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COMPANY ANNOUNCEMENT

PharMEDium Services, LLC Issues Voluntary Nationwide
Recall of Certain Lots of Compounded Sterile Products Due
to Lack of Sterility Assurance

When a company announces a recall, market withdrawal, or safety alert, the FDA posts the company's
announcement as a public service. FDA does not endorse either the product or the company.

Read Announcement View Product Photos

Summary

Company Announcement Date:
December 26, 2017

FDA Publish Date:

April 14,2020

Product Type:

Drugs
Generic Drugs

Reason for Announcement:
Lack of Sterility

Company Name:
PharMEDium Services, LLC
Brand Name:

PharMEDium Services, LLC
Product Description:

Compounded injectables

Company Announcement

PharMEDium Services, LLC (PharMEDium) is voluntarily recalling the below lots of drug
products to the hospital/user level due to a lack of assurance of sterility. Administration of a
drug product intended to be sterile that is not sterile could result in serious infections that may
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be life-threatening. To date, PharMEDium has not received any reports of complaints related to
the products but is issuing this recall out of an abundance of caution following a commitment
made during a recent inspection of the company’s facility.

The recall is being issued because PharMEDium conducted a retrospective review of all
commercially distributed product lots compounded in the Memphis location currently within
their labeled expiration date in response to an FDA request regarding microbial control program
during recent inspection to provide verification of acceptable microbiological testing results of
the ISO5 environment, personnel glove sampling results, media fill results, sterility testing
results, and endotoxin results. The review indicated that a total of 55 lots of different products
impacting 25,327 units had two unsuccessful media fills. The remaining lots were associated
with environmental monitoring or personnel monitoring excursions in the ISO 5 space on
hood/surface and glove tip. Finished product release testing for both sterility and endotoxin
were acceptable. Although there were no defects identified in these products, as a conservative
measure, a recall is being initiated. .

The products can be identified by referring to the sample labels provided. These products were
distributed nationwide in the USA to hospitals/clinics.

PharMEDium Services is notifying customers of the voluntary recall by phone. Customers that
have any of the affected medications that are being recalled should immediately quarantine the
product, discontinue use and destroy per their hospital protocol. Customers with any of the
affected medications can also reference PharMEDium Services website for more information on
the specific lot numbers affected and contact information: www.pharmedium.com.

Patients and healthcare providers with questions regarding this recall can contact PharMEDium
Services Clinical Pharmacist at (847) 457-2220, Monday through Friday, between 8am and 5pm
Central Standard Time or via e-mail at dantonio@pharmedium.com
(mailto:shasan@pharmedium.com).

Patients should contact their physician or healthcare provider if they have experienced any
problems that may be related to the use of these products.

Adverse reactions or quality problems experienced with the use of this product may be reported
to the FDA's MedWatch Adverse Event Reporting program either online, by regular mail or by
fax.

e Complete and submit the report Online (/safety/medwatch-fda-safety-information-and-
adverse-event-reporting-program/reporting-serious-problems-fda)

e Regular Mail or Fax: Download form (/safety/medical-product-safety-
information/medwatch-forms-fda-safety-reporting) or call 1- 800-332-1088 to request a
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reporting form, then complete and return to the address on the pre-addressed form, or
submit by fax to 1-800-FDA-0178

This recall is being conducted with the knowledge of the U.S. Food and Drug Administration.

Service
Code

2K8880

2K8468

2K8889

2P8652
2P6179
276165
2K8124

3357N0-
K25

2K8490

2K8191

3217NO-
K25

2R3303-5
2K8453

2P6165
2K9115
2K8204

3303NO-
K25

276663
2R3303-5
2K9037

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/pharmedium-services-lic-issues-voluntary-nationwide-recall-certain-lots-compoun...

Product Description

2 mcg/mL Fentanyl Citrate and 0.2% Ropivacaine HCI (Preservative Free) in 0.9% Sodium
Chloride

2 mcg/mL Fentanyl Citrate and 0.2% Ropivacaine HCI (Preservative Free) in 0.9% Sodium
Chloride

2 mcg/mL Fentanyl Citrate and 0.15% Ropivacaine HCI (Preservative Free) in 0.9% Sodium
Chloride

1 mg/mL Morphine Sulfate in 0.9% Sodium Chloride
1 mg/mL Morphine Sulfate (Preservative Free) in 0.9% Sodium Chloride
1 mg/mL HYDROmorphone HCl in 0.9% Sodium Chloride

2 mcg/mL Fentanyl Citrate and 0.125% Bupivacaine HCI (Preservative Free) in 0.9% Sodium
Chloride

20 mg/mL Succinylcholine Chloride Injection (Preserved) Kit Check Tagged

2 mcg/mL Fentanyl Citrate and 0.1% Bupivacaine HCI (Preservative Free) in 0.9% Sodium
Chloride

