
DF.PARTMENT OF HEALT II AND II UMAN SERVICF:S 
FOOD AND DRUG ADMINISTRATION 

DISTlllCT "DORESS AND PHONE NJMBER 

555 l'l' inderley Place, Sui t e 200 
Maitland, FL 32751 
(407)475- 4700 Fax : ( 407) 475- 4768 

DA (Sl OF INSPEOTlON 

6/24 /2019- 7/2/20 19~ 
fcl NUMBER 

3002614375 

NAME ANO n nE Of ttOV1DUAL lO WHOM ~EPORT ISS\JED 

R~chard A. Sheriff, Owner / ?residenc / ? harmacist 
FIRMNANE 

Shertech Pharmacy 
STREET ADCRESS 

221 Cooper Ln Ste A 
CITY, STAl£. 2JP COOE. COUNTRY 

Eas~ey, SC 29642- 8283 
IYPE EST"8USHMENT IHSl'ECTED 

Producer of Slerile Drug Produces 

This documenl lists observations made by the FDA rcprcscntative(s) during the inspection of your faci lity. They arc inspcctional 
observaLions. and do not represen1 a final Agency determina1ion regarding your compliance. If you have an objection n~garding an 
observalion, or have implemented, or plan to implement. corrective aclion in response 10 an observaLion, you ma)' discuss the o~jcction or 
action with the FD/\ representative(~) during Lhe inspection or submit this information to FDA al the address above. If you have any 
ques tions. please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 
OBSERVATION J 
Personnel engaged in aseptic processing were observed wearing non-sterile gloves. 

Specifica lly, your firm failed to utilize sterile gloves during the preparation of all sterile drug products (indicated 
for steri le injection). For ex.ample, on 6/24/19, your Phan11acist stated that no sterile gloves were used during the 
preparat ion of the • lot which was used to produce 
finished radiologica l drug product. Mertiatide-Tc99m LEU, lot #K-20190624-007. 

OBSERVATION 2 
Sporicidal agents were not used in your facility's cleanrooms and/or ISO 5 classified aseplic processing 
area. 

Specifically, your firm's Phannacist stated he only uses • (non-sterile surface disinfectant and 
decontaminant cleaner) and non-sterile ... •------------ within your classified ISO 3-LAfH. No 
sporicidal agent is used. 

OBSERVATJON 3 
Yow- fac il ity design aJJowed the influx of poor quality air into a higher classified area. 

Specifica lly. 

a. Your firm's classified JS0-3 LAFH hoods defined as Hood[.jnd Hood are locared within the 
classified 1S0-8 Pharmacy Area Your firm failed to demonstrate through smol<e studies that an influx of 

� 

EJ.;1PI..OVEE{S) SCH-'TURE 0AiE 6SSUEO 

SEE REVERSE Jessica L Pr e ssl e y , Investigator 7/2/2019 
OF THIS PAGE Jared P Ste v ens, I n v. ~ 
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DEPARTMENT OF HEALTH AND HUMA SERVIC£S 
FOOD AND DR UG ADMI NISTRATION 

DISTRICT ADDRESS ANO PHONE WMBeR DATE(S) OF INSPECTION 

555 Winderley Place, Suite 200 6/24/201 9- 7/2/2019* 
Mait l and , FL 32751 FEINUMBER 

3002614375 (40 7)475- 4700 Fax : (407)475-~768 

Richard A. Sheriff, Owner/President/Pharmacist 
FIRM NAME STREl:T-SS 

Shert~ch Pharmacy 221 Cooper Ln Ste A 
COUNTRY TYPE EST"8U811MENT IIISPEO'TED 

Easley, SC 29642- 8283 Producer of Sterile Drug ProducLs 

poor-quality air is oot entering your classified I 0-3 LAFH during the production of sterile drug 
products. In addition, your firm·s Pharmacist stated the 1111-classified lS0-3 LAFH are shut off 
overnight and prior to resuming production activities on ly wipes down lhe hoods with non -sterile -

b. Your firm fa iled to monitor the differentia l pressure between areas with different a ir c lassifications (such 
as the c lassified IS0-8 Pharmacy Area to the unclassified gowni ng room) prior or during ster ile drug 
production. 

c. The set-up of the classified lS0 -8 Pharmacy Area can potemially increase particulate counts. For 
example, the room contains a refrigerator adjacent to the classified lS0-3 LAfH (Hood a table top fan 
was observed on the counter between Hood " and the W)m Hood (used for • • J)rocessing). air 
conditioning vents (non-HEPA) proximity 

� 
were observed in close to Hood and Hood and all boods 

were observed cluttered containing supplies and equipment. 

