;flŸ;◊⁄¡;‹ÊÁ.;
o ;k]Ÿá÷iâ⁄÷’;ÏÁá—Ö∏\;ÎÑ\Ä¸\;ÄÑ;~ÁÑ]h;flŸ;‹]¡; ÿ˜|;◊Ëqâi’\;À÷Ÿ; €ÁÅŒid;◊Ëqâi’\;f’]ö;‹ái÷Á

z’\; Ì÷¡; ÏËe�’\ Application ;ÏË÷⁄¬∏\; Àå\Ê“’\; ◊Ëqâid; Ïê]£\; k\Åfiiâ∏\; Ï⁄]Œ’; �]Œeö
;;∞\; Ï…]î¸]d; ÏÁÖë∏\; Ô\ÂÅ’\; ÏÒË·; flŸ; ÎÑÄ]ë’\; ◊Ë÷ui’\; ÏŒd]�Ÿ; Ïfi⁄ïiŸ; ÏË÷,\; ÏËëË}çi’\Â

√fië∏]d;ì]£\;: ’\;ÖÁÖŒi’\ . ;
o ´; ÏdÊ÷�∏\; ÏËà]à¯\; k\Åfiiâ⁄÷’; f÷�’\; Ô] Ëià\; Ï’]t; ∫Â; Gÿ]eŒiàˆ\; €âÕ; flŸ; À÷∏\; íu…; €iÁ;ÿÊ

;ÿ˜|;€ËËŒi’\;flŸ;Ô]‚i›ˆ\;€iÁ;‡^;Ì÷¡;◊Ëqâi’\;€âÕ;flŸ;€ËËŒi’\Â;Ïà\ÑÅ÷’;À÷∏\MK;;ÿ]t;∫Â;◊⁄¡;‹ÊÁ
;Åú;◊Ëqâi’\;À÷Ÿ;ÿ]⁄“iàˆ;]‚d;f÷�’\;‹ÅŒŸ;Ïö]t\;€iÁ;k\Ô] Ëià\;ÄÊpÂÌëÕ^;TK;;∫;G◊⁄¡;‹ÊÁ

;f÷�d;‹ÅŒi’\;œ´;G◊Ëqâi’\;À÷Ÿ;ÿ]⁄“ià\;flŸ;Ô]‚i›ˆ\;‡ÂÄ;ÎÅ∏\;”÷h;Ô]‚i›\;Ï’]t;ÏË…]îb;Ï÷‚Ÿ;wfi∏
NK;; ÍÖ|^; ◊⁄¡; ‹ÊÁ∫Â;;%; ‡_—; f÷�’\; 1i¬Á; ; ÎÅ∏\; ”÷h; ÿ˜|; ◊Ëqâi’\; À÷Ÿ; Ô] Ëià\; ‹Å¡; Ï’]t

fl“Á.;
o ; ÿ˜|; f÷�’\; ‹ÅŒŸ; ◊eÕ; flŸ; ]·Ô] Ëià\; #; 9’\; kˆ]⁄“iàˆ\; Ï¬p\ÖŸ; €iÁLK;;~ÁÑ]h; flŸ; ◊⁄¡; ‹]Á^

◊⁄¡;‹]Á^;Ïâ∑;ÿ˜|;: ’\;À÷∏\;fl¡;ÖÁÖŒh;Ñ\Åêb;€iÁ;‡^;Ì÷¡;]‚¥ÅŒh. ;

gI ÏËŒÁÊâi’\;Ïë|Ö’\;Ñ\Åê\U;
; Àå]“’]d; Ïê]£\; ÏËfi ’\; ÖÁÑ]Œi’\; ôÖ¡; €iÁÌ÷¡;; ÏËe�’\; k]Ÿá÷iâ∏]d; Ïê]£\; ÏËfi ’\; Ïfiq÷’\Àå\Ê“’\Â;

;ÎÅ∏; ;ÏÁÑ]à;Àå]“÷’;ÏËŒÁÊâh;Ïë|Ñ;Ñ\Åêb;€iÁ; ;Ïfiq÷’\;ÏŒ…\ÊŸ;Ï’]t;Ì…Â;€ËËŒi÷’;ÏËëË}çi’\Â;ÏË÷⁄¬∏\P;
;ÿÂ^;◊Ë÷uid;k]—Öç’\;‹ái÷hÂ;Gk\Êfià;€iÁ;ˆÂ;GÏËŒÁÊâi’\;Ïë|Ö’\;ÑÂÅê;Å¬d;ÎÄÑÊiâŸ;Â^;ÏqifiŸ;k˜Ë∆çh;o˜l

◊Ë÷ui’\;ÏŒd]�Ÿ;ÏqËi›;ÑÂÅê;Å¬d;ˆb;Ï÷Ë∆çi’\;fl¡;s\Ö…ˆ\.  ;

kI ÏËŒÁÊâi’\;Ïë|Ö’\;ÅÁÅûU;
• Á; ◊—; Àå\Ê“’\; ◊Ëqâh; ÎÄ]¡b; €iP;;ÏËe�’\; k]Ÿá÷iâ⁄÷’; ÏÁá—Ö∏\; ÎÑ\Ä¸\; ∞b; ‹ÅŒÁ̌; f÷ö; Ì÷¡; �Ô]fid; k\Êfià

;z’\;ÿ˜|;”’ÇÂQ;ÏËŒÁÊâi’\;Ïë|Ö’\;ÏËt˜ê;flŸ;Î3|ˆ\;ÑÊ‚å 
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• œÁÊâi’\; ~ÁÑ]h; í}÷Ÿ; fl⁄ïiÁ; ÍÉ’\Â; ◊Ëqâi’\; ÎÄ]¡\; À÷Ÿ; €ÁÅŒid; f÷�’\; ‹ÅŒŸ; ‹ái÷Á Summary of 
marketing History.;

• ;Ì…Â;GÏËe�’\;k]Ÿá÷iâ∏\;◊Ëqâid;Ïê]£\;Ïfiq÷’\;Ì÷¡;ôÖ¬’\;€iÁ;Àå]“’\;Ì÷¡;3∆iŸ;ÄÊpÂ;‹Å¡;Ï’]t;∫

\;Ïfiq÷’\;ÏŒ…\ÊŸ;Ï’]tÏËŒÁÊâi’\;Ïë|Ö’\;Ñ\Åêb;€iÁ;ÏËe�’\;k]Ÿá÷iâ∏\;◊Ëqâid;Ïê]£.;

• ;�]Œeö; ÏËe�’\; k]Ÿá÷iâ⁄÷’; ÏÁá—Ö∏\; ÎÑ\Ä¸\; ◊eÕ; flŸ; „⁄ËËŒh; €iÁ; Àå]“’\; Ì÷¡; 3∆iŸ; ÄÊpÂ; Ï’]t; ∫
;Ï’]t; Ì…Â; ÏËe�’\; k]Ÿá÷iâ∏\; ◊Ëqâid; Ïê]£\; Ïfiq÷’\; Ì÷¡; ôÖ¬’\; €l; 3∆i∏\; ƒÊ›; fât; Ï¬ei∏\; k\Ô\Öp˝’

Ïfiq÷’\;ÏŒ…\ÊŸ;ÏËŒÁÊâi’\;Ïë|Ö’\;Ñ\Åêb;€iÁ.;

• ;Ïë|Ö’\; ÏËt˜ê; ÎÅŸ; Ô]‚i›\; ~ÁÑ]h; flŸ; ‹]¡; ÿ˜|; ◊Ëqâi’\; ÎÄ]¡b; k\Ô\Öp\; Ô]‚›cd; f÷�’\; ‹ÅŒŸ; ‹ái÷Á
;ÎÄ]¡¸; È]‚fi’\; À÷∏\; k]e÷�iŸ; Ô] Ëià\; ‹Å¡Â; ÎÅ∏\; ‰É·; Ô]‚i›\; Åfi¡Â; G„’˜|; ÿÂ\Åi’]d; „’; w⁄âÁÂ; GÏËŒÁÊâi’\

˜’; ÏË…]îb; Ö‚å^; Ïià; Àå]“’\; wfi¥; ◊Ëqâi’\;√Ÿ; ◊Ëqâi’\; ÎÄ]¡¸; È]‚fi’\; À÷∏\; k]e÷�iŸ; Ô] Ëià\; flŸ; Ô]‚i›
;Ïiâ’\;ÿ˜|;◊Ëqâi’\;ÎÄ]¡¸;È]‚fi’\;À÷∏\;k]e÷�iŸ;Ô] Ëià\;‹Å¡;Ï’]t;Ì…Â;G‹á÷iâ∏\;Ä\3ià\;Â^;s]i›b;Ã]ŒÁb

fl“Á;%;‡_—;f÷�’\;1i¬Á;ÏË…]î¸\;Ö‚å^. ;

oI {]⁄â÷’;ÏËëË}çi’\Â;ÏË÷⁄¬∏\;Àå\Ê“÷’;ÏÁÄ\3ià\;ÏŒ…\ÊŸ;Ñ\Åêb;]6Â\Åid: ;

• h;8fip^;√fiëŸ;◊“’;]·Ä\3ià]d;f÷�’\;‹ÅŒŸ;‹ÊŒÁ;9’\;Ã]fiê˘’;k]Ë⁄—;‡ÂÅd;ÏÁÊfià;ÏÁÄ\3ià\;ÏŒ…\ÊŸ;ÑÅë

ÓÅt;È÷¡. 

• ;ÏŒ…\Ê∏\; ‡]ÁÖà; ÎÅŸ; ÿ˜|; CÏÁÑ]â’\; 3≈; Â^; ÏË‚ifi∏\; k\Ä]‚ç÷’D; ÎÄÅ-\; k\Ä]‚ç’\; €ÁÅŒid; f÷�’\; ‹ÅŒŸ; ‹ái÷Á

]‚d;◊⁄¬’\;Ñ\Ö⁄iàˆ;ÏÁÊfiâ’\;ÏÁÄ\3iàˆ\. ;

• ÓÅt;È÷¡;ÎÑÊh]…;◊—;fl¡;�\ÜÖ•;s\Ö…¸\;€iÁ. 

• ;ÏŒ…\Ê±;ÏpÑÅŸ;3≈; Ã]fiê¯;”’Ç;f÷ö;Ï’]t;∫;ÓÅt;È÷¡;ÎÑÊh]…;◊“’;ÏÁÄ\3ià\;ÏŒ…\ÊŸ;ÑÂÅëd;w⁄âÁ

ÏÁÊfiâ’\;Ä\3iàˆ\.;

٤. \ÏŸ]¡;k]ö\2åU;
;]±;f÷�’\;‹ÅŒŸ;‹ái÷ÁÈ÷Á: 

• ;€ÕÑÂ;ÏËt˜ë’\;Ô]‚i›\;~ÁÑ]hÂ;„›\Êfi¡Â;√fië∏\;€à\;Ï¡]eö;∫Â;GÏËpÑ]£\;ÎÊe¬’\;Ì÷¡;◊Ëqâi’\;€ÕÑÂ;Ï÷Ë∆çi’\
;€ÕÑÂ;ÏËt˜ë’\;Ô]‚i›\;~ÁÑ]hÂ;_çfi∏\;Å÷dÂ;È›Ê›]Œ’\;√fië∏\;€à\;Ïd]i“d;‹\ái’ˆ\;€iÁ;ÎÄÑÊiâ∏\;Àå\Ê“’\;Ï’]t

◊Ëqâi’\;€ÕÑÂ;Ï÷Ë∆çi’\.;

• ;k]Ÿá÷iâ⁄÷’;ÏÁá—Ö∏\;ÎÑ\Ä¸\;ÏŒ…\ÊŸ;Ì÷¡;ÿÊë¢\;Å¬d;ˆb;Àå]“’\;∫;3Ë∆h;Í^;o\Åtb;‹Å¡;�]Œeö;ÏËe�’\

ÏËŒÁÊâi’\;Ïë|Ö’\;Ì∆÷ȟ;ˆbÂ;3∆i∏\;ƒÊ›;fât;Ï¬ei∏\;k\Ô\Öp˝’.  

• z’\;◊⁄¡;#;9’\;‹]£\;ÎÄ]∏\;ÑÅëŸ;ä fid;s]i›¸\ PILOT Batch  ;”’ÇÂ;]‚Ë÷¡;ÏdÊ÷�∏\;k]à\ÑÅ’\;√Ëµ;jÁÖp^Â;]‚d
; Å¬d; ˆ\; Ï’]¬ ’\; ‹]£\; Ä\Ê∏\; ÑÄ]ëŸ; 3Ë∆h; €iÁ; ˆÂ; I�]Ë÷•; Ï¬fië�∏\; Àå\Ê“÷’;ÎÑ\Ä¸\; ÏŒ…\ÊŸ; Ì÷¡; ÿÊë¢\

ÏËŒÁÊâi’\;Ïë|Ö’\;Ì∆÷ȟ;ˆbÂ;GÄÑÊ∏\;€ËËŒh;ÎÄ]¡¸;ÏËe�’\;k]Ÿá÷iâ⁄÷’;ÏÁá—Ö∏\. 
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• ÿ\;œËe�h recall system. 

• ;ÏŒ…\ÊŸ; Ì÷¡; ÿÊëu÷’; ÎÄÑÊiâŸ; ÏËëË}çi’\Â; ÏË÷⁄¬∏\; Àå\Ê“’\; Ä\3ià]d; Ïê]£\; k\Åfiiâ∏\; €ÁÅŒh

ÏÁÄ\3ià\. 