0.125% Bupivacaine HCI (Preservative Free) in 0.9% Sodium Chloride

0.2 mg/mL Glycopyrrolate 3 mL in 3 mL BD Syringe Kit Check Tagged

50 mcg/mL Fentanyl Citrate (Preservative Free) Injection

5 mcg/mL Fentanyl Citrate and 0.2% Ropivacaine HCI (Preservative Free) in 0.9% Sodium
Chloride

1 mg/mL HYDROmorphone HCl in 0.9% Sodium Chloride
4 mcg/mL Fentanyl Citrate (Preservative Free) in 0.9% Sodium Chloride

2 mcg/mL Fentanyl Citrate and 0.125% Bupivacaine HCI (Preservative Free) in 0.9% Sodium
Chloride

50 mcg/mL Fentanyl Citrate (Preservative Free) Injection Kit Check Tagged

10 mcg/mL Fentanyl Citrate (Preservative Free) in 0.9% Sodium Chloride
50 mcg/mL Fentanyl Citrate (Preservative Free) Injection

1 mg/mL Midazolam HCI ( Preservative Free) in 0.9% Sodium Chloride Injection USP

Lot Number

172790045M

172790055M

172790091M

172790111M
172790115M
172790156M
172820087M

172820144M

172910035M

172910106M
172910127M

172910135M
172910154M

172930052M
172930100M
172970053M

172970130M

172970158M
172980111M
172980202M
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Service
Code
2K8498
2K9100
276231
2K8638

2K8241

2R3306-K5
2R3333-5
276455
2P8652
3303N0
2K8869

2K8643

2K7710
276827
276165
276165
2K8292
276270
2M8510
2K8120
276656
276165
2K8468

2K8667
276178
2K5856
278474
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Product Description

1 mg/mL Morphine Sulfate (Preservative Free) in 0.9% Sodium Chloride
0.5 mg/mL Midazolam HCl in 0.9% Sodium Chloride
3 mg/mL Adenosine Injection 30 mL in 30 mL BD Syringe

4 mcg/mL Fentanyl Citrate and 0.1% Bupivacaine HCI (Preservative Free) in 0.9% Sodium
Chloride

3 mcg/mL Fentanyl Citrate and 0.2% Ropivacaine HCI (Preservative Free) in 0.9% Sodium
Chloride

50 mcg/mL Fentanyl Citrate (Preservative Free) Injection Kit Check Tagged
50 mg/mL Ephedrine Sulfate Injection (Preservative Free)
2 mg/mL Morphine Sulfate in 0.9% Sodium Chloride
1 mg/mL Morphine Sulfate in 0.9% Sodium Chloride
50 mcg/mL Fentanyl Citrate (Preservative Free) Injection

2 mcg/mL Fentanyl Citrate and 0.1% Bupivacaine HCI (Preservative Free) in 0.9% Sodium
Chloride

3 mcg/mL Fentanyl Citrate and 0.125% Bupivacaine HCI (Preservative Free) in 0.9% Sodium
Chloride

1 mg/mL HYDROmorphone HCl in 0.9% Sodium Chloride
1 mg/mL Morphine Sulfate (Preservative Free) (Contains Sulfites) in 5% Dextrose

1 mg/mL HYDROmorphone HCl in 0.9% Sodium Chloride

1 mg/mL HYDROmorphone HCl in 0.9% Sodium Chloride
1 mg/mL Midazolam HCl in 0.9% Sodium Chloride
1 mg/mL Midazolam HCl in 0.9% Sodium Chloride

1 mg/mL HYDROmorphone HCl in 0.9% Sodium Chloride

0.25% Bupivacaine HCI (Preservative Free) in 0.9% Sodium Chloride
5 mg/mL Morphine Sulfate (Preservative Free) in 0.9% Sodium Chloride
1 mg/mL HYDROmorphone HCl in 0.9% Sodium Chloride

2 mcg/mL Fentanyl Citrate and 0.2% Ropivacaine HCI (Preservative Free) in 0.9% Sodium
Chloride

20 mcg/mL Fentanyl Citrate (Preservative Free) in 0.9% Sodium Chloride
1 mg/mL Morphine Sulfate (Preservative Free) (Contains Sulfites) in 0.9% Sodium Chloride
10 mEq Potassium Chloride in 0.9% Sodium Chloride 100 mL in 150 mL Intravia Bag

50 mcg/mL Fentanyl Citrate (Preservative Free) Injection

Lot Number

173020065M
173020131M
173020134M
173020141M

173020185M

173020228M
173020233M
173030008M
173030017M
173030024M
173030050M

173030080M

173030114M
173030146M
173040042M
173040043M
173040069M
173040072M
173040078M
173040265M
173040283M
173110038M
173110066M

173110079M
173110142M
173110193M
173170055M
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Service
Code
3117NO
2K8179
2R3417-K5
2K8669
2K8937
3303NO
276401
2R3334-5