OBSERVATION 4 
Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 

Specifica lly. your firm lacked environmental monitoring (EM) procedures and documentation to demonstrate that 
EM was conducted during sterile processing operations. For example, your firm's President/Pharmacist stated 
that on 6/24/ I 9. no EM was conducted during the tmmJIIIII of (b)(4) 

OBSERVA Tl ON 5 

!.W'l.OVEE\G) SIGNA TVRE DA'TEISSUEO 

SEE REVERSE Jessica L Pressle y , Investigator 7/2/2019 
OF THIS PAGE Jared P St evens, I nvesLigator :543' 
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DEPARTMENT OF l~EALH I AND II UMAN ERVfCES 
FOOD AND DRUG AD1"f!NlSTRA TJON 

DISTRICT "DORES "ND PHONE l'l.lMBER DAffiSJ Of INSPECTIO'I 

555 Winderley Place , Suite 200 6/24/2019- 7/2/2019~ 
Maitland, FL 32751 FEINUMBER 

3002614375 (407)475-4700 Fax : (407)475-4768 

NAME ANO TIT\.E Of lhlJIYIDUAI. TD WHOM REPORT ISSUED 

Richard A. Sheriff, Owner/President/Pharmacist 
FIRMNAME 

Shertech Pharmacy 221 Cooper Ln Ste A 
CITY, STAl'E. ZIP CODE. COUHTR"f 

Easley, SC 29642- 8283 Producer of Sterile Drug Products 

Procedures des igned to prevent microbiological contamination of drug products purporting to be sterile 
did not include adequate validation of the aseptic process. 

Specifically. your firm failed to conduct meclia fills that closely simulate aseptic production operations 
incorporating. as appropriate, worst-case activities and conditions that provide a chaJ lenge to aseptic 
operations. For example. according to your fi11n's President/Pharmacist youJ· firm • ----
• the drug product with 

radiologlcal actiV1ty, tecbnetmm . 

OB ERVATIO 6 
Each batch of drug product purporting to be sterile is not laboratory tested to determine conformance to 
such requirements. 

SpecificaJly. on 06/24/2019, your firm filled Rx ...____,.~_ for Mertiatide-Tc99m LEU (sterile 
injectable), lot #K-20190624-007 (8.539 rnCi. Quantity:''· 'Volume: 0.74ml), Use By D/T: 06/25/20 19, 
from the contained in the 

.-1.----
sterile tube, 

-
but failed to 

test the finished drng product fo r sterility. According to your firm's President/Owner, sterility testing is 

not being conducted on lhe finished p roduct, Mertiatide when.__=--- are being 
used. 

OBSERVATION 7 
There are no written procedures for production and process conu·ols designed to assme that the drug 
products have the identity, strength, quality, and purity they purport or arc represented to possess. 

=VEE<$! SIClNATURE DATE ISSUED 

SEE REVERSE Jessica :. Pr ess ley, Investigator 7/?/?019 
OF THIS PAGE Jared P Stevens , Invesrigator :f/J 
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OEPAIHMEN'f 0~ HEALT H AND II UMAN S E: RVICES 
FOOD AND DRUG ADMTNlSTRA TION 

OISTRICT ADDRESS A NO PHONI: NUMSER DATE(SJ OFINSPeCTION 

555 Winderley Place , Sui Lt::: 200 6/24/2019- 7/2 /2019* 
Maitland , Fl 32751 FEI NUMBER 

3002614375 (407)47 5-4700 Fax : (407)475-4768 

NA Me AND Tlll.E OF INOIVIDUAL TO WHOM REPORT ISSUED 

Richard A. Sherif f, Owner /PresidenL/Pharmacisr 
FlRMNAME STREET ADORo:SS 

Sher tech Pharmacy 221 Cooper Ln Ste A 
CITY, STATE. ZlPCOOE.COUNTRY TYPE ESTABLISHMENT INSPECTED 

Easley, SC 29642- 8283 Producer of Sterile Drug Produc~s 

drug product with radiological activity, technetium). 