• ;œeâÁ;%;9’\;Ã]fiê˘’;Ïeâfi’]d;]6Â\ÅhH;;ÎÅ∏;;]6Â\Åid;w⁄âÁQ;;ÿÊë¢\;‡ÂÅd;ÑÊ‚åÌ÷¡;;ÏËŒÁÊâi’\;Ïë|Ö’\
Ì÷¡;;ÿÊëu÷’;‹ÅŒi’\;€iÁ;‡^Ì÷¡;;z’\;ÎÅŸ;;ÏÁ]‚›;◊eÕ;ÏËŒÁÊâi’\;Ïë|Ö’\Q;;ÏŒ…\ÊŸ;ÿÂ^;Ñ\Åêb;~ÁÑ]h;flŸ;ÑÊ‚å

ÿ\Êt¯\;fâú;È÷,\;rifi⁄÷’;Ï÷Ë∆çh;ÿÂ^;s]i›b;~ÁÑ]h;Â^;ÄÑÊiâ∏\;rifi⁄÷’;ÏÁÄ\3ià\. 

• ŒŸ;‹ái÷ÁÏË›ÊŸ_∏\;k]e÷�iŸ;œËe�id;f÷�’\;‹Å. 

• z’\;Ï¡]e�d;√›]ë∏\;‹ái÷h QR code  ;ÏÁÖë∏\;Ô\ÂÅ’\;ÏÒË·;»˜dcd;ì]£\;È›Â2“Ë’\;ªd\Ö’\;wîÊÁ;ÍÉ’\Â;È’]i’\

ÎÄÊ°\;Â^;‹\Å}iàˆ]d;ÏÕ˜¡;]6;k˜“çŸ;Â^;ØŸÅ}iâ⁄÷’;Â^;ÌîÖ⁄÷’;k˜“çŸ;Í^;oÂÅt;fl¡. 

;
 

 

٥. k]Œu÷ŸU;
• ;;ÏËëË}çi’\Â;ÏË÷⁄¬∏\;Àå\Ê“’\;◊Ëqâh;f÷ö;sÇÊ≥;Appendix I 
• ;ÏËëË}çi’\;Àå\Ê“’\;◊Ëqâid;Ïê]£\;k\Åfiiâ∏\;Ï⁄]ÕÏË÷⁄¬∏\Â;;√fië’\;ÏË÷•

;Ï÷ê]t;3∆’\ÂÌ÷¡;;ÏË∏]¡;ÎÄÊp;k\Ä]‚å;
Appendix II 

• ;D;: ’\;À÷∏\;◊Ëê] htechnical documentation;;;ÀËfiëi÷’;=]Œeö;C;Appendix III 
• ;ÏËëË}çi’\;Àå\Ê“’\;◊Ëqâid;Ïê]£\;k\Åfiiâ∏\;Ï⁄]ÕÏË÷⁄¬∏\Â;;ÎÄÑÊiâŸÏË÷,\Â;

;Ï÷ê]¢\Ì÷¡;ÏË∏]¡;ÎÄÊp;k\Ä]‚å;
Appendix IV 

• ;ÏËëË}çi’\;Àå\Ê“’\;Ä\3ià]d;Ïê]£\;k\Åfiiâ∏\;Ï⁄]ÕÏË÷⁄¬∏\Â;IÎÄÑÊiâŸ;Appendix V 
• IÏËëË}çi’\Â;ÏË÷⁄¬∏\;Àå\Ê“’\;√fiëŸ;∫;]·Ö…\Êh;fp\Ê’\;ÏËfi ’\;k]ö\2åˆ\;Appendix VI 
• ;ÎÄ]¡b;f÷ö;sÇÊ≥ÏËëË}çi’\Â;ÏË÷⁄¬∏\;Àå\Ê“’\;◊Ëqâh;Appendix VII 
• Â;ÏËëË}çi’\;Àå\Ê“’]d;Ïê]£\;ÏË›ÊŸ_∏\;k]e÷�iŸ\ÏË÷⁄¬∏;Appendix VIII 
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Appendix I 
Application of the IVD registration 

 

Type of application: Local / imported  

Applicant name;U  

Applicant name Address;U  

Applicant name Email address;U  

Applicant name Telephone;U  

Trade name;U  

Description;U  

The intended use /IndicationU  

Legal manufacturer name:   

Manufacturing site name: multiple   

Manufacturing site address:  

Country of origin: multiple  
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Appendix II 
Check list of the locally manufactured in vitro diagnostics registration does not have any 

international quality certificate 
;◊Ëqâi’\;f’]�d;Ïê]|;k\ÅfiiâŸ;U�̂ Â\U 

 
1 I◊Ëqâi’\;À÷Ÿ;ÓÊiu±;Ï⁄ÕÖŸ;Ï⁄]Õ 
2 ;Ik]ŸÅ£\;◊d]Œ±;ì]£\;√…Å’\;ÿ]ëÁ\ 
3 IÎÑ\Äˆ\;◊eÕ;flŸ;fl÷¬∏\;sÇÊ⁄fi÷’;]Œ…Â;Ï—Öç’\;ÖÁÅŸ;flŸ;√ÕÊŸÂ;‹Êi¶;f÷�’\;‹ÅŒŸ;flŸ;È4Ñ;f÷ö 
4 ;Å‚¬h;√fië∏\;IÏË›ÊŸ_∏\;k]Ë’`;œËe�id;‹\ái’ˆ]d 
5 ;ÿÊÒâ∏\;í}ç’]d;√ËÕÊi’\;fl¡;È“fie’\;œÁÅëi’\;√Ÿ;ÎÑ\Äˆ\;ä÷§;äËÑ;flŸ;Å⁄i¬Ÿ;√fië∏\;flŸ;ÑÄ]ê;óÁÊ i’\;◊ê^

;ÏËe�’\;k]Ÿá÷iâ⁄÷’;ÏÁá—Ö∏\;ÎÑ\Ä¸\;;√Ÿ;◊Ÿ]¬i’\;fl¡ 
6 Ë÷,\;√›]zzë∏\UÏ;

• ;IÍÑ]qi’\;◊qâ’\ 
• ;;IÏËeÁÖî;ÏÕ]�e’\ 
• ;IÏË¡]fië’\;ÏË⁄fii÷’;ÏŸ]¬’\;ÏÒË6\;flŸ;ÎÑÄ]ê;◊Ë∆çi’\;Ïë|Ñ 

UÎÖ¢\;ÏŒ�fi∏\;√›]ëŸ 
• ;IÍÑ]qi’\;◊qâ’\ 
• ;;IÏËeÁÖî;ÏÕ]�e’\ 
• IÎÖ¢\;œö]fi∏\;‹]æfid;º]çfi’\;Ï’Â\á±;ÎÖ¢\;œö]fi∏\Â;Ñ]⁄mià˜’;ÏŸ]¬’\;ÏÒË6\;flŸ;ÑÄ]ë’\;íË|2’\ 

 

;: ’\;À÷∏\;U�]Ë›]l(Technical documentation) ;U;
1. Administration;U 

1. Name of manufacturer 
2. Address of manufacturer 
3. Address of any associated manufacturing sites 
4. Statement of legal liability 
5. License of manufacturing no. (attachment) 
6. Name of authorized person 
7. Authorized person Delegation Letter (attachment) 
8. Name of contact person 
9. Tel 
10. Fax 
11. E- mail 
12. Web address 
13. 13485:2016, and CE certificate according to IVD, or IVDR If present (attachment) 
14. Declaration of conformity /or letter of declaration according to the adopted regulation 

(attachment) 
N.B: the adopted regulation to be one of the GHTF member 
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2. Device description 
- Name of the device. 
- Brand name. 
- Variant: codes, references, or sizes.   
- Intended use. 
- Risk classification according to European regulations) European directive 79/98/ 

EEC). 
- Description of principle of the assay and methodology used. 
- Description of individual components included in the IVD. 
       Where applicable, the following should also be providedU  

o A description of the accessories, other IVDs and other products that are not 
medical devices which are intended to be used in combination with the IV. 

o For assays requiring instrumentation, a description of the relevant 
instrumentation characteristics or details of dedicated instrumentation to be 
used. 

o A description of any software to be used. 
o A complete list of any configurations or variants of the IVD, other than kit size, 

that will be made available. 
3. Device history (Transitional State only)U ÿ]⁄¡¯\;ÏŒd]à 

- A summary of the product history in domestic market and any other countries 
(attachment). 

- A list of countries or regulatory jurisdictions, approximate numbers of IVDs and/or 
period of time supplied, summary of any adverse events, recalls, 
corrective/preventive actions or refusal to approve for supply (attachment) 

4. Risk analysis and control summary. 
5. Design and / or manufacturing information. 
6. Clinical evidence report (if IVDR applied). 
7. Clinical summary report (if IVDR applied).  
8. Performance evaluation (Attachment). 

- diagnostic sensitivity  
- diagnostic specificity  

9. Product Validation and Verification (Attachment). 
1. Specimen type;U 

o A list of all appropriate specimen type(s) suitable for use with the IVD must be 
provided, including anticoagulants, matrices 
N.B: Analytical performance study reports should include information about the 
nature of the specimen types tested (e.g., spiked, wild type etc.) and the 
geographic location where specimens were obtained, as appropriate 

o 1Any special instructions or conditions associated with specimen collection. 
o specimen stability, appropriate storage conditions and where applicable, 

transport conditions storage includes elements such as duration, temperature 
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limits, number of freeze/thaw cycles. 
2. Accuracy: = both trueness and precision (Reproducibility and repeatability).  

o Reproducibility should include information about studies to estimate total 
variability and as appropriate, between-day, between-run, between-sites, 
between-lots, between-operators and between-instrument variability.  

o Repeatability should include information about studies to estimate total 
variability and as appropriate, within-run variability.  

o The results of testing should include samples that represent the full range of 
expected analytic concentrations within the target population. 

3. Analytical sensitivity: 
o specimen characterization and number of replicates tested at each 

concentration.  
o Calculations used to determine the assay sensitivity should be included. 

4. Analytical specificity: 
o Information relating to any studies conducted to determine the effect caused 

by potentially interfering or cross-reacting substances or agents on test results 
should be provided. 

o  Consideration should be given to both exogenous and endogenous factors 
expected to be encountered.  

5. Measuring range of assay: 
o  A summary of the studies conducted to define the assay measuring range 

should be included for both linear and non-linear systems. 
o Information provided should describe the lower limit of detection and how this 

was determined (e.g., preparation of dilutions, standards, number of replicates) 
and include an investigation into any potential effects of Prozone or high-dose 
hook effect, if applicable 

6. Traceability of calibrator and controls: 
o Information summarizing the traceability of calibrators and trueness control 

materials should be provided, if applicable. 
o  Methods used to determine traceability to reference material of a higher 

order, acceptance criteria, and the assignment and validation of values should 
be included. 

7. Determination of assay cut-off: 
o A summary of the process used to establish the assay cut-off should be 

provided. 
o  Information provided should be based on the population studied, method(s) 

used to establish the true status and any statistical methods used to generate 
results e.g., ROC curve.  
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8. Verification and validation of instrumentation/software: 
The study report should include a summary of performance testing undertaken 
conducted in a valid end-user environment 

9. Stability study.  
10. Labeling:  

- Inner and outer labels  
- Instructions for Use 
- Advertising material (e.g., brochures, web-pages, published advertisements, etc.), 

where available. 
11. Manufacturing process and control  

Bill of materials, and components 
o Certificates of compliances of materials and components from the supplier 
o Manufacturer inspection and testing  
o Approved suppliers list and supplier evaluation criteria  

12. In process inspection and testing 
13. Finished product assembly and testing reports 
14. Product release process and statement of compliance 
15. Manufacturer testing reports 
16. Commitment to follow up with medical device PMS. 
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Appendix III 
Technical documentation details according to the classification 

 General 
IVD Self-testing List A List B 

1- Administration  Applied for all classes 
• Name of manufacturer     
• Address of manufacturer     
• Address of any associated 

manufacturing sites 
    

• Statement of legal liability     
• License of manufacturing no. 

(attachment)  
    

• Name of authorized person 
• Authorized person Delegation 

Letter (attachment)  

    

• Name of contact person     
• Tel     
• Fax     
• E- mail     
• Web address     
• 13485:2016, and CE 

certificate according to 
IVD, or IVDR If present 
(attachment) 

    

• Declaration of conformity / letter 
of declaration according to the 
adopted regulation (attachment)  

• N.B: the adopted regulation to 
be one of the GHTF member  

    

2-Device description Applied for all classes 
• Name of the device     
• Brand name     
• Codes     
• Intended use     
• Risk classification according to 

European regulation. 
    

• Description of principle of the 
assay and methodology used 

    

• Description of individual 
components included in the IVD 

    

• Where applicable, the following 
should also be provided 
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 General 
IVD Self-testing List A List B 

• A description of the accessories, 
other IVDs and other products 
that are not medical devices 
which are intended to be used in 
combination with the IV 

    

• For assays requiring 
instrumentation, a description of 
the relevant instrumentation 
characteristics or details of 
dedicated instrumentation to be 
used 

    

• A description of any software to 
be used 

    

• A complete list of any 
configurations or variants of the 
IVD, other than kit size, that will 
be made available. 

    

3-Device history (Transitional State 
only)  

Applied for all classes 
 

4-Risk analysis and control summary Summary  Summary  Summary  detailed report 
5-Design information Summary description of 

the design 
aspects that 
make it suitable 
for lay person 
use 

 detailed 
information on 
material 
specifications 
would be 
provided. 