Product Description

5 mg/mL Labetalol HCI
1 mg/mL Morphine Sulfate (Preservative Free) (Contains Sulfites) in 0.9% Sodium Chloride
1 mg/mL Morphine Sulfate (Preservative Free) (Contains Sulfites) in 0.9% Sodium Chloride
20 mcg/mL Fentanyl Citrate (Preservative Free) in 0.9% Sodium Chloride
0.2% Ropivacaine HCI (Preservative Free) in 0.9% Sodium Chloride
50 mcg/mL Fentanyl Citrate (Preservative Free) Injection
2 mg/mL Morphine Sulfate (Preservative Free) (Contains Sulfites) in 0.9% Sodium Chloride

0.5% Ropivacaine HCI Injection (Preservative Free)

Lot Number

173170127M
173200084M
173200212M
173210054M
173210060M
173210085M
173210101M
173210124M

Expanded Press Release (/safety/recalls-market-withdrawals-safety-alerts/pharmedium-

services-llc-expands-voluntary-nationwide-recall-additional-lots-compounded-sterile)

Company Contact Information

Consumers:

Denis Antonio, Quality Manager, Clinical Pharmacist
. (847) 457-2733

% dantonio@pharmedium.com (mailto:dantonio@pharmedium.com)

Media:

Sanjeev Bahl, Vice President of Quality
. (847) 457-2256
& shahl@pharmedium.com (mailto:shahl@pharmedium.com)

Product Photos
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NDC# 71019—-291-01 Service Code 2K5856

Potassium CHLORide

in 0.9% Sodium Chloride
10 mEq in 100 mL

Lot# MB1770001L
Expiration Date 01—01—1900

Total Volume 100 mL
(17)000101(10)MB1770001L :

Injection

A UYL

(01)00371019291018

Use as Directed. Rx Only.
Store at Room Temperalure.

10d

PhatMEDium Services, LLC
6100 Global Drive
Memphis, TN 38141 800 -523-7749

——

P,
ar
Iy
=
=
Q.
@

winisse

This Is a Compounded Drug. Mot for Resale. Hospltal/Office Use Only.

HYDROmorphone Hcl

im er mL (17600101 [10) ME 1 N00IE

U whpe 3 i Tt
30 mL total volume in 2 30 mL PCA Vial : 011003415537 10687

in Sodium Chloride 0.9% NDC 61553—710-68 ClI
Injection Service Code 2K7710
Exp 01— 01— 1900 Lot# MB170001C

Sloee 31 room temg. Ax Oaly. Uds 38 divected. Pigle! fnam Eght.
PharMEDium Seevicer LLC 9130, Davis Ave Clevelard, MS 38752 800- S03- 1748
This is a Compounded Drug. Nol for Resale. HospitalfOffice Use Only.
© PN EDium 2008, Pateal Pending
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| Epidural Use Only

Bupivacaine Hci
0.25%

400 mL total volume in 2 500 mL Intravia Bag
in Sodium Chloride 0.9%

(IT0e0I01(1mMBIT30001L
Dl
(a0 wistenate

Injection NDC 7101902007

Exp 01—01—1900 Service Code 2K8120

Lot# MB1730001L
$tore al room lemp. Ax Only. Use as directed.

PharMEDiom Sarvices, LLC 913 N, Davis Ave Cleveland, MS 38732 8005237749

This Is a Compounded Drug. Not for Resale. Hospltal/Oifice Use Only.
© PAXMEDium 2008 Patent Pending
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Fentanyl citrate

2 mcg per mL
(200 mcg per 100 mL)

nd BUpivacaine Hci
0.125% (171000101 (118 12700011

i

Injection {01)0035 1553124484

100 mL total volume in a 150 mL Intravia Bag

in Sodium Chloride 0.9% HDC 61553—124 _48 c"
i Service Code 2K8124

Use as direc.ud.‘:ﬁék-:i I'mn; light. Lot# MB1210001L

PharMEDium Services, LLC 913 M. Davis Ave Cleveland, MS 38732 300 -523- 7749

This is a Compounded Drug. Nof for Resale. Hospital/Office Use Only.
£ PharMEDium 2008. Patent Pending
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<4Morphine Sulfate P

1 mg per mL Contains
(100 mg per 100 mL) - Sulfites

100 mL total volume in 2 150 mL Intravia Bag
in Sodium Chloride 0.9%

(17 B0 101 16)MA 1420001 1L

i i

(010036 1553179484

Injection NDC 61553 — 17948 CII

Exp 01—01—1900 Service Code 2K8179
Lot# MB1420001L

Store at room lemp. Rx Only.Use as directed. Protect from light.
PharMEDium Services, LLC 913 N. Davis Ave Cleveland, MS 38732 800 - 523 - 7749