(b) ( 4) (a111orn1ts were not weighed or verified) consistently meets predetermined 

specifications established by the manufacturer. 

OBSERVATION 8 
Each component is not tested fo r conformity with all appropriate written specilicati.o.ns for purity, 
strength, and quality. 

Specifically, your firm· s President/Pharmacist stated be was receiving[mIDI (Mcrtiatide) from an 
alternate distribution channel (unknown sow·ce); however, your firm failed to ensure th.rough 
appropriate analytical testing or documentation from the manufactureI that the (mIDI purchased meets 
specifications for identity, strength, quality, and purity. According to your firm · s Kit Information 
Report, your furn used these components to produce and dispense the fo llowing number of finished drug 
product units ofMertiatide-Tc99m LEU (sterile injectable) within 2019: 

• 

•
•

•
• 

(b) (4) units in January 2019, 

 mDJIIIII units in February 2019, 

 l.lilDr---111 units in March 2019, 

(b) (4) units in April 2019 •  
[IDBlllll unitsinMay 20 19. 

EMPLOYEE($) SIGN ATURE OATE ISSUEO 

SEE REVERSE J ess jca L Pressley , l nvest i gator 7/2/201 9 
OF THIS PAGE J ared P Stevens, Investigator -:,'2,1 
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DEPA RTM£NT OF HEALTH AND HUMAN SERVlCES 
FOOD AND DRUG ADMlNISlRATION 

DISTRICT ADDRESS AND PHONE NUMBER DATE(S) Of INSPECTION 

555 Winderley Place , Suic e 200 6/24/2019-7/2/2019 * 
Mai t l and, FL 327 51 FEI N UMBER 

3002614375 (407)475- 4700 Fax ; (4 07) 475- 47 68 

NAME ANO TITIE OF INDIVIDUAL ,a WHOM REPORT ISSUED 

Richard A. Sheriff, Owner/Presidenc/Pharmacist 
F RMNAME STREET ADDRESS 

Shertec h Pharmac y 22 1 Cooper Ln Ste A 
CITY, ST ATE. ZIP CODE. COUNTRY TYPE ESTABLISHMENT INSPECTED 

Easley, SC 2964 2 - 8283 Producer of S t eri l e Drug Produc ts 

OBSERVATION 9 
Testing and release of drug product for distribution do not include appropriate laboratory determination 
of satisfactory confonnance to the final specifications and identity and streagtb of eacb active ingredient 
prior to release. 

Specifically, according to your firm's Pres ident/Pharmacist, potency testing of t he active ingredient has not been 
co11ducted by your firm for the finished radiological dmg product, Mertiatide-Tc99m LEU, which ut.i li.zed 

-------------- from an alternate distrjbution channel (unknown source). 

OBSERVATION 10 
There is no written testing program designed to assess the stability characteristics of drug products. 

Specifically, accorcting to yoLtI firm' s President/Pbarmacistyour firm applies the same ~xpiration date of 
the original drug product to the without having any data to support the stability of 
this product after further manipulations. 

In addition, on 6/24/19 your firm filled Rx# • for Mertiatide-Tc99m LEU (sterile injeclable), lot 
#K-20190624-007 (8 .539 mCi, Quantity: Volume: 0.74ml), and assigned a Use by Date of 
06/25/2019 (24 hours); however a manufacnu-er's product insert found within the Pbannacy states the 

technetium Tc 99m me1tiatide preparation must be used within • of preparation. Yow- iirm 
lacked data to support this product retains the required activity for 24-hours. 