6-manufacturing information summary summary summary Summary 
7-Clinical evidence report (if IVDR 
applied) 

   Detailed  

8-Clinical summary report (if IVDR 
applied)  

   Detailed 

9-Performance evaluation  
Diagnostic sensitivity  
Diagnostic specificity  

Summary  Summary  Detailed  Detailed  

10-Product Validation and Verification 
(Attachment) 

    

1.Specimen type Summary  Summary  Summary  Detailed  
2.Accuracy   Summary  Summary  Detailed  Detailed  
3.Analytical sensitivity  Summary  Summary  Detailed  Detailed  
4.Analytical specificity  Summary  Summary  Detailed  Detailed  
5.Measuring range of assay  Summary  Summary  Detailed  Detailed  
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 General 
IVD Self-testing List A List B 

6.Traceability of calibrator and 
controls 

Summary  Summary  Summary Detailed  

7.Determination of assay cut-off  Summary  Summary  Detailed Detailed  
8.Verification and validation of 
instrumentation/software  

    

9.Stability study   Summary  Summary  Detailed Detailed  
 10.Labeling  Applied for all classes 

 
11.Manufacturing process and control  Applied for all classes 
12.In process inspection and testing Applied for all classes 

 13. Finished product assembly and 
testing reports 
 14.Product release process and 
statement of compliance 
15.Manufacturer testing reports 
16.Commitment to follow up with 
medical device Post-Market Surveillance 
(PMS). 
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Appendix IV 
Check list of the imported IVD registration & Local IVD have and international Quality 

Certificate 
^;◊Ëqâi’\;f’]�d;Ïê]|;k\ÅfiiâŸ;U�̂ Â: 

1 I◊Ëqâi’\;À÷Ÿ;ÓÊiu±;Ï⁄ÕÖŸ;Ï⁄]Õ 
2 d;ì]£\;√…Å’\;ÿ]ëÁ\Ä\Åâ;;Ik]ŸÅ£\;◊d]ŒŸ 
3 IÎÑ\Äˆ\;◊eÕ;flŸ;fl÷¬∏\;sÇÊ⁄fi÷’;]Œ…Â;ÖÁÅ∏\;flŸ;√ÕÊŸÂ;‹Êi¶;f÷�’\;‹ÅŒŸ;flŸ;È4Ñ;f÷ö 
4 ;;IÏË›ÊŸ_∏\;k]Ë’`;œËe�id;‹\ái’ˆ]d;f÷�’\;‹ÅŒŸ;Å‚¬h 
5 ;√ËÕÊi’\;fl¡;È“fie’\;œÁÅëi’\;√Ÿ;ÎÑ\Äˆ\;ä÷§;äËÑ;flŸ;Å⁄i¬Ÿ;f÷�’\;‹ÅŒŸ;flŸ;ÑÄ]ê;óÁÊ i’\;◊ê^;ÿÊÒâ∏\;í}ç’]d

IÀå]“÷’;ÏËŒÁÊâi’\;Ïë|Ö’\;‹˜ià\Â;ÏËe�’\;k]Ÿá÷iâ⁄÷’;ÏÁá—Ö∏\;ÎÑ\Ä¸\;√Ÿ;◊Ÿ]¬i’\;fl¡ 
6 UÈhˆ\;f÷�Á;k]zzzzzzzzzz—Öç÷’ 

• IÄÑÊ∏\Â;√fië∏\;Ød;ÏÕ˜¬’\;g]�|;Ì÷¡;Ô]fid;Ï¡ÜÊ∏\;Ï—Öç’\;€à\;Â^;Ï¬fië∏\;Ï—Öç’\;€à\;„d;ÅËŒ’\;íË|Öh 
• ;Â\;√ÁÜÊi’\;ÅŒ¡I;CœlÊŸD;~ÁÑ]i’\;ÍÑ]à;ÎÖå]eŸ;8fipˆ\;ÄÑÊ∏\;√Ÿ;Ï’]—Ê’\ 
• I; ÅpÂ; \Çb; 8fip¯\; ÄÑÊ∏\; Â\; ƒÜÊ∏\; √Ÿ; 8fip¯\; √fië∏\; ÏÕ˜¡Ì÷¡;;Ï—Öç’\; ÏËŒt^; Ì÷¡; Ït\Öê; ífi’\; fl⁄ïiÁ; ‡^

ICÏŒlÊŸD;√fië∏\;fl¡;Ïd]Ë›;ÏËpÑ]£\;kˆ]—Ê’\Â;ÄÊŒ¬’\;‹\Ödb;∫;ÏËefipˆ\;ÎÄÑÊ∏\;Â^;Ï¡ÜÊ∏\ 
• h; ‹Å¡; Ï’]t; ∫Â;Ï—Öç’\; óÁÊ i’; œlÊŸ; g]�|; €ÁÅŒid; f÷�’\; ‹ÅŒŸ; ‹á÷iÁ; ◊Ëqâi’\; k\Ô\Öpb; Ô]fil\; ÅŒ¬’\; Ö…Ê

UflŸ;ÑÄ]ê;‹á÷iâ⁄÷’;ÍÑ]qi’\;€àˆ\;◊⁄çÁ;‹á÷iâ∏\;€à\;„d;ÑÊ—ÉŸ;◊Ëqâi’]d;ÎÄÑÊiâ∏\ 
• IÏŒlÊŸ;ÏÕ˜¡;fpÊ±;È›Ê›]Œ’\;√fië∏\;„îÊ Á;flŸ;Â^;È›Ê›]Œ’\;√fië∏\ 
• fpÊ±;„îÊ h;flŸ;Â^;‹¯\;Ï—Öç’\;flŸ;Â^;;Ï’ÊÒâ∏\;Ï‚°\Â;È›Ê›]Œ’\;√fië∏\Â;‹¯\;Ï—Öç’\;wîÊhD;ÏŒlÊŸ;ÏÕ˜¡

IC€‚fiŸ;˜“’;‡\Êfi¬’\Â;€àˆ\;wËîÊh;√Ÿ;◊Ëqâi’\;óÁÊ h;Ñ\Åêb;fl¡ 
UÏË⁄÷¬’\;fh]“⁄÷’ 

• ;;;;;È⁄÷¡;fi“Ÿ;Ïë|Ñ 
• ;îÊÁ;CœlÊŸD;g]�|IÏËefip¯\;Ï—Öç’\;ƒÂÖ…;Ød;ÏÕ˜¬’\;w 

;È⁄÷¬’\;fi“∏]d;Ïê]£\;‹ˆ\;Ï—Öç’\;ƒÂÖ…;Åt^;jâË’;k]—Öå;s]i›\;flŸ;ÏËeö;k]Ÿá÷iâŸ;◊qâh;9’\;ÏË⁄÷¬’\;fh]“∏\
;UÈhˆ\;€ÁÅŒh;‹á÷Á̌ 

• IÖëŸ;∫;]6;◊Ëqâi’]d;È⁄÷¬’\;fi“∏\;ôÊ Á;ÏËe�’\;k]Ÿá÷iâ⁄÷’;È›Ê›]Œ’\;√fië∏\;flŸ;ÑÄ]ê;œlÊŸ;g]�| 
• ÷¬’\; fi“⁄÷’; ‹ˆ\; Ï—Öç’\; flŸ; ÑÄ]ê; œlÊŸ; g]�|;Ï“’]∏\; Ï—Öç’\; ‹]ËÕ; ∫; ]‚i¬›]π; ‹Å¬d; ÅË Á; È⁄

IÖëŸ;∫;]‚h]Ÿá÷iâŸ;◊Ëqâid;È⁄÷¬’\;fi“∏\;óÁÊ id;ÏËe�’\;k]Ÿá÷iâ⁄÷’ 
UÿÂ\ÅhÂ;ÎÄÊp;ÎÄ]‚å;Ì÷¡;◊ê]t;Àå]—;Ï’]t;∫;ÏË÷,\;√›]ë⁄÷’ 

• IÍÑ]qi’\;◊qâ’\ 
• IÏËeÁÖï’\;ÏÕ]�e’\ 
• ;ÏË⁄fii÷’;ÏŸ]¬’\;ÏÒË6\;flŸ;ÎÑÄ]ê;◊Ë∆çi’\;Ïë|ÑIÏË¡]fië’\ 

ÎÖ¢\;ÏŒ�fi∏\;√›]ëŸ UÿÂ\ÅhÂ;ÎÄÊp;ÎÄ]‚å;Ì÷¡;◊ê]t;Àå]—;Ï’]t;∫ 
• IÍÑ]qi’\;◊qâ’\ 
• IÏËeÁÖï’\;ÏÕ]�e’\ 
• IÎÖ¢\;œö]fi∏\;‹]æfid;º]çfi’\;Ï’Â\á±;ÎÖ¢\;œö]fi∏\Â;Ñ]⁄mià˜’;ÏŸ]¬’\;ÏÒË6\;flŸ;ÑÄ]ë’\;íË|2’\ 

;
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;CÀå\Ê“’\D;rifi∏]d;Ïê]£\;ÎÄÊ°\Â;ÿÂ\Åi’\;k\Ä]‚å;U�]Ë›]lU;
۱. ;ÿ\;∫;Ï¬ei∏\;Å¡\ÊŒ’\;Ì÷¡;Ô]fidEuropean community;;∫;‰Ö—Ç;#;]∏;�\Ä]fiià\IVD Directive 

98/79/EEC 

k\Ä]‚ç’\ Class 

۱. ; ; ÎÄ]‚åDOC;; ]‚d; ÑÊ—ÉŸIVD Directive;
IÀËfiëi’\Â 

۲. å=; ÿÂ\Åh; ÎÄ]‚FSC; Â^; _çfi∏\; Å÷d; flŸ; =;ÓÅtb
IÏË¬pÖ∏\;ÿÂÅ’\ 

General IVD 
Examples: *tests for hormones *cardiac markers 

*hematology and clinical chemistry tests 

۱. ;;ÎÄ]‚åDOC;;;]‚d;ÑÊ—ÉŸIVD 
Directive;IÀËfiëi’\Â 

۳. =;ÿÂ\Åh;ÎÄ]‚åFSC;ÓÅtb;Â^;_çfi∏\;Å÷d;flŸ;=
IÏË¬pÖ∏\;ÿÂÅ’\ 

٤. ;ÎÄ]‚åISO:13485:2016. 
٥. ;ÎÄ]‚åCE IIIIQ;I 

or;ÎÄ]‚å;CE IVI 
or;ÎÄ]‚å;;;CE V+VI 
or;ÎÄ]‚å;CE V+VII 

IVDs for self -testing 
Examples:  
*pregnancy, cholesterol home test 
* self-testing devices 
 

۱. ;;ÎÄ]‚åDOC;;;]‚d;ÑÊ—ÉŸIVD Directive;
IÀËfiëi’\Â 

۲. =;ÿÂ\Åh;ÎÄ]‚åFSC;Å÷d;flŸ;=;ÓÅtb;Â^;_çfi∏\
IÏË¬pÖ∏\;ÿÂÅ’\ 

۳. ;ÎÄ]‚åISO:13485:2016. 
٤. ;;ÎÄ]‚åCE  IVI 

or;ÎÄ]‚å;;;CE V+VI 
Or;ÎÄ]‚å;;;CE V+VII 

IVDs in Annex II List B (Moderate risk) 
 
Examples:  
Rubella, PSA, 
 Self-Test for Blood Glucose strips  
 

۱. ;;ÎÄ]‚åDOC;;;]‚d;ÑÊ—ÉŸIVD Directive;
ÀËfiëi’\Â 

۲. =;ÿÂ\Åh;ÎÄ]‚åFSC;Â^;_çfi∏\;Å÷d;flŸ;;=
ÏË¬pÖ∏\;ÿÂÅ’\;ÓÅtb 

۳. ;ÎÄ]‚åISO:13485:2016 
٤. ;;ÎÄ]‚åCE IV 

or ;ÎÄ]‚å; CE V+VII 

IVDs in Annex II List A;(High risk) 
Examples: HIV, Hepatitis, ABO Blood Grouping 
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۲. ;;∫;Ï¬ei∏\;Å¡\ÊŒ’\;Ì÷¡;Ô]fidUSA;∫;‰Ö—Ç;#;]∏;\Ä]fiià\FDA;U 
Class k\Ä]‚ç’\ 

Class I ۱- ;ÎÄ]‚åwithout GMP CFG;; 
۲- ;ÎÄ]‚åletter of declaration;;;ÀËfiëi’\;]‚d;ÑÊ—ÉŸ 
۳- Code of federal regulation  

 21 CFR 862, 21 CFR 864,21 CFR 866  
Class II, and III ۱- ;ÎÄ]‚åwith GMP CFG;; 

;ÎÄ]‚å;Â^CFG+ISO ;MKLQULNOSP  
۲- ;ÎÄ]‚åletter of declaration;;;ÀËfiëi’\;]‚d;ÑÊ—ÉŸ 
۳- Code of federal regulation  

21 CFR 862, 21 CFR 864,21 CFR 866  
 

۳. U;\Åfi—;∫;Ï¬ei∏\;Å¡\ÊŒ÷’;�]Œeö 
ÏdÊ÷�∏\;k\Åfiiâ∏\ Class 

1-Declaration letter mentions full medical device list submitted to 
the Egyptian health authority  
2-DOC acc. To Canadian regulation mention the classification   
3-Manufacturer certificate to cover export of medical devices (= 
FSC) issued from: the (HPFBI), Health Canada 
4- Medical device establishment license 

Class I 

1-Declaration letter mentions full medical device list submitted to 
the Egyptian health authority 

2-Medical device active license  
(In case Medical device active license is issued for medical device 

family, medical device group, or medical device group family) 
N.B: the declaration letter will be sent to the health Canada to 

confirm that the license covers the whole medical device list 
3-DOC acc. To Canadian regulation mention the classification  
4-Manufacturer certificate to cover export of medical devices (= 

Free sale) issued from: The Health Products and Food Branch 
Inspectorate (HPFBI), Health Canada 

5- ISO 13485:2016 

Class II, III, IV 
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: ’\;À÷∏\;U�]m’]lTechnical Documentation)   ( 
1- Administration  

1. Name of manufacturer 
2. Address of manufacturer 
3. Address of any associated manufacturing sites 
4. Statement of legal liability 
5. License of manufacturing no. (attachment)  
6. Name of authorized person 
7. Authorized person Delegation Letter (attachment)  
8. Name of contact person 
9. Tel 
10. Fax 
11. E- mail 
12. Web address 

2- Device description 
1. Name of the device 
2. Brand name 
3. Variant: codes, references, and sizes   
4. Intended use 
5. Description of individual components included in the IVD 
Where applicable, the following should also be provided 
6. A description of the accessories, other IVDs and other products that are not medical 

devices which are intended to be used in combination with the IVD 
7. For assays requiring instrumentation, a description of the relevant instrumentation 

characteristics or details of dedicated instrumentation to be used 
8. A description of any software to be used 
9. A complete list of any configurations or variants of the IVD, other than kit size, that will be 

made available. 
3- Device History (Transitional State only) ÏŒd]à;ÿ]⁄¡¯\  

1. A summary of the product history in domestic market and any other countries 
(attachment) 

2. A list of countries or regulatory jurisdictions, approximate numbers of IVDs and/or period 
of time supplied, summary of any adverse events, recalls, corrective/preventive actions or 
refusal to approve for supply (attachment) 
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4- Performance evaluation (as statement) 
- diagnostic sensitivity  
- diagnostic specificity  

5-  Labeling  
5.1 Inner and outer labels  
5.2 Instructions for Use 
5.3 Advertising material (e.g., brochures, web-pages, published advertisements, etc.), where 
available. 