This is a Compounded Drug. Not for Resale. Hospital/Office Use Only.
© PharMEDium 2008. Paten! Pending
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Bupivacaine Hci
0.125%

100 mL total volume ina 150 mL Intravia Bag
in Sodium Chioride 0.9%

(I OE101( 10 M B IAEM00 11
by (18 ‘I

01)0037 1019015123

Mg NDC 71019016~ 12

Exp 01—01—1900 Service Code 2K8191

Loi# MB1680001L
Stare al room lemp. Ax Only, Use as direcled,

PhacMEDiym Services, LLE 913 N. Davis Ave Clevaiand, M5 38732 800 -523-7749

This is a Compounded Drug. Mol for Resale. Hospital/Otice Use Only.
i PharMEDivm J008. Palent Pénding
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Fentanyl citrate

2 mcg per mL
(400 mcg per 200 mL)

d BUpPIVAcaine Hcl

0 . 1 2 50/ 0 {17)000101 (10 MB3510001L
Wﬁﬁiﬁ \ flll

Injection {01)0036 1553204377

200 mL 1otal volume in a 250 mL Intravia Bag

in Sodium Chloride 0.9% NDC 61553-204-37 ClI
Exp 01-01-1900 Service Code 2K8204

Stare al room temp. Rx Only Lot# MB3610001L

Use as divecled. Pralec] tram light.
PhatMEDIum Services, LLC 913 N. Dawvis Ave Cleveland, MS 38732 800 -523-7T49

This is a Compounded Drug. Not for Resale. Hospital/Oifice Use Only.
© PharMEDium 2008, Paten! Pending
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3 mcg per mL
(750 meg per 250 mL)

d ROpIVacaine Hcl
0.2% SR

Injection {01} 0038 1553741020

250 mL total volume in 2 250 mL Intravia Bag

in Sodium Chloride 0.9% NDC 61553-241-02 CII
g:!’a'?:mje?_:; :3?“ Service Code 2K8241

Use as direcled. Protect lrom light, = Lot# MB3610001L

PharMEDiam Services, LLC 913 N. Davis Ave Cleveland, MS 38737 800 - 523 - 1749

This is a Compounded Drug. Not for Resale. Hospital/Office Use Only.

@ PharMEDium 2008. Palent Pending
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Midazolam Hc!

1 mg per mL
(250 mg per 250 mL)

250 mL total volume in a 250 mL Intravia Bag
in Sodium Chioride 0.9%

(TI00010 1] 1M MAE3E 1000 1L
i i i
0 1)038 155A29R07 7

Injection NDC 61553 -292-02 CIV

Exp 01—01—1900 Service Code 2K8292
Lot# MB3610001L
Stare at room temp. Rx Only. Use as direcled,

PharMEDium Services, LLC 913 N. Davis Ave Cleveland, MS 38737 800-523-7749
This is a Compounded Drug. Mol for Resale. HospitaliOffice Use Only,
T PharMEDIum 2008. Paten! Pending
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5 mcg per mL
(1,250 meg per 250 mL)

and ROpIVAcaine Hcl
0 (171000101(1yMe38 100011
0-2% R

Injection {D1)06:36 15534536 14
250 mL total volume in a 250 mL Intravia Bag

in Sodium Chloride 0.9% NDC 61553-453—61 ClI
S;Pm?o:m;ﬂ e ;'iﬂﬂ Service Code 2K8453

Use as directed. Profect from light. Lot#MB3610001L

PharMEDiur Services, LLC 913 N, Davis Ave Cleveland, M5 38732 B800-523- 7749

This is a Compounded Drug. Not for Resale. Hospilal/Office Use Only.
= PharMEDium 2008. Patent Pending
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Epidural Use Only

nyl Citrate

2 mcg per mL
(400 mcg per 200 mL)

s ROpivacaine Hel
n ] ummummmsmu
0.2%  mimn

Injection (0110036 1553458588

200 mL rotal volume in a 250 mL Intravia Bag

in Sodium Chloride 0.9% NDC 61553-468-58 Cll
Exp 01-01-1900 : Service Code 2K8468

Stare al room lemp, Ax Only, Lot# MB3610001L

Use as direcled. Protecl fram lighl.
PharMEDium Services, LLC 913 N. Davis Ave Cleveland, MS 38732 200 - 5237744

This is a Compounded Drug. Not for Resale. Hospital/Office Use Only.
© PharMEDium 2008. Palent Pending
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Epidural Use Only

Fentanyl citrate

2 mcg per mL
(300 mcg per 150 mL)

ad BUpPIVacaine Hcl

0 10/ (17000101 (MBS 100011
- 1Y0

it i

Injection [01)0036 1553490473
150 mL total volume in a 150 mL Intravia Bag
in Sodium Chloride 0.9%

. NDC 61553-490-47 ClI
Exp 01-01-1900 Service Code 2K8490
Store al room temp. Rx Dnly. Lot# MB3610001L

