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Ou so c·ng F cili y 

J 111 d un1 nt Ii t >h~~n ution~ rn d b) the FD4\ r ·p nl 1Cl\'d , dunn"! ah~ 1n p ttt •n of ) our 1: 1ltt) . he.._ Ll tio u1I
nb, =- r ~• k n an J de nor re pre 1 nl n hn I ' Lnc) J~knnu1 tton rt :1nrd 1ng your 1npl1Jn c If ou h. \C n hJt lt n r , rdm > 

u t n , 1t 1o n o r hti \ t! unr lcn1 n l d r pf ln t 1m p l rncnt .. Orr\: n,· · tc it n 1n r (l(ltl..,c r , mt ub c:r\ ..111 n. y u • 1 • , u lh ,JbJ t i n ,r 

h n \\ rth th I l>\ pn. ~nt.,11 c( ) <lunn il lh 1n p~ct,c n r u nnt 1h ~.. ,n fonTI.11Jon t l I).\ at the . h.Jrc. ,txn c If~ ou ni.l '« tan 
u L1c 11 ~ pl ·ti e n t (1 t l I A t the I hon nun1bcr and ._1dJ rc '-i ._ hn\ ~ 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OB ER . TJON 1 
Ea h bat h of c< ntr lled-re[ea c d I gc f rn1 drug produ t i n, t Jab rat r) tc ted L d t rrn in • 

nform n c l the !)p~c1li ati n f r the rat of reJea c fo r c h a tiv\;; in red1ent 

pc 1ti all\, 
ur fin11 fai led t c nduct d1 luti n te ting a part u1 fin1 h d pr du t pe tfi at1 n 

r qu ircn cnl pri r t batch rcl'-=u c" and therefore 1s unable to en ur ubdcm1,~J implant pelJct d n t 

di Ive in1n1ed1atcl... remain integral (do n t rurnble r br ak into pie e , and rc lcn.. e , ti\ 

pharn1aceutical ingredients at a r t that i reproducibl . D1 luti n tc ting ha n t bt:cn pcrf m1ed I<r 
the f◄ II \ Vi'n ° sterile drug producl : 

Estradtol 6 mg 

Estrad1ol 10 mg 

Estradtol 12 5 mg 

Estrad,ol 15 mg 

Estrad10J 18 mg 

Estradiol 20 mg 
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E adio 25 

P ages erone 100 g 

I Pr es erone 50 mg 

Testostero e (Choles erol) 200 g 

Tes os erone ( C olesterol) 100 mg 

Testosterone <Cholesterol) 87 5 mg 

Tes osterone (Chotes erol) 50 mg 

Testos erone (Choles erol) 37 5 mg 

Testosterone (C olesterol) 25 mg 

Testes erone (Cholesterol) 12 5 mg 

Testosterone (Cholesterol 2%) 200 mg 

Testosterone SA 200 mg Q y 992 

Testosterone SA 100 mg 

Testosterone SA 87 5 mg 

Testosterone SA 82 5 mg 
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1 Tes os erone SA 62 5 19 

Testosterone SA 50 mg 

Testa erone SA 37 5 ,mg 

Testosterone SA 25 g 

Testos erone/Anastrozole 100/4 mg 

Testosterone/Anastrozole 200/8 mg 

Testes erone/Anastirozote 200/20 mg 

Nattrexone 200 mg (PeUecome) 

Naltrexone 200 mg (BRX} 

Naltrexone 1 1 g 

C)B~ ER ATIO 2 . 
nta1ner cl urc y terns d not provide adequat~ pr tcction again t f res c" blc ,tern I ·1 ---1 "' i n 

toragc and u c that an cuu~e detcr1orati n r contarn1nat1on f the drug pr du t. 

pe ifi ally. 
\ ur 11nn ha not d mon tratcd that yotLr p ·Hcl container lo ure s lcn1 pr te t) ur .. t ril dru~ 
produ t fr n1 ntarn inatit n thr ughout the lifc of the drug You pcrfl r111cc.J n{b) {4) ntatn :l r 

clu -- ure 111t grit ' tuJy 1n 20 16: h ~\,c cr1 the a '" igncd BlJD • for nlo l • f y )UI drug pr du t' t~ 

ll> 
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xit l, tel .. y J _ tn nth . nnd 
~ 
v u ha\ l: n t t.:'\ t nded the

()lJS R\1,\ ION 3 
l~b torv.,, ntr l d n l in luJ the t, bl, hn1cnt t ,.. it:nti fi Uy ~ und an appr 

1 

~ pc: ifi at1l n "' nd t,1ndnrd de 1gncd t < ,urc th t drug pr du t n r,m to a ·pr priJtc r nd rJ .. 

id nt It)., tr 'ngth. qu Ht. Jnd punt) . 

pc I fi (. J fl .. '.. 
) ' ur finn pr du c 1n1pl ntabl,c h m1 11 pc;llcL 1nr\.:nded t be h:ril that have ~.-tcndt.=d-rcl \ e rat 
H \\ Cve, ~) ur uaht l nit ha" not c~tJbli"h~d hardn • -p, 1fic.at1 n .. t d~n, n'\tr l th t Lh , ,. drug 
pr duct · < nfc rn to appr pr1ate qualit) tand rd". )>" )Ur hardnc anafy l! 

