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OSSEi'lV,> fiONS A 'ID DO NOT REPRESENT A FINAl AGENCY DETERMINATION REGARDING YOUR COMPLIANCE IF YOU HA IE AN OBJECTION REGARDING AN 
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Yo ur firm h.!:> n •t t.>r.sur.:d uu; your facil it) is sLit:'!hl: de~igned v.. ith resp~cl to the llO\\ ofpt:rsonnd. in-proce:-s 
dto::ri:-~1::>. ami ri ni~hL'J ~tcrik drugs: the nt.:ed for room sc:grc.:gatiun anJ process s.:paration: an J the impact from 
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C.:\::l]UdlHHl t•flht'> li nding. 
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the.: (:-,{ J 7 \\hen thl.! wt nJow is ope ned. 
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·our lirm has fai led tO c:stabl ish <.u1d implement adequate operational procedure:> designed to pren:nt 
micr0biolngical contamination of drugs purporting to be stl;'rilc. 

YPur b 4 - used for the depyrogenation ot' glassware! used in aseptk processing was qualil1ed on 
3 24 2015 using lhc b 

• 
4) ( lbH•> (b) (4) ). ·nte 

. tbl(4j' 
dir~ctions for use for the test indicate that the ........................b _.
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· Your lim1 ha.-. not establi::.hed adequutc \\fin.en Standard Op~rating Procedures to ensure proper maintcnan~c of 
as~pck prvcessing areas nnd cquipmt.:nt used in those areas. 
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Your t"trrn bJs t1lH est.1bli~h~J ''\Titten procedures lh~H dl!sc rib~.: the cleaning of gbss\\J.n: used in the production o( 

::>teril...· Jru:;: pr~)Jucts. 

Your linn l'nilt:t.l to ensurl.! the accutaL:) of the labd~ used in the tinishcd preparation. 

SpccJiicall~. 

Tht: proJud. Methylcobalami n, RG3 (90%)/Cyclodc'\lrintNicotinamide :?.mg 2mg/60mg/50m~/ml ~usa! Spray. 

111'1 # 12222014 a6). wa~ proJll\:e-d on 12/ 22/101-1 . Acconling.lo (;Ompoun~lillg r~cords . the 13UD for the product. 
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