Use a5 direcled. Prolect from light.
PharMEDium Services, LLC 913 N. Davis Ave Cirveland, M3 38732 800 - 523 - T749

This is a Compounded Drug. Nol for Resale. Hospital/Office Use Only.
© PharMEDium 2008. Patent Pending
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[ PRESERVATIVE FREE |

4dmorphine sulfate p»

1 mg per mL
(100 mg per 100 mL)

100 mL total volume in 2150 mL Intravia Bag
in Sodium Chloride 0.9%

(170001 10 MEMS 1000 11

ﬁlﬂ! ﬁh)ﬁ 14
l@mﬂ'lwum HI
Injection NDC 61553 —-498 -39 ClI

- i Service Code 2K8498
EXD 01-01 900 Lot# MB3610001L

Store at room lemp. Rx Only.Use as direcled. Pratect fram light.
PharMEDiam Services, LLC 913 N. Davis Ave Cleveland, MS 38732 200 - 523 -7749

This is a Compounded Drug. No! for Resale. Hospital/Office Use Only.
< PharMEDium 2008. Palenl Pending

@anvl e Y Epidural Use Only

4 meg per mL e o

(200 mcg per 50 mL) | | |l|
and Bupivacaine Hcl P

0.1% NDC 6155363875 ClI
50 mL total volume in a 60 c¢ Monoject Syringe  £XP 01-01-1900
in Sodium Chloride 0.9% bl mi‘s'ﬁ’g‘;‘ﬂﬁg‘mlwum'm“
Injection 2& _ﬁ’}fa;_, :l;n-m. LE $13 N Clawis Ave Clessiand, MS 38732

This iz a Compounded Drug. Mot for Resade. HospilalfOffice Use Oaly.
S Prorli Giam. TIOE Patesl Fiading
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Qenjal;yl -l:itw Epidural Use Only

3 mcg per mL e

(165 meg per 55 mL) wlllﬁmmml
and BUpivacaine Hci sl

0.125% NDC 61553 -643-76 CIl
55 mL total volume in a 60 mL BD Syringe Exp 01-01-1900
in Sadlum Chioride 0.9% g“ “m mﬁﬁgﬁ tﬁm:ﬂmwummu
Injection nv:f!'n—!m. LG 913 N, Dol Awe Cleweiand, M5 38732

-5 -1
This is a Compounded Drug. Mol for Resale. Hospital/Office Use Only.
€ Pl ME Qs 7008, Filaat Pending

< Fent: tanyl Citrate > -

2[' mc er ml_ umlmumnmmu
(1,100 mcg per 55 mL) T _"

e i mL BD Syrin SN
2%?;!&%%3?::;&3 o FRge nn{:“mm- EE?-?E ch
Injection Service Code 2KBEET
Exp 01-01-1900 Lot# MB3610001L

Stare 2 roem bemp. Rx Only Uie a3 divecied. Peatect fom light.
PhuarMEDimen Services, LLC 513 K. Davis Ave Clewelind, WS 38732 800-523-T743
This is a Compounded Drug. Mot for Resale, Hospital/Office Use Only,

i PHarsEE Diurm 7008, Patent Pending

< Fentanyl Citrate > -

20 mﬂg per ml_ [17)000 101 10YMBIE 1011

(1,100 mcg per 55 mL) mm

55 mL 1otal volume in a 60 cc Monoject Syringe IR

in Sodium Chioride 0.9% I Ey g KOG 51553—55_9— 76 Cll
Injection Service Code 2KBGEI
Exp 01-01-1900 Lold MB3610001L

Siore all room lersp. Rx Only Use a3 dieecled. Protect from light,
PharMEDiam Services. LLC 913 N. Dindis A Cleweland, M3 3732 800~ 523 - 718
This is a Compounded Drug. Wot for Resale. Hospital/Otfice Use Only.

© PrarMEDivm 2008 Falen! Pending

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/pharmedium-services-lic-issues-voluntary-nationwide-recall-certain-lots-compou...  18/38
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Fentanyl citrate

2 mcg per mL
(200 mcg per 100 mL)

ad BUPIVAcaine Hel

ﬂ -1 n/ﬂ (17000 101(10)MB361000 1L

T T

Injection (0110036 1553083484

100 mL total volume in a 100 mL Yellow Casselte Reservoir

in Sodium Chloride 0.9% NDC 61553-869—48 ClI
Exp 01—01-1900 Service Code 2K8869

Store al room femp. Rx Only. Lot# MB3610001L

Use as direcled. Protect from light.
PharMEDium Services, LLC 913 M. Davis Ave Cleveland, MS 38732 800 -523 - 7749

This is a Compounded Drug. Not for Resale. Hospital/Office Use Only.
' PharMEDium 2008, Patent Pending
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2 mcg per mL

(200 mcg per 100 mL)

i ROpIvacaine Hcl

0% it

Injection (0110036 1553480489
100 mL total volume in a 100 mL Yellow Casseite Reservoir

in Sodium Chloride 0.9% NDC 61553 -880-48 ClI

o A g Service Code 2K8880
{5k 35 dondtell Peteld e light. Lot# MB190001L

PharMEDium Services. LLC 913 N. Davis Ave Cleveland, MS 38732 800-523-7749
This is a Compounded Drug. Not for Resale. Hospilal/Office Use Only.