6- Manufacturer testing reports of the final product 
Example of batch release certificate  

7- Commitment to follow up with medical device PMS. 
;
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Appendix V 
 

importation approvalCheck list of IVDs  
 
 Acceptance No. 
 Applicant name 
 Medical device name  
 Manufacturer name  
 Country of origin  
 

;ÏÁÄ\3iàˆ\;ÏŒ…\Ê∏\;f’]�d;Ïê]£\;k\Åfiiâ∏\;UˆÂ^U 

LH;;IÎÄÑÊiâ∏\;Ï—Öç’]d;ÿÊÒâ∏\;ÖÁÅ∏\;flŸ;‹Êi¶Â;√ÕÊŸ;ÏÁÄ\3iàˆ\;ÏŒ…\Ê∏\;Ì÷¡;ÿÊëu÷’;È4Ñ;f÷ö 

MH;;flŸ;‹Êi¶Â;√ÕÊŸ;ÏËe�’\;k]Ÿá÷iâ⁄÷’;ÏÁá—Ö∏\;ÎÑ\Ä¸\;;√Ÿ;◊Ÿ]¬i’\;fl¡;ÿÊÒâ∏\;í}ç÷’;ÎÄÑÊiâ∏\;Ï—Öç’\;óÁÊ h
;fl¡;È“fie’\;œÁÅëi’\;√Ÿ;Ï—Öç÷’;ÿÊÒâ∏\;ÖÁÅ∏\ICƒ˜ö˜’;◊ê¯\;€ÁÅŒh;f™D;I√ËÕÊi’\ 

NH;ÿ\;Ì÷¡;ÿÊë¢\;ÅË Á;]Ÿ;€ÁÅŒhuser name & password;D;ÎÄÑÊiâ∏\;Ï—Öç’]d;ì]£\e-mail;;◊eÕ;flŸ;◊àÖ∏\
ICÏË’ÅËë’\;‡ÊÒç÷’;ÏÁá—Ö∏\;ÎÑ\Ä¸]d;ÎÄÊ°\;ÎÑ\Äb 

OH;ÄÅ¡N;IÏËÅe∏\;ÎÑÊh] ’\;flŸ;ÑÊê 

PH;;z’\;ÿ]àÑ^;ÅË Á;]Ÿ;€ÁÅŒhexcel sheet;;z’\;◊àÖÁ;‡^;Ì÷¡D;ÎÑ\Ä¸\;◊eÕ;flŸ;fl÷¬∏\;sÇÊ⁄fi÷’;]Œeö;ÎÑÊh] ’\;ÄÊfied;ì]£\

excel sheet;;;ÏÁÄ\3iàˆ\;ÏŒ…\Ê∏\;ÎÑ\Äb;ì]£\;È›Â2“’¸\;ÅÁ1’\;Ì÷¡.)md.invoice@edaegyot.gov.eg( 

QH;H;;◊qà;ÅËÕ;íË|Öh;ÎÑÊêUCÏË÷⁄¬∏\Â;ÏËëË}çi’\;Àå\Ê“÷’D;Àå\Ê—;ÍÄÑÊiâŸ 

D;ÏÕ˜¬’\;g]�|;Ì÷¡;Ô]fid;Ï¬fië∏\;Ï—Öç’\;Â^;ÎÄÑÊ∏\;Ï—Öç’\;„Ë’b;Ã]ïŸICƒ˜ö˜’;◊ê¯\ 

RH;ã;ÎÑÊêLO;ICƒ˜ö˜’;◊ê¯\D;Ô˜—Ê÷’ 

SH;;œlÊ∏\;◊ê¯\D;~ÁÑ]i’\;ÍÑ]à;ÎÄÑÊ∏\;Ï—Öç’\;√Ÿ;Ï’]—Ê’\;Â^;√ÁÜÊi’\;ÅŒ¡;ÎÑÊêICƒ˜ö˜’ 

TH;;Ï—Öç’\;ÏËŒt^;fl⁄ïiÁ;CÏ—Öç’\;ä ›;äË’;]⁄‚›^;Ï’]t;∫D;ÎÄÑÊ∏\;Ï—Öç’\Â;Ï¬fië∏\;Ï—Öç’\;Ød;ÏÕ˜¡;ÎÑÊê
;ÏÁÑ]qi’\;Ï…Ö∆’\;flŸ;œlÊŸ;8fipˆ\;√fië∏\;flŸ;ÎÑÄ]ê;ªàÂ¯\;–Öç’\;Â^;ÖëŸ;∞b;ÎÄÑ\Ê’\;k]Ÿá÷iâ∏\;ÅÁÑÊh;∫;ÎÄÑÊ∏\

˜ö˜’;œlÊ∏\;◊ê¯\D;IÏÁÖë∏\;ÎÑ] â’\ÂICƒ 

-10H;Ä\3iàˆ\;‡]—;ÿ]t;∫;UôÖ∆dTrial Clinical;U 

- ;;ÏŒ…\ÊŸ\’÷Ïfiq;IÏËmue’\;Ï‚°]d;ÏËe�’\;oÊue’\;k]ËÕ˜|^;Ï¬p\Ö∏;ÏËâàı∏\ 
;IC‹ÅŒ∏\;È÷ê¯\;ÿÊ—ÊhÂ1÷’;\Ä]fiià\;◊Ëqâh;k\Ñ]�|b;Â^;ÎÄÊp;k\Ä]‚å;Ñ]ïtb;flŸ;ÌfimiâÁD 

mailto:md.invoices@edaegyot.gov.eg
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11HUÏËhˆ\;kˆ]¢\;∫;€ËËŒi÷’;Ä\3iàˆ\;Ïfi°;Ì÷¡;ôÖ¬’\;€iÁ 

H;CÎÄÊp;k\Ä]‚å;ÄÊpÂ;‹Å¡;Ï’]t;∫D;ÏËmú;Ï‚°;ÅÁÑÊi’\;ôÖ∆’;ÏÁÑ]û;Ï—Öå;ÄÑÊiâ∏\;‡]—;ÿ]t;∫ 
H;‡]—;ÿ]t;∫IÏËmú;Ï‚p;Â^;Èmú;á—ÖŸ;ÄÑÊiâ∏\ 
HIÈ⁄÷¬’\;nue’\;ôÖ∆’;nt]d;Â^;Ï¬Ÿ]p;ÄÑÊiâ∏\;‡]—;ÿ]t;∫ 
HIÈ⁄÷¬’\;nue’\;ôÖ∆’;Â^;8ö;ôÖ∆’;Ì çiâŸ;ÄÑÊiâ∏\;‡]—;ÿ]t;∫ 

;k]ŒËe�i’\; ∫; ]‚Ÿ\Å}ià\; ‹Å¬d; ÎÄÑ\Ê’\; k]Ÿá÷iâ⁄÷’; ÏŸÅ}iâ∏\; Â^; ÎÅË iâ∏\; Ï‚°\; flŸ; Å‚¬h; €ÁÅŒh; Ø¬iÁÂ
≥bÂ;ÏËëË}çi’\;Öæfi’\;ó∆d;ªŒ…;CÈ⁄Ë÷¬i’\;Â^;Èmue’\;ÿ]-\;Uÿ]mŸD;]‚÷p^;flŸ;ÎÄÑ\Ê’\;kˆ]-\;Ì÷¡;]6]⁄¬ià\;ÖëiŒÁ;]

IÏËëË}çi’\;k]Ÿ\Å}ià˜’;k]Ÿá÷iâ∏\;ÎÔ] —;fl¡ 

H; ; ÄÑ\Ê’\; ‹á÷iâ∏\; ‡^; k]elb; ÿ]t; ∫; Ä\3iàˆ\; Ïfi°; Ì÷¡; ôÖ¬’\; €iÁ; ˆFor Research Use Only; ; ;; ‹Å}iâÁ; ˆ; Â^Í¯;
;ôÖ≈8ö;^;€ÁÅŒh;ÿ˜|;flŸ;”’ÇÂ;ÈëË}çh;Âlabelling;;;Â^IFUI;Ï¬fië∏\;Ï—Öç’]d;ì]£\;sÊ’]i“’\;Â^ 

;Ïê]£\;ÎÄÊ°\Â;ÿÂ\Åi’\;k\Ä]‚å;U�]Ë›]lU;

۱. ;ÿ\;∫;Ï¬ei∏\;Å¡\ÊŒ’\;Ì÷¡;�Ô]fidEuropean community;;∫;‰Ö—Ç;#;]∏;\Ä]fiià\IVD Directive 
98/79/EEC 

k\Ä]‚ç’\ Class 
۱. ;;ÎÄ]‚åDOC;;;]‚d;ÑÊ—ÉŸIVD Directive;;

IÀËfiëi’\Â 
 

۲. =;ÿÂ\Åh;ÎÄ]‚åFSC;Â^;_çfi∏\;Å÷d;flŸ;=ÓÅtb;
;ÏË¬pÖ∏\;ÿÂÅ’\ 

 

۳. Catalogue;wîÊÁ;ÿ]⁄¬iàˆ\;flŸ;ôÖ∆’\ 

General IVD 
Examples: 
*hematology and clinical   chemistry analyzers 
*tests for hormones *cardiac markers *hematology 
and clinical chemistry tests 

۱. ;;ÎÄ]‚åDOC;;;]‚d;ÑÊ—ÉŸIVD Directive;;
ÀËfiëi’\Â 

 

٤. =;ÿÂ\Åh;ÎÄ]‚åFSC;=_çfi∏\;Å÷d;flŸ;;Â^ÓÅtb;
;ÏË¬pÖ∏\;ÿÂÅ’\ 

۲. ;ÎÄ]‚åISO:13485:2016 
۳. ;ÎÄ]‚åCE IIIIQ 

or;;ÎÄ]‚åIV CE 
or;;;;ÎÄ]‚åCE V+VI 
or;ÎÄ]‚å;CE V+VII 
٤. Catalogue N;wîÊÁ;;flŸ;ôÖ∆’\

ÿ]⁄¬iàˆ\ 

IVDs for self -testing 
:Examples 

*pregnancy, cholesterol home test 
* self-testing devices 
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k\Ä]‚ç’\ Class 
۱. ;;ÎÄ]‚åDOC;;;]‚d;ÑÊ—ÉŸIVD 

Directive;;ÀËfiëi’\Â 
۲. =;ÿÂ\Åh;ÎÄ]‚åFSC;flŸ;=_çfi∏\;Å÷d;;Â^ÓÅtb;

;ÏË¬pÖ∏\;ÿÂÅ’\ 
۳.  
٤. ;ÎÄ]‚åISO:13485:2016 
٥. ;;ÎÄ]‚åCE  IV 
or;;;;ÎÄ]‚å+VICE V 
or;ÎÄ]‚å;+VIICE V 

Catalogue5. ;wîÊÁ;;ÿ]⁄¬iàˆ\;flŸ;ôÖ∆’\ 

IVDs in Annex II List B (Moderate risk) 
:Examples 

Rubella, PSA, 
Self-Test for Blood Glucose (monitoring system or strips) 

۱. ;;ÎÄ]‚åDOC;;;]‚d;ÑÊ—ÉŸIVD Directive;;
ÀËfiëi’\Â 

۲. =;ÿÂ\Åh;ÎÄ]‚åFSC;=;ÓÅtb;Â\;_çfi∏\;Å÷d;flŸ
ÏË¬pÖ∏\;ÿÂÅ’\ 

۳. ;ÎÄ]‚åISO:13485:2016 
٤. ;;ÎÄ]‚åCE IV 

or;ÎÄ]‚å;CE V+VII 
٥. catalogue;ÿ]⁄¬iàˆ\;flŸ;ôÖ∆’\;wîÊÁ 

IVDs in Annex II 
List A 

(High risk) 
Hepatitis, ABO Blood Grouping: HIV, Examples 

 

 

۲. ;;∫;Ï¬ei∏\;Å¡\ÊŒ’\;Ì÷¡;Ô]fidUSA;∫;‰Ö—Ç;#;]∏;\Ä]fiià\FDA;U 

Class k\Ä]‚ç’\ 

Class I ۱. ;ÎÄ]‚åwithout GMP CFG;; 
۲. ;ÎÄ]‚åletter of declaration;;;ÀËfiëi’\;]‚d;ÑÊ—ÉŸ 
۳. Code of federal regulation  

 21CFR 862, 21CFR 864 or 21CFR 866  
٤. catalogue;ÿ]⁄¬iàˆ\;flŸ;ôÖ∆’\;wîÊÁ 

Class II, and III ۱. ;ÎÄ]‚åwith GMP CFG;; 
;ÎÄ]‚å;Â^CFG+ISO;LNOSPUMKLQ 

۲. ;ÎÄ]‚åletter of declaration;;;ÀËfiëi’\;]‚d;ÑÊ—ÉŸ 
۳. Code of federal regulation  

 21CFR 862, 21CFR 864 or 21CFR 866 
٤. catalogue;ÿ]⁄¬iàˆ\;flŸ;ôÖ∆’\;wîÊÁ 

;
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۳. U\Åfi—;∫;Ï¬ei∏\;Å¡\ÊŒ÷’;]Œeö 