OBSERVATION 11 
Records associated with drug product components, containers, closures, labeling, production, control 
and distribution and within the retention period for such records, were not made readily available for 
authorized inspection. 

fMPLOYEE{S') SIGNATURE- DATE ISSUED 

SEE REVERSE J e S Si Ca L Pressley, Investigator 7/2/2019 

OF THIS PAGE Jared P Stevens, Investigator .,~ 
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DEPARTMENT OF FTEALTII ANO RUMAN SF. RVlCES 
FOOD AN I) DRUG ADMINISTRATION 

DISTRICT ADDRESS ANO F'HOIE NUMBER DATE{S) OF INSPcCTION 

55 5 Winderley Place , suite 20 0 6/24/2019-7/2/2019~ 
Maitland, cL 32751 FB NUMSER 

300261437 5 (407)475-4700 Fax : (407)475-4768 

NAME A ND T ITLE Of INDIVIDUAL TO WHOM REPCRTISSUEO 

Richard A. Sheriff, Owner /President / Phar maci s i: 
FIRMNME STREET ADDRESS 

Shertech Pharmacy 221 Coope= Ln Ste A 
CITY.STATE, Zl"P CODE, COU!JTRV TYPE ESTA8l!SHMENT INSPECTED 

Easley, SC 29642- 8283 Producer of Steri le Drug Products 

Specificall y, your firm failed to provide complete documentation including a Certificate of Analysis 
(COA) for the receipt and approval from your firm ' s suppl iers. According to 

, the following batches o~ I were received from three different 
suppliers: • ' andWJIIJI but no documentation was provided to 
demonstrate the products were supplied by these suppliers. For example: 

• 

• 

• 

On 1/26/18, your firm received container WJJGl} onsi sting o~ vials (b) (4) 
- • lotW>IGIIIIIIIII with the vendor listed as stated via email to your 
£inn's Pharmacist that their company does not produce • ' ) or (b)(4) 

On 08/24/18, your firm received container • onsisting of • · vial s of (b) (4) 

.._,-~----lot • 11 with the vendor listed as (b)(4) stated 
via email to your firm 's Pharmacist that their company did not produce or dispense 

or (b) (4) , , I ot tmJIII 

On 04/19/ 19, your firm received container • 11 consisting of vials of 

(b)(4) lot[IIDIIIII with the vendor listed as (b)(4) stated via 
email to your firm's Pharmacist that their company did not ship or dispense any (b) (4) 

•-• or (b)(4) to your Easley site in 2019. 

This practice of incomplete and inaccurate information of vendors supplying (b)(4) or 
(b) (4) batches to your firm' s Easley site has been occurring from 1 /23/18 through 5/16/19 

according to your .firm's Received Containers R eport. 

EMPl.OYEE{S) S!GNATLIRE OATE ISSU£0 

SEE REVERSE Jessica l Pr essley, Investigator 7/2/2019 
OF THIS PAGE Jared P St evens, Investigator~ 
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PAGE 7 of7 PAGES FORM FDA 483 (09/08) PRE\llOUS EllffiON OBSOLETE l.°"Sl'tCrlONAL OB~lLRVA TIONS 

DEPARTMENT OF' HEALTH AND ll lIMAN SERVICES 
1'00D AND DRUG ADMlNISTRATION 

DISTRICT AOORi:SS AND PHONE NUMBER OATE(SI Of INSPECl ION 

555 Windetley Plac e, Suite 200 6/24/2019-7 /2/2019* 
Mai t l and, FL 32751 FEINUMBER 

3002614375 (407)475 - 4700 Fax : (407)475-4768 

NAME AND TITlE OF INDIVIDUAi. TO WHOM REPORT ISSUED 

Richard A. Sheriff , Owner/President/Pharmacist 
FIRM NAME STREIT ADDRESS 

Shertech Pharmacy 221 Cooper Ln Ste A 
Cl1Y, STATE, ZJP CODE. COUIITRY TYPE ESTABLISHMENTlll6PECTEO 

Easley, SC 29642- 8283 Pr oducer of SLerile Drug Products 

*DATES OF INSPECTION 
6/24/201 9(Mon), 6/25/2019(Tue), 6/26/20 l 9(Wed), 6/27 /20 I 9(Thu ), 6/28/20 l 9(Fri), 7/01/2019(Mon), 
7 /02/2019(Tue) 

SEE REVERSE
OF THIS PAGE

EMPLOYEE($) StGNATtJR.E' 

Jessica L Press l ey, Inves t igator 

Ja,ed P Stevens, Inv"]/k
OA'tEiSSUED 

7/2/2019  
  