© PharMEDiom 2008, Palen! Pending

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/pharmedium-services-lic-issues-voluntary-nationwide-recall-certain-lots-compou... 20/38
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2 mcg per mL
(200 mcg per 100 mL)

ad ROpIVacaine Hcl

0 (17)000101(10)MB36 100011
VI
TR |l
Injection 01051 553889482
100 mL total volume in a 100 mL Yellow Cassette Reservoir
in Sodium Chloride 0.9% NDC 61553-889—48 ClI

Exp 01-01-1900 Service Code 2K8889
T T B Lot# MB3610001L

Use as directed. Protect from Hght.
PharMEDium Services, LLC 913 N. Davis Ave Cleveland, M$ 38732 800 -523- 1749

This is a Compounded Drug. Nol for Resale. Hospital/Office Use Only.
= PharMEDium 2008. Patenl Pending

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/pharmedium-services-lic-issues-voluntary-nationwide-recall-certain-lots-compou... 21/38
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Ropivacaine Hci
0.2%

250 mLotal volume in a 250 mL Yellow Casselte Res. Flowstop
in Sodium Chloride 0.9%

(1T DOET B Y OHME 163000 1L
i
H0T)e0az I!Iiﬁﬂ&fﬁ;

Injection NDC 71019- 32605

Exp 01—-01-1900 service code 2k8937

Lot# MB1680001L
Store & room lemp. Rx Only. Use as directed

PharMEDIvm Services, LLC 913 N Davis Ave Cleveland, MS 38738 200 -523-7749
This is a Compounded Drug. Nol lor Resale. Hospial/Oifice Use Only.
¢ PharMiOwm 2000 Patenl Pending

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/pharmedium-services-lic-issues-voluntary-nationwide-recall-certain-lots-compou... 22/38
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1 mg per mL MIDAZOLAM Hci

Preservative Free
in Sodium Chloride 0.9%

Total Dose 100 mg/100 mL Midazolam HCI PF

NDC# 61553 — 037 — 96 Service Code 2K9037
| Lot # MB190001L
IniBEtiﬂl‘l

EXPO01—-01-1900

(17)000101(10)MB 13000 1L

i AT e

(01)0036 1553037968

Content Volume: 100 mL 150 mL Intravia Bag

Use as directed. Rx Only. Store al Room
Temp (15 to 30 c). Protect From Freezing. Clv

PharMEDium Services, LLC 913 N. Davis Ave
Cleveland. MS 38732 800-523-7749

This is 3 Compounded Drug. Not for Resale. Hospital/Office Use Only.

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/pharmedium-services-lic-issues-voluntary-nationwide-recall-certain-lots-compou...  23/38
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Midazolam Hcl

0.5 mg per mL
(50 mg per 100 mL)

100 mL total volume in a 150 mL Intravia Bag
in Sodium Chloride 0.9%

[17/000107 (10} MB3610001L

i
| |
010036 1553100964

Injection NIJC 61553 -100-96 CIV

Exp 01—01—1900 Service Code 2K9100
Lot# MB3610001L
Stare at room temp. Ax Only. Use as direcled.

PharMEDium Services, LLC 913 N. Davis Ave Cleveland, MS 38732 800-523-7749
This is a Compounded Drug. Not for Resale. Hospital/Office Use Only.
© PharMEDium 2008, Palen! Pending

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/pharmedium-services-lic-issues-voluntary-nationwide-recall-certain-lots-compou...  24/38
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Fentanyl citrate

4 mcg per mL

(1,000 mcg per 250 mL)

250 mL total volume in 2250 mL Intravia Bag
in Sodium Chloride 0.9%

it

0110036 1553115970

Injection NDC 61553 -115-97 ClI

Exp 01—01— 1900 Service Code 2K9115
Lot# MB3610001L

Store at room temp. Rx Only Use as directed. Pratect from light.
PharMEDium Services, LLC 913 N. Davis Ave Cleveland, MS 38732 200 - 523 -7749

This is a Compounded Drug. Not for Resale. Hospital/Office Use Only.
i PharMEDium 2008. Palenl Pending