È’]¢\;√îÊ’\ Class 
1-DOC acc. To Canadian regulation mention the classification   
2-Manufacturer certificate to cover export of medical devices (= FSC) issued from: the 
HPFBI, Health Canada 
3- Medical device establishment license 
4-Catalogue ÿ]⁄¬iàˆ\;flŸ;ôÖ∆’\;wîÊÁ 

Class I 

1-Medical device active license  
(In case Medical device active license is issued for medical device family, medical 

device group, or medical device group family) 
N.B: the declaration letter will be sent to the health Canada to confirm that the 

license covers the whole medical device list 
2-Declaration of conformity acc. To Canadian regulation mention the classification  
3-Manufacturer certificate to cover export of medical devices (= free sale) issued 

from: the HPFBI, Health Canada 
4- ISO 13485: Catalogue 2016 
5- Catalogue ÿ]⁄¬iàˆ\;flŸ;ôÖ∆’\;wîÊÁ  

Class II, 
III, IV 
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Appendix VI 
 

ÏË÷⁄¬∏\;Àå\Ê“’\;√›]ë∏;]·Ö…\Êh;fp\Ê’\;k]ö\2åˆ\ 

1-Facilities & Utilities 
k]Òçfi∏\ Â;œ…\Ö∏\ 

;Ô]fid;ì\Ê|;Ì÷¡
rifi∏\ 

Workers Entry Area 
ÿ]⁄¬’\;ÿÊ|Ä;ÏŒ�fiŸ 

 

۱. f™ ◊ë… k\ÑÂÄ ‰]Ë∏\ fl¡ k\Öqt 3∆h äd˜∏\ Ì÷¡ ‡\ ‡Ê“h k\ÑÂÄ ‰]Ë∏\ ◊eÕ ÏŒ�fiŸ 
3∆h äd˜∏\ 

۲. f™ 3…Êh ◊Ÿ]t ÏÁÉt˘’ DÅ›]ià {Êi Ÿ;Cì]| ÏÁÉt_d ƒÑ]ç’\ Â;Ö|^ì]| k\ÑÂÅd 
‰]Ë∏\ 

۳. f™ 3…Êh ÑÅëŸ ÏÁÊ‚i÷’ k\ÑÂÅd ‰]Ë∏\  
٤. f™ √îÂ Ö]ià Ô\Ê· Â;œ¡\Êêk\Öçt Ì÷¡ √Ëµ ◊|\ÅŸ √fië∏\ Ï÷�∏\ Ì÷¡ ƒÑ]ç’\ 

 

Gowning area 
;È·Â;√fië∏\;äd˜±;ƒÑ]ç’\;äd˜Ÿ;ÿ\Åeià\;]‚d;€iÁ;9’\;ÏŒ�fi∏\;È·;Uäd˜∏\;3∆h;ÏŒ�fiŸ

;Ï fiëŸ;3≈;ÏŒ�fiŸ)Unclassified( 

 

۱. √fië∏\;◊|\Ä;]‚\ÅhÑ\;€iÁ;9’\;ÏÁÉt¯\;fl¡;ƒÑ]ç’\;ÏÁÉt^;◊ë…;f™ 
۲. ;◊ë…;f™De- gowning;;;fl¡Gowning;; 
۳. ;Ô\Ê‚d;ÏŒ�fi∏\;Ä\ÅŸ\Â;sÑ]£\;∞\;Ô\Ê6\;fuà;ÏtÂÖŸ;3…Êh;√Ÿ;ÏÁÊ‚i÷’;ÑÅëŸ;3…Êh;f™

;;ÄÅ§ 
٤. ;3…Êh;f™Step over bench Lockers;H;◊Ëià;ä÷›]ià;Â^;È÷�Ÿ;‡Å¬Ÿ;flŸ 
٥. ;ÿ]pÖ÷’;ÓÖ|^Â;k\ÅËâ÷’;äd˜Ÿ;3∆h;ÏŒ�fiŸ;íËë†;f™ 
٦. ;íËë†;f™Locker;√fië∏\;äd˜∏;Ö|^Â;ƒÑ]ç’\;äd˜∏ 
۷. äd˜∏\;3∆h;ÏŒ�fiŸ;∫;‰]Ë⁄÷’;ÑÅëŸ;ÄÊpÂ;√fi¥ 
۸. D;ÍÅÁ¯\;3‚�i’;ÎÖ‚�Ÿ;ÎÄ]Ÿ;3…Êh;f™disinfectantC 
۹. ;Ï’]t;∫Â;ÎÖ·]Ω;◊ê\Ê…;‡ÂÅdÂ;Ï⁄¡]›;w�à^;k\Ç;ÏÁÊÕ;k]ËîÑ¯\Â;ª\Ê¢\;‡Ê“h;‡^;f™

;Ô\Êit]d;w⁄âh;ˆ;nËú;Ï¡]fië’\;ÿÊê¯;]Œeö;.]¬h;‡\;fqË…;CÄÅ≤;◊ê\Ê…D;◊ê\Ê…;ÄÊpÂ
;Ik]ËîÑˆ\;ÏŸÊ¬›;ÏpÑÄ;ä fid;‡Ê“hÂ;k]Ëáp;Â\;ÏdÖh\;Í^ 

۱۰. ;ÎÅËp;ÏÁÊ‚i’\;‡Ê“h;‡^;f™ 
۱۱. ÅËp;ÎÔ]î¸\;‡Ê“h;‡^;f™;Î]�∆Ÿ;3≈Â;Î 
۱۲. ;k\Öç¢\;flŸ;ÏÁ]⁄u÷’;ÏÁÊ‚h;Ïui…;Í^;Ì÷¡;^Åë÷’;Ï÷d]Õ;3≈;ÎÄ]Ÿ;flŸ;œËî;”÷à;√îÂ;f™

Ïd]å;]Ÿ;Â\;ÎÖ]�’\ 
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Production area 
s]i›¸\;ÏŒ�fiŸ 

 

Controlled Area 
;∫;]‚p]i›b;º2çÁ;ˆ;9’\;k]qifi∏\;ÀË÷∆hÂ;s]i›b;]‚Ë…;€iÁ;9’\;ÏŒ�fi∏\;È·;UÏ⁄“,\;ÏŒ�fi∏\

Ï Ëæ›;Ï…Ö≈ clean room)( 

 

۱. IÖ⁄⁄—;‹Å}iâh;ˆÂ;Ï÷ë fiŸ;‡Ê“h;‡^;f™ 
۲. fà]fiŸ;ÏÁÊ‚h;ÑÅëŸ;3…Êh;f™ 
۳. ÎÑ\Ö¢\;ÏpÑÄ;ÓÅ¬ih;ˆ^;f™NK;;ÏdÊöÖ’\Â;ÏÁÊÒŸ;ÏpÑÄQP@ 
٤. ;ÏdÊöÖ’\Â;ÎÑ\Ö¢\;k]pÑÄ;í¨;]⁄Ë…;rifiŸ;◊“d;Ïê]£\;k]ö\2åˆ\;Ô] Ëià\;Î]¡\ÖŸ;f™

;k]›]Ëd;ÎÄ]‚ç’;]Œeö;]Œeö;Â^;JÂ;rifi∏\;k] ê\ÊŸÂÿ MSDS 
٥. ;3…Êh;f™;ÏdÊöÖ’\;ÿÅ¬Ÿ;óË †;]‚p]i›b;Ì¡ÅiâÁ;ÏË÷⁄¬Ÿ;Àå\Ê—;ÄÊpÂ;ÿ]t;∫

Dehumidifier;;ÏdÊ÷�∏\;ÏdÊöÖ’\;œËŒui’;ÓÖ|¯\;ÏËàÅfi6\;–Ö�’\;Åt^;Â^ 
٦. ;”’É’;íë¶;◊qà;∫;ÍÑÂÄ;◊“çd;ÏdÊöÖ’\Â;ÎÑ\Ö¢\;k]pÑÄ;◊ËqâhÂ;ã]ËÕ;f™

\;Ï¬d]iŸ;ÿ˜|;flŸ;fl“¥I”’Ç;ÎÑÂÖï’\;kÅiÕ\;\Çb;„Ë’\;ƒÊpÖ’\Â;◊Ë∆çi÷’;ÏËÒËe’\;ÃÂÖæ’ 
۷. ;Â\;k\Å¬∏]d;ÏŒu÷Ÿ;k\Ä\Å¡;Í^Â;ÏdÊöÖ’\Â;ÎÑ\Ö¢\;k]pÑÄ;ã]ËÕ;k\Ä\Å¡;ÎÖÁ]¬Ÿ;f™

IgÊ≈Ö∏\;rifi∏\;ÏŸ˜à;∫;]‚hÔ\ÖÕ;ÏÕÄ;∫;ÎÖlıŸ;1i¬h;9’\;s]i›¸\;k]fiË—]± 
۸. }ià\;◊ï ÁÂ;ÏÁÊÕÂ;Ï Ëæ›Â;Ô]â÷Ÿ;ÏËîÑ¯\;‡Ê“h;‡^;f™;ÎÄ]⁄—;Èâ“dÊeÁˆ\;‹\Å

k]ËîÑˆ\;w�à^;Ï°]¬∏ 
۹. ;ÿ]d;œu÷Ÿ;‡]“Ÿ;íËë†;f™controlled room;Ïp]¢\;Åfi¡;k]e⁄�à¸\;ø ¢ 
۱۰. ;ÿ\;flŸ;ªËàÂ;rifiŸ;sÂÖ|;ÎÑÂÖî;Ï’]t;∫Controlled room;;ÿ\;∞bClean room;;;f™

UÈh˙\;Ô] Ëià\ 
• ;∫;rifi∏\;√îÂdouble bag 
• ;ÿ˜|;flŸ;‰ÖÁÖ≤dynamic pass box / classified air lock 
• ÅË°\;flÁá}i’\;k]ö\2åˆ;œd]�Ÿ;ªËàÂ;‡á¶;∫;„fiÁá† 

۱۱. ÀË÷∆i’\;Ï÷tÖŸ;fl¡;s]i›¸\;Ï÷tÖŸ;◊ë…;f™ 
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 الكواشف المعملية والتشخيصية لتسجيل وتداول القواعد التنظيمية

Clean room 
Ï Ëæfi’\;ÏŒ�fi∏\;s]i›b;]‚Ë…;€iÁ;9’\;ÏŒ�fi∏\;È·;;U;UÀË÷∆hÂ;;Ï…Ö≈;∫;]‚p]i›b;º2çÁ;9’\;k]qifi∏\;

;Ï ëfiŸ;Ï Ëæ›classified clean room)( 

;;ÏŒe�Ÿ;3≈Ì÷¡;
;;€iÁ;ˆ;9’\;;k]qifi∏\
;∫;;]‚ Ë÷∆hÂ;]‚p]i›b

Ï Ëæ›;Ï…Ö≈ 

۱. ;;;;ÏË›]l;äd˜Ÿ;3∆h;ÏŒ�fiŸ;]‚Œeâh;‡^;f™secondary gowning area 
۲. ;ÏŒ�fiŸDE gowning;;;Ì÷¡;ÑÂÖ∏\;€l;Jstep over bench;;Ô\ÅhÑ\;€l;Jsecondary gowning 
۳. ;g\Êd¯\;‡Ê“h;‡^;f™interlocked; 
٤. ;‡Ê“h;‡^;f™secondary gowning area classified as clean room class D / ISO; 
٥. Â;f™;√îSOP;;Ï Ëæfi’\;ÏŒ�fi∏\;∞b;ÿ]⁄¬’\;ÿÊ|Ä;k\Ô\Öpb;{Öçh 
٦. ;flŸ;Èà]ËÕ;ÿ]§;∫;ÃÖ∆’\;Ød;ª∆ï’\;–Ö…;ã]ËŒ’;ÎÖÁ]¬Ÿ;k\Ä\Å¡;√îÂ;f™K;∞\QK;ÿ]“âd 
۷. ÍÑÂÄ;◊“çd;k\Ô\ÖŒ’\;Ï¬p\ÖŸÂ;◊Ëqâh;f™ 
۸. ;D;flŸ;Ød;{Â\2Á;ÃÖ∆’\;Ød;ª∆ï’\;–Ö…;‡\;Ì÷¡;Å—_i’\;f™P;H;;LK;Iÿ]“âd;C 
۹. ;Ô\Ê‚÷’;]�∆î;Ì÷¡¯\;‰]ûˆ\;∫;g\Êd¯\;wi…;f™more positive; 
۱۰. ;k]ËîÑ¯\;Â\;ÀŒâ’\Â;Ï‚p;flŸ;ª\Ê¢\;Ô]Œi’\;‡Ê“Á;‡^Â;Ô]â÷Ÿ;ª\Ê¢\Â;k]ËîÑ¯\;‡Ê“h;‡^;f™

D;ÍÖ\Ä;Ïeå;Â\;ÍÖ\Ä;◊“çd;ÓÖ|^;Ï‚p;flŸcurved;;C 
۱۱. ;ÎÑ\Ö¢\;ÏpÑÄ;ÓÅ¬ih;ˆ^;◊ï ÁMM;;JFH;;M;;ÏdÊöÖ’\Â;ÏÁÊÒŸ;ÏpÑÄQP;JFH;;P;;‘]fi·;fl“h;%;]Ÿ;@

rifi∏]d;Ïê]|;ÏËfi…;k]ö\2å\ 
۱۲. ;ÿ\;◊|\Ä;Ï¡]e�’\;€ih;‡^;f™;rifi∏\;Ì÷¡;Ï¡]e�’\;ÿ]t;∫clean room;;Ñ]et^;‹\Å}ià\;Ï’]t;Ì…Â

;◊ë…;◊⁄¡;€iÁ;‡^;f™Physical separation 
۱۳. ;1¡;k]Ÿ]£\;ÿ]|Äb;€iÁ;‡^;f™Dynamic pass box / classified air lock 
۱٤. ;ÿ\;‡Ê“h;‡^;f™supply grills;;;ÿ\Â;ÀŒâ’\;∫return grills;;;]‚¡] hÑ\Â;ÏËe›]°\;ª\Ê¢\;∫