1 

dcrn n tr te \\ td • range 
intr -batch hardn s n.: ul t ,.... r c •an1plc: 

Dru~ Pr du t L t I lnrdnc rfc t Re ult 
1'.u) 

I lardncc;, Tc t R~ ult 
l lh.!h k ,F 

· 62 .. 5 m g 4.17 

17 

7 

17 08 

E 'PlO'ftE ) t.lG~ TUl'"1: D 
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in c \ larch _0._4 .. ) ur firn1 ha~ t l!lC;v~d five J<l\ .. r~c l:\ cut .. lt11plaint, '1b ut pt: ll ' t c tru i n 'U1 j I 

r 'P rt~ t P\! 11 ct l r~, ~ 1n g 

OB, I{\' ,\ 10 1 4 
The lahcl ,f) 0ur ut urc111g fact lit)\ dru~ J r ,Llul:t do n t in lude in < rn11ati n 1 1 qu ir' b): "ec.;L1 n 
·o l3(a ( 10)(1\ 1 t the I ~deral lo d, l)ru , an ( n1ct1 t Fl)&... • t . 

Sp ' ifi ally. 
I. The lnbch, of your ut ~ ur 111° fa ciht\ • dtu_ Ir duct d n tin fudc 1nforn1, t1 n rcquir ,.d . 

ccti n -o ~B{a (10 ( .. p~cific.:all. 1.- the~ llo, ,ng intormation is not ft und, n) ,ur l lister drug 
pr duct label~ 

a) he tat mc.: nt 'l hi I a on1 p u n d ed d n1g" 

b The nan1c. adcJre , and phone nun1ber t th~ out ourc1ng fa ili1 t)'~ 

The d age fonn and trenbth: 

d) 1-he quantity or hune. 

c he date that the drug \Va con1p undctL 

( he t rat!c and handling in -tructi n : 

at1 nal Drul! - ode nt.unbrr~ 1f a atlablc: 

P\.OYC S) tG TVf TEIS D 
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h) he "tatc1ncnt.. t f r n.: ,le'\ '-ind. 1f the dru i. Jispcn cd l r d1 tr1buted th~r th'-u1 
pur~u4111t t :i pr ',cript1on lor an 1ndiv1du, I 1dcnt1Ji • t patient. the "t, tcn1l!nl ''( fitl: ( ~ 
C nl.v.'· 

I x n1plc · y ur d1ug pro lu l IJhcl~ th, t dl n t (t ntaIn th1 rnfc nnal1on. in Jud but n.: Jl ( t 
hn1itt:d t 

• l· trJdt 1J 6 n1g p~llet 
• I_ trnd, I l( rng pl:lle1 

• !)trud1ol 1-· 111 c pellet 
• r_: tr di I I ... ,ng pl:H~ t 
• '"'trad1ol 18 mg p~llct 
• •. tradt. l _ 0 Ing pl:llct 
• ◄ tradiol _ n1g pellet 
• altn: ·onto: 200 mg I •iarnc1n I ne 2 rng pellet 
• altrcx ne ~00 n1g / 'fr1an1 in I t c _ ntg pelh: t (\ ith ut h le~tc1ol) 

• ltrcx ne I .1 g pt:1 let 
• Pro2c t r nc I 00 nl' pellet 
• Pr gc ·tcr nc -o n1(! pellet 
• 'f C"'t tcrone 100 rng / 1\1u1 -traz le 4 n1g pel lcr 
• 1 c t tcrone 200 m I na traL( le 20 mg pellet 
• e. t -ter nc I00 n1g pell~t 
• "fc to teron I 00 mg pellet (,vithout ch le~ ter )I) 
• 1 '-=~to t r ne 12 ,. mg p llct 
• ' festo~ t r nc 200 rng pellet (2°/o hole tcrol) 
• ··re to ler nc _QQ n1g pellet (4% ch le tcr I) 
'"re t ter ne _oo m J pellet (\Vilh ut h It! t~r I) 

£ !PLO C:. f (':i ~ 1(,t~• U E 
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"Upon co pie ,on o ari ~uc c en o a 'ac o , ou~e con,;ut•,n 
la era o or o her e ab s m n , a r o ' v1 he r e o teer or 

plo , ma 1n t c 10n h 11 h o ner, o r r
n e con ns or pr c ices o e c in his 

iua_m n . 1 1ca o , ce. or cos r\e 1c ,n su ao ,,..,,..,,~..,r, ) 
con 1s s 11n ol or ,n a of an rid, or ecom o r {2) s 
been repare , c ed. or held und I ary cond1t1ons h reb 

or ere a e een render 1n1 nous o ea, 
repo sen __ __c_r_e_a_ry__"______________ 