PharMEDium Services, LLC Issues Voluntary Nationwide Recall of Certain Lots of Compounded Sterile Products Due to Lack of Sterility ...
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1 mg/mL HYDROmorphone Hci

in Sodium Chioride 0.9% Rx Only

Total Dose 30 mg/30 mL HYDROmorphone HCI

(17)000101(10)MB0970001L

L LY ) : Wl b i " il
{

|

|
M
Lfff
i |

This is a Compounded Drug. |

Intended
for IV Use

Nol for Resale. ‘
Hospital/Oltlce Use Only. | T
Exp 11900 SomieeCons oM8510

xp 1, ervice Code »
I.ulp# MB0970001L NDC# 61553 —510— 69 WARNING!
Content Volume: 30 mL in 30 mL PCA Vial NOT FOR

PharMEDium Services, LLC 913 N. Davis Ave
Clevaland, MS 38737 800 -523-7749

Use as directed. Slore al Raom Temperslure CI I EPIDURAL

Prolacl lrom Fraezing. Prolecl ram ligh

{ITHODO PN 1R ME I TG 1T
Ve e
oruc N1 UL

D03 155X 1 E5045

HYDROmorphone Hcl

1 mg per mL

(30 mg per 30 mL)
30 mL total volume in 2 35 mL Monoject Barrel

in Sodium Chloride 0.9% NDC 61553 —165-44 Gl
Injection Service Code 2P6165
Exp 01-01-1900 Lot# MB170001C

Slore o room lemp, Rx Only. Use 3¢ direcied. Prelect fram lighl.
PhasMEDium Services. LLC 913 M. Davis Ave Cleveland, MS 38732 800 -583-T709
This is a Compounded Drug. Mot for Resale. Hospital/Office Use Only.

o s . Vit Piaing Compatible with Monoject Plunger Rod

PharMEDium Services, LLC Issues Voluntary Nationwide Recall of Certain Lots of Compounded Sterile Products Due to Lack of Sterility ...
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« Morphine Sulfatep

' Free ARIE
30 mL to1al volume in a 35 mL Monoject Barrel !ﬁfﬂg{jﬁiﬁﬁ'ﬂ Il
;’:.?.::::T.,m,.mmm o NDC 61553~ 17944 ClI
Exp 01 -01-—1900 f:{:i%?gﬂma EPIEITQ

Stare al snam iemp Ry Oaky Ute 3% dinecied Poalet] foem 15
Phardif Dvam Sendaces. LLE 513 B Dws Ave Cleselaad, MS Y0 800 503 778

Thiz i a Compounded Drag. Mot for Resale. HospilalfOflice Use Only.

* FhaaMithum 208 Falent Peadiog Compatible with Monoject Plunger Rod

. s | EE,
morphine s. LE|8
sulfate 3= | K

N

P mg per mL omgpersom HEIEL
sé|E(®@

_ 25| 5|2

For IV Use Cll 2P8652 E% Elgk
I 0.9% Sodium Chloride  CONTAIS PRESERVATIVES| ¢ £ | 3 |2 2
30 mL Total Volume ROOM TEMP STORAGE | & ®E
in a 35 mL Monoject Barrel PROTECT FROMLIGHT |8 E! = |=
Injection ; E &

(17)170628(10) 170830004 (21)0004 -

Exp 06-28-2017 U LI g Lo
NOCH 61553 - 652 - 44 | oo 3 B
Lot# 170890004C (01)00361553552444 v | & F
US Pat¥ 0588200 = |t |
PrarMEDium Services, LLC 913 N, Davis Ave Cleveland, MS 800 - 523 - 7749 j=1 = &
JE

= |2
E®l

=
(q») —h
q

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/pharmedium-services-lic-issues-voluntary-nationwide-recall-certain-lots-compou... 27/38
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Injection | {1 70000 110 ME3 000 1L

NNCA G563 - 306 - 21 | l

Lal¥# MB3ISIDDOTL m"
=114

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/pharmedium-services-lic-issues-voluntary-nationwide-recall-certain-lots-compou...  28/38
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0 5 0/ 5 mg per mL
. 0 50 rrlg per'l() mL

>
[
2 |
10 mL Total Volume =
Not For IV Use 8
|n]ec“un ] . } ummnmmnmu %
|
Exp 01—01—1900 Wﬁ -
NOG#¥ 71019-331-10 O THETIOIRIAT 12 -
Lot¥# MB2150001L IS Palf D548200

FruMEDien Sarvices LLC 513N Devis Aes Claveland M8 BY) - 531 - T703

T = O0A=>000=C0

This is a Compounded Drug. Not for Resale.

PhacMffiem Saewicen ILE RINM Dosly dve Clowvelend ME 865 - 335 - FTa5

morphine . i ||z
Preservative Free (contains Sulfitos) Sl "
mg per mL gx [Elg g
10 mg per 10 mL cil gg = sg
- : & u el
In 0.8% Sodium Chioride 2R341 3 |
10 mL Total Volume mmm 5% £ o
For IV Use PROTECT FROM LIGHT gg
|ﬂjECliDl’l (PA00I01IMMBIS 00T ‘5“:- 4
MLt PR ;
Exp 01—01—1900  REEEREE  |[BS g
NDCH# 61553 - 41705 ionse 5841705 S=* o
Lot MB3610001L US Pald D5§2208 ° 5
28
=

Eo=nocs—-c0

morphine
aulydiow
WnCEeUd

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/pharmedium-services-lic-issues-voluntary-nationwide-recall-certain-lots-compou... 29/38
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HYDROmorphone :c

In 0.9% Sodium Chioride  Cl 276165
1 mLTotal Volume

Use Only.