;g;ôÑ¯\;ÓÊiâŸ;–Ê…PK;€à 
۱٥. \;◊ŒÁ;ˆ^;f™;fl¡;k]ËîÑ¯\Â;ÀŒâ’\;Ød;ƒ] hÑˆMyQ;2Ÿ 
۱٦. ;ÿ;]Œeö;Ô\Ê6\;3Ë∆h;ÿÅ¬Ÿ;‡Ê“Á;‡^;f™class D;U 

Number of air change from 15 to 20 changes per hour according to ISO 
standard 14644 

۱۷. ;ÏËà]ËÕ;◊Ë∆çh;k\Ô\Öpb;√îÂ;f™SOPs;Ï Ëæfi’\;ÏŒ�fi⁄÷’;ÿÊ|Å’\;k\Ê�|;{ÊîÊd;{Öçh 
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Stores  
‡Ü]}∏\;€âŒh;U∞b œö]fi∏\ ÏËh˙\: ÏŒ�fiŸ flÁá† Ä\ÊŸ ‹]|/  ÏŒ�fiŸ flÁá† ÏÒe¬h Â;J;ÀË÷∆hÏŒ�fiŸ 

k]îÊ…ÖŸ Â;9’\f™ ‡^ ‡Ê“h Ï⁄“• œ÷∆’\ Â;J;ÏfiŸıŸÏŒ�fiŸ flÁá† rifiŸ È]‚› / ÏŒ�fiŸ flÁá† 
Í^ k]Ÿ]| k]qifiŸ;Â^ s]iü ÃÂÖΩ flÁá† Ïê]|                  

 

۱. ;ÏÁÊ‚i’\;ÎÅËp;‡Ü]}∏\;‡Ê“h;‡^;f™ 
۲. k]Ÿ]£\;J;k]qifi∏]d;Ïê]£\;flÁá}i’\;k]ö\2å\;Ô] Ëià\;f™ 
۳. ;œÁÖö;fl¡;ÏdÊöÖ’\Â;ÎÑ\Ö¢\;ÏpÑÄ;Ï¬d]iŸ;f™Data Loggers;ÂThermal Mapping; 
٤. ;ÏÁÊÕ;k]ËîÑ¯\;‡Ê“h;‡^;f™ 
٥. ôÑ\ÊŒ’\;Ïu…]“∏;‹]æ›;ƒ]ehb;f™ 
٦. Ï⁄“•;‡Ü]}∏\;g\Êd^;√Ëµ;‡Ê“h;‡^;f™;k\Öç¢\Â;ÏdÖh¯\;ÿÊ|Ä;√fi¥;◊“çd;œ÷∆’\ 
۷. ;ÿÊ|Ä;√fi∏;C€Ëi¬hD;s]pá’\;Ï°]¬Ÿ;f™;]⁄—;ÏÁÊ‚i’\;k]ui…;√Ëµ;Ì÷¡;œËî;”÷à;√îÂ;f™

ÎÖå]e∏\;ä⁄ç’\;Ï¬å^ 
۸. Ïeà]fiŸ;ÎÔ]îb;3…Êh;f™ 
۹. flÁá}i’\;ÏŒ�fi±;‰]Ë⁄÷’;Öå]eŸ;ÑÅëŸ;ÄÊpÂ;√fi¥ 
۱۰. ;ÄÊpÂ;‹á÷ÁÂ;ÎÖå]eŸ;ôÑ¯\;Ì÷¡;flÁá}i’\;√fi¥Pallets / Stands;;‡Ê“ÁÂ;ÿ]¬iåˆ;Ï÷d]Õ;3≈

;ô] ©]d;flÁá}i’\QK;Â;ÀŒâ’\;ÏËfi�d;fl¡;€àMK;ª\Ê¢\;fl¡;€à 
۱۱. √fië⁄÷’;ÏËp]i›¸\;ÏÕ]�’\;√Ÿ;Ï⁄˜iŸ;‡á}∏\;Ït]âŸ;‡Ê“h;‡^;f™ 
۱۲. ;UÈh˙\;Ô] Ëià\;f™;Ïp˜l;ÄÊpÂ;ÎÑÂÖî;Ï’]t;∫ 
۱۳. ;ÎÑ\Ö¢\;ã]ËŒ’;ÎÖÁ]¬Ÿ;k\Ä\Å¡;]‚d;‡Ê“h;‡^;f™ 
۱٤. ]pÑÄ;◊ËqâhÂ;ÎÔ\ÖÕ;f™ÍÑÂÄ;◊“çd;ÎÑ\Ö¢\;k 

 

 

  



  
   

 
 
 

 

29  
 
 

ظيمية
 قواعد تن
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Lab 
◊Ÿ]¬∏\ 

 

۱- Ä\Ö…¯\ 
● f™ ‡^ Ö…\Êih ∫ ÖÁÅŸ ÏeÕ\ÖŸ ÎÄÊ°\ √fië∏]d k˜·ı∏\ ÏËfi‚∏\ ÎÔ] “’\Â ÏŸÜ˜’\ flŸ nËt 

◊·ı∏\ Èà\ÑÅ’\ (‹Ê÷¡ / Ï’ÅËê / fö ÍÖ�Ëd / fö ÓÖçd) Ï…]î¸]d ∞b Î1| ä∑ k\Êfià 
∫ ä › ÿ]-\ 

● f™ ‡^ ÀëiÁ √Ëµ Ø÷Ÿ]¬’\ Ø�ehÖ∏\ ◊⁄¬∏]d Â; flÁÖlı∏\Ì÷¡ „i�ç›^ ÎÔ] “’]d 
ÏÁÄ]Ë¢\Â ]�Œ…Â ‹]æfi’ ÎÑ\Ä¸\ 

● f™ œËlÊh k]e÷�iŸ ÎÔ] “’\ Â;fÁÑÅi’\√Ë⁄° Ø÷Ÿ]¬’\ (competence file) 

● f™ ‡^ ◊⁄çÁ €Ë÷¬i’\ ◊Ë·_i’\Â fÁÑÅi’\Â Ï…Ö¬∏\Â ÏËfiŒi’\ k\Ñ]‚∏\ Î1£\Â ∫ ◊— ÑÂÄ ÖlıÁ 
Ì÷¡ Ï�ç›^ ◊⁄¬∏\ 

● f™ Å—_i’\ flŸ ‡^ Ø ΩÊ∏\ Ô] —^ ∫ Ô\Ä^ Ï�ç›¯\ ÏË÷⁄¬∏\ 9’\ €· ‡Ê’ÂıâŸ ]‚fi¡ €ËËŒhÂ 
ÏË⁄·^ k]…\Ö®ˆ\ deviations;

 

۲- k\Å¬∏\ 
● f™ ‡^ Ö…\Êih √Ëµ k\Å¬∏\ ÏŸÜ˜’\ Ô\Öp¸ k\Ñ]ei|ˆ\ �]Œ…Â k]e÷�i∏ rifi∏\ 

● f™ Ô] Ëià\ k]e÷�iŸ ÎÖÁ]¬∏\ ÏËà]ËŒ’\ the requirements of  the Standard √Ë⁄° 
k\Å¬∏\ ÏŸÅ}iâ∏\ ∫ ◊⁄¬∏\ 

● f™ ÎÖÁ]¬Ÿ k\Å¬∏\ ]ŸÅfi¡ ‡Ê“Á ÏÕÄ ã]ËŒ’\ measurement accuracy Â^ Measuring 
uncertainty ; Ölıh Ì÷¡ Ïuê validity r]ifi’\ Â / Â^ k\Å¬∏\ ÏÁÑÂÖï’\ ÅÁÅui’ ÏË›]“Ÿb 

√eii’\ ÈpÊ’Â2∏\ r]ifi÷’ metrological traceability 

● f™ ‹\ái’ˆ\ rŸ]›Öd ÎÖÁ]¬∏\ Calibration program 

● f™ √îÂ k]Ÿ˜¬’\ Labelling9’\ wîÊh ÀÕÊŸ ÎÅ¬∏\ flŸ ÎÖÁ]¬∏\  

● ìÊëù k\Å¬∏\ sÑ]| ÏŸÅ£\ Out-of -servicef™ ‡^ €iÁ ]6á¡ ˆÂ Ä]¬Á̌ ]‚Ÿ\Å}ià\ 
Ìit €iÁ œŒui’\ flŸ ]‚›^ ◊⁄¬h ◊“çd wËuê;

 

۳- ;k˜qâ’\Records 
● f™ Ω] itˆ\ ]‚d k\Å¬⁄÷’ 9’\ fl“¥ ‡^ Ölıh Ì÷¡ Ï�ç›^ ◊⁄¬∏\ ]± ∫ ”’Ç 

o ÅË¡\ÊŸ r]i›Â ÎÖÁ]¬∏\ calibration r]i›Â k˜ÁÅ¬i’\ adjustments ÂÖÁ]¬Ÿ ÿÊeŒ’\G 
acceptance criteria 

o ~ÁÑ]h –]Œuià\ ÎÖÁ]¬∏\ Â^ ◊ê] ’\ :Ÿá’\ È’]i’\G due date of  next calibration or 
interval 

o Ï�| Ï›]Ëë’\ maintenance plan Ô\Ä^Â Ï›]Ëë’\ maintenance performance  
o ◊Ëê] h À÷i’\ details of  damage G Â^ ÿ]�¡¯\ malfunction ، Â^ k˜ÁÅ¬i’\ 

modification Â^ {˜ê¸\ repair  

● f™ œËlÊh IPC process and procedures  Â‘\É— Records r]ifi’\ 

● f™ ‡^ Ö…\Êih ◊⁄¬∏]d Ï ê\Ê∏\ ÏËfi ’\ Ïê]£\ rifi∏]d / k]qifi∏\ ÂÄ\Ê∏\ ‹]£\ ;
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٤- ;Ï fiëŸ; Ï Ëæ›; ÏŒ�fiŸ; ∫; Ï÷tÖŸ; Í^; ∫; rifi∏\; √Ëfiëh; Â^; J; Â; Ï⁄Œ¬Ÿ; k]qifiŸ; s]i›b; ÿ]t; ∫
Classified Clean room;; ◊⁄¬Ÿ; ÄÊpÂ; flŸ; Ådˆmicrobiology;;ÏŸÜ˜’\; k\áË‚qi’\; √Ë⁄õ
;ÏdÊ÷�∏\;k\Ñ]ei|ˆ\;Ô\Öp¸ 

٥- ◊⁄¬Ÿ; √Ÿ; ÅÕ]¬i’]d; √fië∏\; ‹ái÷Á; √fië∏\; ∫; ÎÄÊp; ÏeÕ\ÖŸ; ◊⁄¬Ÿ; ÄÊpÂ; ‹Å¡; ÿ]t; ∫;;ÈpÑ]|
;Ô\Öp¸; ÏŸÜ˜’\; k]ö\2åˆ\; √Ëµ; Ö…\Êh; flŸ; Å—_i÷’; „Ë÷¡; éËi i’\; €iÁÂ; ]ŒeâŸ; í|ÖŸ

√fië∏\;k]qifiŸ;Ì÷¡;k\Ñ]ei|ˆ\ 
٦- ;ÅÕ]¬i’\; ◊•; k]qifi∏\; ◊Ë÷ü; í¨; ]⁄Ë…; ◊⁄¬∏\; Ì÷¡; éËi i’\; wËiÁ; Åfid; ÅÕ]¬i’\; fl⁄ïiÁ; ‡^

ÂÁ;€ÁÅŒid;◊⁄¬∏\;‹á÷Records;;k]qifi∏\;‰É·;◊Ë÷üÂ;€ËËŒid;Ïê]£\;

 

Generator 
È]dÖ‚“’\;Å’Ê∏\ 

 

۱. ∫ ÿ]t ÄÊpÂ k]e÷�iŸ Ïê]| √Ëfiëid Â^ flÁá† rifi∏\ f™ 3…Êh Å’ÊŸ È]dÖ‚—  Generator 
 ◊êÊŸ ÎÖ\Å’]d ÏË]dÖ‚“’\ √fië⁄÷’  

۲. f™ ÅÁÅü Îá‚p¯\ Â;k\Å¬∏\9’\ ◊⁄¬h Ì÷¡ Ô]dÖ‚— ÏfiÁÅ∏\ Â;Å’Ê∏\∫ €àÑ ÈàÅfi· wî\Â ‹ÅŒÁ 
Åfi¡ f÷�’\  

۳. ◊ï Á 3…Êh Uninterrupted power supply UPS 

 

HVAC system 
Ô\Ê6\;Ï’Â]fiŸ;ÎÅtÂ 

;;ÏŒe�Ÿ;3≈Ì÷¡;
;;€iÁ;ˆ;9’\;;k]qifi∏\

;]‚p]i›b]‚ Ë÷∆hÂ;;;∫
Ï Ëæ›;Ï…Ö≈ 

۱. f™ ‡^ ◊⁄içh ÎÅtÂ Ï’Â]fiŸ Ô\Ê6\ Air Handling Unit Ì÷¡ Èh˙\: Prefilter / Bag Filter / 
HEPA filter 

۲. f™ √îÂ Ä\Å¡ ã]ËŒ’ –Ö… ª∆ï’\ Åfi¡ prefilter;ÂBag filter;Â;”’É—Ä\Å¡ ã]ËŒ’ –Ö… ª∆î 
◊eÕ Â;Å¬dÿ\ HEPA filter 

۳. f™ ‡^ ‡Ê“h ÎÅtÂ Ï’Â]fiŸ Ô\Ê6\ Î]�∆Ÿ Ï÷æ± Â;‡^‡Ê“h k]ËîÑ¯\ Î]�∆Ÿ º˜e’]d Â;‡^
‡Ê“h ÏŒ�fi∏\ Ï�Ë,\ Ï Ëæ› 

