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This documcDt !U.S Clbset vmons made bythe FDA n~tative(s)~ the inapecCioD ofyour flicility. Tbey are intpcctioaal 
ob!Cl'Vldiou. tad do DOt iqllacnt a final Aaeacy determination rqlldint )'ClUr c:omplialoc. H you hnc Ill ~ tw:pRliq 111 

observltio., orbeve implemeatod, or plall lO implement, corrcetive 84'tioD iD feSPORSC to an obsa•ltioa.JOU may discuss tbe objection or 
action with the fDA 'lqJl'CSOitltivc(s) during the inspecdon or submh dab infOmralion to FDA at !he address above. Ifyo. have Ill)' 
qlltlliOM. plede·COfi1at.lt FDA 11 the pliOile n~ andldcbas a!Jovc. · · ' 

DURING M lltlfliiC1'lQII OF YOUR A- l O .....WD: 
OBSERVAnON 1 
Procedures designed to prevent microbitr,logical contamination ofdtus products·purporting to be sterile 
are not established · 

Specifically, 

A) Your fum uses non-sterile [muJM- and Sterile (b) (4) for tbe sanitimtioo 
ofthe interior ofth~SO 5 Laminar Air Fl~w hoods. 

before use. However, the 

In addition. your finn has ao data to denoonstrate that th~ be utilized as a 
sporicidal disinfectant. 

B) Yom media fill process simulations are not perfonncd under the most stressful or challenging 
a total o£111 

(b) (4) the medii'ml 

On 4122116, your fum produced a lot of.Pbenylephrine lOOtncglml in Normal Saline in Syringes (lot 
1#4/22/16 1310 830-6l(s)) which totaled Illunit$. 

THIS IS A REPEAT OBSERVATION :FROM THE PREVIOUS INSPECTION. 

conditions. For media filll for (b) (4) 
The 

M~-..rl~--Nil; 

· 7/22/2016lee ~RR S t ephen D Brown. l n vest l ga tor 
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OBSERVATION 2 

Test procedures relative to appropriate laboratory testing for sterility and pyrogcns are not written. 


SpecificAJly, 

A) Your firm does not tonduct testing D:)r endotoxin for any epidural drug products. Forexample, 

l. Fentanyl (2meg/ml) and 0..125~ Bupivi.caine HCI PF'iJfiSOmJ Bag, lot #6fl7116 1021 21915P 
(Expiration date: 9/1 0/2016) wU produc:ed on 6127/16 and distributed to consignees. 

2. Morphine Sulfate PF lmglml in 2nil ,viaJ,lot ##6/29/16 1045 -24142EPF, was produced on 6129/16 and 
distributed to QOI\Signccs. 

B) Your firm hE not conducted suitabiHty testing for approximate(~. ofthe sterile~ finished drug 
products distribllled. To date, suitability testing has bee-n. otmed ~various products including the 
followimg: Cefazolin, lot ~~~::.601SP' • ~ and Ptopofol Emulsion, lot 
#21415 1442 192-851625 ~ . 

OBSERVATION 3 
Testing and release ofdrug product for distribution do not include appropriate laboratory determination 
ofsatisfactory conformance to the identiicy and strength ofQleh active ingredient prior tQ tetease. 

Specifically., yout firm utilized a contrat:t testing laboratory between 2014·2016 to conduct potency 
testing on approximately • lots ofstelile, imished drug products in onler to establish Beyond Use 
Dating (BUD) for the produds.[tDJQ;.ofthe Jots were not distributed. 

- Clo\lll..al~--lUll 
SEE REVERSE Stephen D Brown, Investigator ·  7/22/2016 
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However, your firm does not .cond~t rc,utinc potcDey testing for any ltcrllc, fmishcd drug producb 
· released for distribution. Between 12/1115 and S/31/16, your firm produced and disnibuted a total of· 
- kns offini~ drug. produ(:ts wb~chwere not tested for potency. _ . 

Some exalnples oflots offinished drug product$.which Were riot teSed for potency include the 
foJlowing: 

A, Norepinephrine Bitartrate 8 mg in S% Dextrose 2S6 ml Baa., lot1#711/16 OlOO 815-25(P) (Distributed 
to a consignee on ?/1Z'l016) 

B. Phenylephrine HCl ( 40mcglml) in Sterile Water for lnjecti~ 1OmJ BD Syringe, lot #612/16 0904 

8046IS (Distributed to a consignee on i'/1 I/2016) 


C. Fentanyl Ciuate (lOmcg/ml) in 0.9'110 Sodiwn Chloride lOOmlBa& lot #6/1116 1800 2t0.10(P) 

(Distributed to a consignee on 7/12/20lt6) 


OBSERVATION 4 
Procedures describing the calibration ofinstruments. apparatus, gauges and recoading devices are oot 
written or followed. 

Specifically. your firm~- since 

relative humidity, and~~·;lb~:ei~~~
· 
not been calibrated since installation. T<l date, written procedures Iii 

· [IDDJ] have not been established. 

OBSERVATIONS 

The labels ofyouroutsourcing faciUty's~ drug products ue deficient. 


The following information is not found ·on some ofyour drug product labels~ as required by section 

5038(a)(lO)(A): 


~......l\11!.. Ci'tl!~ 

SEE REVERSE Stephen 0 Brown, Itwestiqator - 7/2212016 
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1. The doaaae form ofthe product. 


Examples ofdrug product labels that do not contain this infurmation include: 


• Magnesium SulfMe 2 gm in NS !iOml 

• Ephedrine Sulfate in 0.9% Sodium Chloride SOmgllOml 

• Fentanyl in 0.90/e Sodium.Chloride 1250mcg/250ml 

2. A list ofactive ingredients and inactiv·e ingredients. identified by the quantity and proportion ofeach 
ingredient: 

An·example ofa piOduct andcontainer l:abel which does not contain this infOi'rtlation includes the 
following: "Phenylephrine lOOmcg in Sterile Water for Injection (lmgl'lOml)" 

*DATES OF INSPECilON 
7/1112016(Mon).,7/1212016(Tue),i/l312016(Wed).7/1412016(Thu),7/1SI2016(Fri),7/1812016(Mon),71221 
2016(Fri) 

~1'1-~--~ 
i/2U2016.SEE REVERSE Stephen D Brown, Intvest iqator 
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