٤. f™ Ô\Öpb ÿ]⁄¡^ Ï›]Ëë’\ Â;3Ë∆hÖh˜ ’\ Â;œËlÊh”’Ç 

٥. f™ ◊⁄¡ k\Ñ]ei|ˆ\ ÏŸÜ˜’\ Å—_i÷’ flŸ ÏŸ˜à ÎÅtÂ Ï’Â]fiŸ Ô\Ê6\ Â;]‚iŒd]�Ÿk]ö\2å˜’  
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Water system 
‰]Ë∏\;Ï�• 

;ÏŒe�Ÿ;3≈Ì÷¡;
;€iÁ;ˆ;9’\;;k]qifi∏\

;‰]ËŸ;‹\Å}ià\
;ÏË÷⁄¡;∫;Ï°]¬Ÿ

√Ëfiëi’\ 

۱. ∫ ÿ]t ‹\Å}ià\ ‰]Ë∏\ ∫ √Ëfiëi’\ „›c… f™ ‡^ Ö…\Êih ∫ √fië∏\ Ï�• ‰]Ë∏\ 9’\ Ö…\Êih ]‚d 
k]ö\2åˆ\ ÏŸÜ˜’\ s]i›¸ ‰]Ë∏\ ]± œd]�iÁ √Ÿ k]ö\2åˆ\ ÏËfi ’\ ìÊëfi∏\ ]‚Ë÷¡ Ï ê\Ê∏]d ÏËfi ’\ 

rifi⁄÷’;^Â k] êÊŸ ‰]Ë∏\ ‹\Å}ià˜’ È÷⁄¬∏\ ìÊëfi∏\ ]‚Ë÷¡ ∫ oÅt^ k\Ñ\Åêb ÿ\ ASTM  

۲. fl“¥ ‡\ ‡Ê“h Ï�• ‰]Ë∏\ Îá‚p^ ÎÖ∆ëŸ flŸ ÿ\ RO ‡ÂÅd k\ÖâËŸ ]‚÷eÕ ∫ Ï’]t k]Ë⁄“’\ 
Î3∆ë’\ 100 2’ ]ËŸÊÁ ∫ Ï’]t s]Ëit\ √fië∏\ Öm—¯ flŸ ‰É· ÏË⁄“’\ „›]… f™ 3…Êh Ï�• 

‰]ËŸ Ï÷Ÿ]å 2÷ ’\ È÷ŸÖ’\ Öh˜…Â ÏË›ÂÖ“Ë∏\ Öâ�Ë∏\Â 2÷ ’\Â È›ÊdÖ“’\ Â\ ‹]æ› flŒt ‹ÊÁÄÊë’\ 
jË ’]âÁ]d]iËŸ (sodium ‘metabisulfite)ÎÅtÂÂ ÿ\ RO €l Ï÷tÖŸ ÓÖ|^ flŸ ÿ\ RO \Çb je÷�h 

k] ê\Ê∏\ ”’Ç. 

۳. ∫ Ï’]t ‹\Å}ià\ ‰]Ë∏\ ◊“çd Öå]eŸ ‡ÂÅd flÁá† fl“⁄Ë… Ä]⁄i¡ˆ\ Ì÷¡ Îá‚p^ wî]fii’\ 
Èâ“¬’\ RO Î3∆ë’\ Â\ flŸ ÿ˜| Ï�• Ï°]¬Ÿ ‰]Ë⁄÷’ ]Œeö k]p]Ëitˆ s]i›¸. 

٤. ∫ ÿ]t ‹\Å}ià\ ‰]ËŸ k]Ë⁄“d s]iü ∞\ flÁá† ∫ k]Ë÷⁄¡ s]i›¸\ f™ ‡\ ‡Ê“Á \É· 
flÁá}i’\ flŸ ÿ˜| Ñ]âŸ œ÷∆Ÿ (3à\ÊŸ flŸ ä÷›]ià ◊Ëià 304 Åú Ì›Ä^) ‡^ ‡Ê“Á ]6Ê|Ä 

]‚pÂÖ|Â flŸ \É· Ñ]â∏\ œ÷∆∏\ (loop 

٥. f™ Ì÷¡ √fië∏\ Ô\Öpb Â;œËlÊhk\Ñ]ei|ˆ\ Ïê]£\ ‰]Ë∏]d Å—_i÷’ flŸ ]‚iŒd]�Ÿ k]ö\2å˜’  

٦. ∫ Ï’]t outsourcing of water Ì÷¡ √fië∏\ Ô] Ëià\ k]ö\2åˆ\ ÎÄÑ\Ê’\ ∫ Åfid Material 
control 

 

2-Material control  
LIÁÅ⁄i¬∏\;flÁÄÑÊ∏]d;Ï⁄]Õ;Ö…\Êih;‡^;f™fl( approved supplier list) ;

MI;;ÖÁ]¬±;Ï⁄]Õ;√îÂ;f™Ñ]Ëi|\;flÁÄÑÊ∏\;Dsupplier selection check list ;;C 
NI;;ÖÁ]¬Ÿ;fl⁄ïih;‡^;f™Ñ]Ëi|ˆ\;;í†;ÖÁ]¬Ÿ;ÎÄÊ°\‡]Ÿ¯\Â;Ô\Ä¯\Â;Dquality;G safety;G and 

performance;;C 
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3-production /process control 
۱.;Â^;k]Ë÷⁄¬’\;ÅÁÅü;√fië�∏\;Ì÷¡;f™ÎÑÊ�|;Öm—¯\;k\Ê�£\ most critical processes / steps 

;�Ô]fid;;Ì÷¡Ëà]ËŒ’\;Ï ê\Ê∏\Ï;;rifi⁄÷’k\Ê�£\Â;;ÏË¬Ëfiëi’\9’\;√fië∏]d;]·Ô\Öpb;€iÁ 
MI;]£\;œŒui’\;Ïà\ÑÅ’;ÏŒlÊŸ;k\Ô\Öpb;√îÂ;√fië�∏\;Ì÷¡;f™d;ÏêÏpÖ¢\;k]Ë÷⁄¬’] 
NI;œŒui’\;k]à\ÑÅd;Ïê]£\;k˜qâ’\;ø t;√fië�∏\;Ì÷¡;f™ 

Validation of 
critical processes 

;flŸ;œŒui’\;Ïà\ÑÄ
ÏpÖ¢\;k]Ë÷⁄¬’\ 

LI;ÀÁÖ¬i’;‹]æ›;ÚçfiÁ;‡^;√fië�∏\;Ì÷¡;f™ÅÁÅüÂ;rifi∏\;ÏÁÊ·  
MI;;„Ëd;ÀÁÖ¬i÷’;œlÊŸ;Ô\Öpb;√îÂ;f™{ÖåÂ;‹]æfi’\;\É·  
NI;\Öpb;Ô]ç›b;√fië∏\;Ì÷¡;f™rifi∏\;√eih;ÏË’`;{Öç’;œlÊŸ;Ô 

Traceability & 
Identification 

;√eii’\ÅÁÅüÂ;ÏÁÊ6\ 
LI;]·Ö…\Êh;‹Ü˜’\;ÎÔ] “’\;ÖÁ]¬Ÿ;√fië∏\;ÄÅ´;‡^;f™∫;ì]}å¯\ Ø’Âıâ∏\;Ø⁄]Œ’\Â;;ÿ]⁄¡¯\;Ì÷¡

9’\;;Ì÷¡;3l_i’\;]‚›_å;flŸifi∏\;ÎÄÊpr 
MI;;Â^;J;Â;gÊ÷�∏\;fÁÑÅi’\;3…Êh;√fië�∏\;Ì÷¡;f™Ç]†\;3d\Åi’\ Ö|˙\;9’\;;]‚›_å;flŸÔ] Ëià\;;‰É·

k]e÷�i∏\;
NI;;#;]Ÿ;ÏË÷¡]…;€ËŒh;√fië�∏\;Ì÷¡;f™‰Ç]†\;k\Ô\Öpb;flŸ  
OI;;€‚…;flŸ;Å—_i’\;√fië�∏\;Ì÷¡;f™‘\ÑÄbÂ;;€·Ñ\ÂÄ¯;Ø÷Ÿ]¬’\Â€‚i⁄·]âŸ;∫;ÎÄÊ°\;Ã\Å·^;œËŒü 
PI;™ÏŒd]â’\;k\Ê�£\;Ï…]—;œËlÊh;√fië�∏\;Ì÷¡;f  
QI;;fÁÑÅid;Ïê]£\;k˜qâ’\;ø t;f™k\Ñ]‚ŸÂ;k\1|Â;Ø÷Ÿ]¬’\ 

Competence & 
Training 
;ÎÔ] “’\fÁÑÅi’\Â 

LI;�\ÅËp;ÃÖ¬Ÿ̌;œd]�Ÿ;3∆’\;rifi∏\;‡^;flŸ;Å—_i’\;√fië�∏\;Ì÷¡;f™Âjü;;Úö]£\;ÿÂ\Åi÷’;�]¬fiŸ;ÎÖ�Ëâ’\
3∆’\Â;ÄÊëŒŸ 

MI;;ÄÅ´;œlÊŸ;Ô\Öpb;√îÂ;√fië�∏\;Ì÷¡;f™]Ë’Âıâ∏\k;‹Å¡;kˆ]t;√Ÿ;◊Ÿ]¬i÷’;k]Ët˜ë’\Â;ÏŒd]�∏\ 
NI;Â\;Ï¬Ëeö;]‚d;ÄÅ´;ÏŒd]�∏\;‹Å¬’;k˜qà;◊⁄¡;√fië�∏\;Ì÷¡;f™ ;ÏŒd]�∏\;‹Å¡;feà]ŸÂ;;#‰Ç]†\;flŸ;

;]6]Ët;k\Ô\Öpbø tÂ;‰É·;k˜qâ’\ 
OI;∫;∏\;ÿÂ\Åh;Å¬d;ÏŒd]�∏\;‹Å¡;ÅêÑ;ÿ]t;rifi∫;Ì÷,\;–Êâ’\ ;√fië�∏\;Ì÷¡;f™Ç]†\;;Ï…]—

;k\Ô\Öp¸\9’\;√Ÿ;fà]fiih;k\3l_i’\ effects / Ï÷⁄i,\;k\3l_i’\ potential effects ‹Å¬’;ÏŒd]�∏\;

Non-Conformities 
œd]�∏\;‹Å¡;kˆ]t 

 

4.Record/document control  
ÏŸ]¡;k]e÷�iŸ;DGeneral RequirementsUC 

;;ÎÄÊ°\;ÎÑ\Äb;‹]æfi’;ÏŸÜ˜’\;k]Ë÷⁄¬’\;fl⁄ïih;‡^;f™)Ï�ç›¯;k]Ë÷⁄¡;ÎÑ\Ä¸\;management activities-;yÄÑ\Ê∏\;3…Êh 
provision of resources G;Â„à]ËÕÂ;rifi∏\;œËŒü product realization and measurement C 

LIø…]´Â;‰ÉË fihÂ;„ŒlÊhÂ;ÎÄÊ°\;ÎÑ\Äb;‹]æ›;√fië∏\;√ïÁ;‡^;f™ -È’ÂÅ’\;Ñ]Ë¬∏\;k]e÷�i∏;]�Œ…Â;„iË’]¬…;Ì÷¡;ø…]´Â;„Ë÷¡ . ISO 
13485 

MI;ÎÄÊ°\;ÎÑ\Äb;‹]æfi’;ÏŸÜ˜’\;k]Ë÷⁄¬’\;ÅÁÅü;√fië∏\;Ì÷¡;f™ Â√fië∏\;Ô]®^;√Ëµ;∫;]‚ŒËe�h 
NI;k]Ë÷⁄¬’\;‰É·;◊¡] hÂ;◊â÷âh;ÅÁÅü;√fië∏\;Ì÷¡;f™  
OI;…;‡]⁄ï’;ÏŸÜ˜’\;fË’]à¯\Â;3Á]¬∏\;ÅÁÅü;√fië∏\;Ì÷¡;f™]¡÷ÏË ]‚Ë÷¡;ÎÖ�Ëâ’\Â;k]Ë÷⁄¬’\;‰É·;◊Ë∆çh;flŸ;◊— 
PI;€¡Å’;ÏŸÜ˜’\;k]ŸÊ÷¬∏\Â;ÄÑ\Ê∏\;Ö…\Êh;‡]⁄î;√fië∏\;Ì÷¡;f™ k]Ë÷⁄¬’\;‰É·;ÏeÕ\ÖŸÂ;◊Ë∆çh 
QI;k]Ë÷⁄¬’\;‰É·;◊÷´Â;äËŒÁÂ;√fië∏\;fÕ\ÖÁ;‡^;f™  
RI;√fië∏\;Ì÷¡;f™;r]ifi’\;œËŒui’;ÏŸÜ˜’\;k\Ô\Öp¸\;ÉË fih k]Ë÷⁄¬’\;‰É·;ÏË’]¬…;Ì÷¡;Ω] ¢\Â;Ï��}∏\ . 
SI;É·;k]e÷�i∏;]�Œ…Â;√fië∏\;◊eÕ;flŸ;k]Ë÷⁄¬’\;‰É·;ÎÑ\Äb;€iÁ;‡^;f™\;‰ ÏË’ÂÅ’\;ÏËà]ËŒ’\;Ï ê\Ê∏. 
TI;;Ï›]¬iàˆ\;k]Ë÷⁄¬’\;‰É·;◊mŸ;Ì÷¡;ÎÖ�Ëâ’\;ÅÁÅü;f™ËpÑ]|;ÑÄ]ë±Ï;ÎÑ\Äb;‹]æ›;◊|\Ä;ÎÄÊ°\ 
 
 
 
;
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k]e÷�iŸ;;D;œËlÊi’\Documentation requirementC;
۱. Ê°\;ÎÑ\Äb;‹]æ›;œ]lÂ;fl⁄ïih;‡^;f™;ÎÄ QMS;U 

H;;ÎÄÊ°\;Ã\Å·^Â;ÎÄÊ°\;Ïà]Ëâ’;ÏŒlÊŸ;k]›]Ëd 
H;ÎÄÊ°\;◊Ë’Ä. Quality Manual 
H;ÏË’ÂÅ’\;ÏËà]ËŒ’\;Ï ê\Ê∏\;‰É·;]‚e÷�ih;9’\;ÏŒlÊ∏\;k\Ô\Öp¸\ 
H◊Ë∆çi’\Â;ªË�}i’\;‡]⁄ï’;Ï⁄æfi∏\;]‚p]iü;9’\;œ]lÊ’\;]‚h]Ë÷⁄¬’;ÿ]¬ ’\;€“ui’\Â 
H;È’ÂÅ’\;Ñ]Ë¬∏\;]‚e÷�iÁ;9’\;k˜qâ’\. 
H;ÏË⁄Ë÷Õ¸\;Â^;ÏËfiöÊ’\;w\Ê÷’\;]·ÄÅü;ÓÖ|^;œ]lÂ;Í^ 

MI;;Ô]ç›b;√fië∏\;Ì÷¡;f™ø tÂ;]Ÿb;k]qifi∏\;flŸ;ƒÊ›;◊“’;À÷Ÿ ;9’\;œ]lÊ’\;ÄÅ´;Â^;ÍÊi´;‡^
k]e÷�iŸÂ;rifi∏\;k] ê\ÊŸ;ÄÅü;ÎÄÊ°\;ÎÑ\Äb;‹]æ›. 

NI;fË—2’\Â;G;Ï÷Ÿ]“’\;√Ëfiëi’\;ÏË÷⁄¡;k\Åfiiâ∏\;‰É·;ÄÅü;‡^;f™ kÅpÂ;‡b;G;Ï›]Ëë’\Â.;
OI;ª]àÊ’\;flŸ;ƒÊ›;Â^;◊“å;Í_d;œËlÊi’\;‡Ê“Á;‡^;fl“¥ 

L;I;D;ÏŸ]¡general C 
;

ÎÄÊ°\;◊Ë’Ä;Ì÷¡;ø…]´Â;√fië∏\;_çfiÁ;‡^;f™  Quality Manual ◊⁄çÁ;ÍÉ’\: 
- Í^;ÖÁ1hÂ;◊Ëê] h;”’Ç;∫;]±;G;ÎÄÊ°\;ÎÑ\Äb;‹]æ›;œËe�i’\;‹Å¡;Â^;J;Â;k\Ô]fimià\ 
H;;ÎÄÊ°\;ÎÑ\Äb;‹]æfi’;Ï¡ÊîÊ∏\;ÏŒlÊ∏\;k\Ô\Öp¸\Â^ ƒÊpÖ’\;]‚Ë’b reference 
H;◊¡] i’\;ÀêÂ interaction ;‹]æ›;k]Ë÷⁄¡;ØdÄÊ°\;ÎÑ\ÄbÎ 

M;IQuality manual   
◊Ë’Ä;ÄÅ´;UÎÄÊ°\;◊Ë’Ä;ÎÄÊ°\;

œËlÊi’\;◊“Ë· 
Documentation ;∫;‹Å}iâ∏\

ÎÄÊ°\;ÎÑ\Äb;‹]æ› 
;œlÊŸ;Ô\Öpb;√îÂ;f™ÏŸÜ˜’\;ªd\Êï’\;ÅÁÅui’ 

- Ñ\Åê¸\;◊eÕ;Ï⁄˜∏\;k\Åfiiâ∏\;Ä]⁄i¡\Â;Ï¬p\Ö∏ 
- ;Ì÷¡;ÏŒ…\Ê∏\;ÎÄ]¡bÂ;ÎÑÂÖï’\;fât;nÁÅüÂ;Ï¬p\Ö∏;œ]lÊ’\ 
- ;œ]lÊ÷’;ÏË’]¢\;Ï¬p\Ö∏\;Ï’]tÂ;k\3Ë∆i’\;ÅÁÅü;‡]⁄ï’ 
- ;k\Åfiiâ∏\;flŸ;Ï÷ë’\;k\Ç;k\Ñ\Åê¸\;‡^;flŸ;Å—_i÷’;;º]Œ›;∫;Ït]iŸ;ÏŒe�∏\

‹\Å}iàˆ\;
- ]‚Ë÷¡;ÃÖ¬i’\;fl“¥Â;ÎÔÂÖŒŸ;◊æh;œ]lÊ’\;‡^;flŸ;Å—_i÷’;Ï’Ê‚âd 
- ;ÏeÕ\ÖŸÂ;ÈpÑ]£\;_çfi∏\;k\Ç;œ]lÊ’\;ÅÁÅü;‡]⁄ï’;]‚¬ÁÜÊh 
- fà]fiŸ;ÀÁÖ¬h;œËe�hÂ;ÏŸÄ]Œi∏\;œ]lÊ÷’;ÄÊëŒ∏\;3≈;‹\Å}iàˆ\;√fi∏;;#;\Çb;]6

Í¯;]‚d;Ω] itˆ\;ôÖ≈. 

NIcontrol of document  
C;œ]lÊ’\;∫;€“ui’\D 

LIÏŒd]�∏\;Ì÷¡;Ï’Ä^;€ÁÅŒi’;]‚d;Ω] itˆ\Â;k˜qâ’\;Ô]ç›b;f™ ’⁄÷k]e÷�i evidence of 
conformity ÿ]¬ ’\;◊Ë∆çi’\Â effective operation;I;ÎÄÊ°\;ÎÑ\Äb;‹]æfi’;

MI;ÎÔÂÖŒŸ;k˜qâ’\;ÌŒeh;‡^;f™ - legible ]‚Ë÷¡;ÃÖ¬i’\;fl“¥Â;Ï’Ê‚âd readily 
identifiable ]‚¡]p2à\Â. retrievable 

NI;ÅÁÅui’;ÏŸÜ˜’\;ªd\Êï’\;ÅÁÅui’;ÏŒlÊŸ;k\Ô\Öpb;√îÂ;f™ ;k˜qâ’\;ÏÁ]∂Â;flÁá†Â
k˜qâ’\;flŸ;í÷}i’\Â;Ω] itˆ\;Î2…;ƒ]p2à\Â. 

Control of records O;I  
D;€“ui’\∫;k˜qâ’\C;;U;

;k˜qâ’]d;Ïâàı∏\;ø iü
;Ö⁄¡;fl¡;◊Œh;ˆ;ÏËfiŸÜ;Î2 ’

;◊eÕ;flŸ;ÄÅ•;Ê·;]⁄—;rifi∏\
;flŸ;ØŸ]¡;◊Õ¯\;Ì÷¡;√fië∏\

√fië∏\;◊eÕ;flŸ;rifi∏\;s]i›b;~ÁÑ]h;
;;Ï÷ë’\;k\Ç;ÄÅ,\;Êufi’\;Ì÷¡;Â^

ÏËd]ÕÖ’\;k]e÷�i∏\;∫ ;
Organization chart 

LI;◊“Ë·;√îÂ;f™È⁄Ëæfih;√fië⁄÷’ 
MI;Ñ\ÂÄ¯\;ÅÁÅü;f™k]Ë’Âıâ∏\Â;À]ΩÊ’\;√Ë⁄°  
NI;]‚¬i≤;fl⁄ïÁ;]±;Ï÷ŒiâŸ;ÎÑ\Äb;ÎÄÊ°\;ÎÑ\Äb;‡Ê“h;‡^;f™ ;ú;ÏÁÖÏË’˜Œià\Â;Ñ\ÖŒ’\. 
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Appendix VII 

Application for re-reg of IVD 
 

Type of application: Local / imported  
Current registration number:  
Registration date :  
Applicant name:  
Applicant name Address :  
Applicant name Email address :  
Applicant name Telephone :  
Trade name:  
Description  
Variant: codes, references, or kit sizes   
The intended use /Indication:  
Legal manufacturer name:  
Manufacturing site name: multiple   
Manufacturing site address:  
Country of origin: multiple  
List of changes from the registered IVD   
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Appendix VIII 
 

;Àå\Ê“÷’;Ïeâfi’]d;ÏË›ÊŸ_∏\;k]e÷�iŸ;U�̂ Â^ÏËëË}çi’\Â;ÏË÷⁄¬∏\;: 

Testing IVDs-General, Self;;ÏËd]ÕÑ;k\Ô\Öpb;„’;oÅ´;%;Â;EE 
D; È›Ê›]Œ’\; √fië∏\; „÷àÖÁ; ÍÉ’\; Cœ…ÖŸD; Å‚¬i’\; €ÁÅŒid; k]—Öç’\; ‹ái÷hLegal Manufacturer;Àå\Ê“’\; ÎÑ\Ä¸; C

d; ÏËëË}çi’\Â; ÏË÷⁄¬∏\’; ÏÁá—Ö∏\; ÎÑ\Ä¸]; ÅÁ1’]d; ÎÖå]eŸ; ÏËe�’\; k]Ÿá÷iâ⁄÷;ˆÂ; G◊Ë—Ê’\; œÁÖö; fl¡; äË’Â; ◊qâ∏\
IÏË›ÊŸ_∏\;ÎÑ\Ä¸;„pÊi÷’;]6;◊ÁÊü;g]�|;Ñ\Åëià\;€iÁ 

;;√ËµList A, B IVDs;;;;Â;yTesting IVD s-General, Self;;D;Î2…;∫;ÏËd]ÕÑ;k\Ô\Öpb;]6;oÅtN;ÏŒd]à;‹\Ê¡^;Ïl˜l;C
€ÁÅŒi’\;~ÁÑ]i’ 

● ;ÏËëË}çi’\Â; ÏË÷⁄¬∏\; Àå\Ê“’\; ÎÑ\Äb; flŸ; ◊ÁÊui’\; g]�|; fpÊ±; ÏË›ÊŸ_∏\; ÎÑ\Ä¸; „pÊi’]d; k]—Öç’\; ‹ái÷h
; ÏËe�’\; k]Ÿá÷iâ⁄÷’; ÏÁá—Ö∏\; ÎÑ\Ä¸]d;ÎÄ]¡bJ◊Ëqâi’\; Ñ]öb; ∫; ÏË›ÊŸ_∏\; €ËËŒi’; ÏdÊ÷�∏\; k\Åfiiâ∏\; €ÁÅŒi’

ICœÁÊâi’\;~ÁÑ]h;í}÷Ÿ;fl⁄ïih;9’\ÂD;k\3∆iŸJ◊Ëqâi’\ 
● €ÁÅŒh ¬i’\Å‚ gÊ÷�∏\ (œ…ÖŸ)، Ì÷¡ ‡^ €iÁ „’]àÑb Ï�à\Êd √fië∏\ È›Ê›]Œ’\ (Legal Manufacturer) ÎÑ\Ä¸ 

Àå\Ê“’\ ÏË÷⁄¬∏\ ÏËëË}çi’\Â ; ÏËe�’\; k]Ÿá÷iâ⁄÷’; ÏÁá—Ö∏\; ÎÑ\Ä¸]dÎÖå]eŸ ÅÁ1’]d ◊qâ∏\ äË’Â fl¡ 
œÁÖö ◊Ë—Ê’\. 

;ÏË›ÊŸ_∏\;k]e÷�iŸ;U�]Ë›]l]—Öç÷’k;;;D;ªehÖŸ;3≈◊Ëqâi’]dUC 

۱. ‹ÅŒ±;ì]£\;ÏæŒË’\;‹]æ›;€ÁÅŒid;k]—Öç’\;‹ái÷h;f÷�’\ (Vigilance System)  
۲. ;‹ÅŒ±;ÏæŒÁ;ÿÊÒâŸ;ØË¬id;k]—Öç’\;‹ái÷hf÷�’\ ÏËd]ÕÖ’\;‡ÊÒç’\;ÿÊÒâ∏;„Ÿ]‚Ÿ;Ï…]îb;Â^;;g]�|;€ÁÅŒhÂ

D;„uËåÖhNomination LetterIÏË›ÊŸ_∏\;ÎÑ\Ä¸;C 
۳. ;k]ŸÅ|;◊d]ŒŸ;√…Åd;k]—Öç’\;‹ái÷hIÏË›ÊŸ_∏\;ÎÑ\Ä¸;]‚h] ÷Ÿ;€ÁÅŒh;Åfi¡ 
٤. ICkÅpÂ;‡bD;ÏË›ÊŸ_∏\;k]e÷�iŸ;ìÊëù;k\ÅqiâŸ;Í_d;k]—Öç’\;‹ái÷h 
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٦. D;k]u÷�ë∏\;Ï⁄]ÕGlossaryCU 
ASTM: American Association for Testing and Measurement 
CE: Conformitè Europëenne 
CFG: Certificate to Foreign Government 
CFR: Code of federal regulation  
DOC: Declaration of conformity 
EDA: Egyptian Drug Authority 
EEC: European Economic Community  
EPVC: Egyptian Pharmaceutical Vigilance Center 
FDA: Food and Drug Administration 
FSC: Free Sale Certificate 
FSCA: Field Safety Corrective Actions 
FSNs: Effective Field Safety Notices 
GHTF: Global Harmonization Task Force 
GMP: Good Manufacturing Practice 
GSP: Good Storage Practice 
HEPA Filter: High-efficiency Particulate Air Filter 
HIV: Human Immunodeficiency Virus 
HPFBI: Health Products and Food Branch Inspectorate 
HVAC System: Heating, Ventilating, and Air Conditioning System 
ISO: International Organization for Standardization 
IVDs: In vitro Diagnostic Medical Devices  
IVDR: In vitro Diagnostic Device Regulation  
MDSD: Medical Device Safety Department 
MIRs: Manufacturer Incident Reports 
MSDS: Material Safety Data Sheets 
PMS: Post-Market Surveillance 
PSA: Prostate Specific Antigen  
PSRs: Periodic Summary Reports 
RO: Reverse Osmosis 
ROC: Receiver Operator characteristic 
SMH: Summary of Marketing History 
SOP: Standard Operating Procedure 

https://en.wikipedia.org/wiki/Food_and_Drug_Administration
https://en.wikipedia.org/wiki/Food_and_Drug_Administration
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