PharMEDium

20 Drug. No for Resale

A

HYDROmaorphone
JUOYdIOWOHAAH

Exp 01-01-1900 ys paw Dsos200 | 1
Phoarblif Diwem Sermcan (L0 SEI N Divin Roe '
Clewtload, M5 38732 800 - 520 - T8 AN 1SSTIES T

>-ta|:=oEa_=-_n..:a:m

HYDROmorphone
auoydiowHAAH

< Morphine Sulfate P>

1 mg per mL Contains .
1000100 Wy MEIS 10001 |
(30 mg per 30 mL) Sulfites 1351111
30 mL total volume in a 60 mL BD Syringe memmﬁ; i
in Sodium Chloride 0.9% NDC 6155317874 Cl
Injection | Service Code 276178
Exp 01—-01-1900 Lot¥ MB3610001L

Siean 2l roem Bermp. Ax Only Use a5 direcled. Protect fram Bohl
PhaMEDium Sarvites, LLE 913 N, Dawis Ave Cleveland, MS 33737 800 - 523 - 7749
This is a Compounded Drug. Not for Resale. Hospital/Office Use Only.

£ PharMEDium D308, Pateat Pending

11000110 W R8BS0 L

Jepern gy (3 mg per mL Adenosine
m,@j;m" Injection
Tolal Dose 90 mg/30 mL Adenosine

Content Volume: 30 mL in 30 mL BD Syringe

- NDCH 71019-002-01
Exp 01-01-1900 Service Code 276231
PharMEDium Services. LLE 6100 Globat Drive Lot# MBTGBM“’
Memphiz, TH 24141 800 -523-7748 Use a3 Direcled. Rx Only.

Slore 3 Ream Temg (15 fo 30
This Is a Compounded Drug. Not for Resale. I-Iuspllafiﬂllaz-sm 56 u:ly. &

N Intended lor IV Use _

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/pharmedium-services-lic-issues-voluntary-nationwide-recall-certain-lots-compou...  30/38
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1 mg per mL
(25 mg per 25 mL)
25 mL total volume in a 30 mL BD Syringe

i Sodium Chiaride 0.9%%
Injection

Exp 01-01-1900
Stlore af room lamp. R Only. Use as direcied.

{ITpDORE Y| 1) AR3E 100011

i il

0130008 ¥6E32 1031

NDC 61553 -270~G3CIV
Service Code 276270
Lotd¥ MB3IGS10001L

PharMEDiwm Services. LLC 913 K. Davis Ave Cleveland, NS 38732 800 - 23~ 7749
This is a Compounded Drug. Not for Resale. Hospital/Difice Use Only.

< Morphine Sulfate »

2 mg per mL tai
(100 nglgpper 50 mL) ggm?;gs

50 mL total volume in a 60 mL BD Syringe
in Sodium Chlorido 0.9%%

Injection

Exp 01-01-1900

Stare al room lemp. Rx Oply Uge as directed. Profect fram gl

T PharMEDiun 7008, Pabeot Peading

(HT1000 1011 DHSB6 1000 1L

WI

| L
(01)0036 1555401 12

NOC 61553 - 401 - 20 ClI

Service Code 276401
Lot¥# MB3510001L

PharMEDigm Services, LLC 913 N. Davis Ave Cleveland, M5 38732 800-513- 7780
This is a Compounded Drug. Not for Resale. Hospital/Office Use Only.

morphil‘le Sulfate

£ PharMEDom 2008. Palent Pending

mg [i:
per mL[E

2

In 0.9% Sodium Chloride  ClIl  2T6455
imilolVoume  COMASAERRAIVES
Injection NDC# 61553 - 455~ 78 (17008101

Loté  MB21300011
Exp 01-01-1900 us pawe 0588200 |'

FhpeWEDwm porvices. LLE §03 8 Owwia Ree
Cheweinmg MS TR 800 - 310 -TN8

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/pharmedium-services-lic-issues-voluntary-nationwide-recall-certain-lots-compou....

PharM Eﬁlium

B MDD g’
I 1

morphine
ydiow

=
2
E

mo
oul
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Midazolam Hcl
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<4 morphine sulfate p> [PRESERVATIVE FREE |

5 mg per mL (Ancoato1mMB 1088 TL
ik g X i
30 mL total volume in a 35 c¢ Monoject Syringe MneRse 1SS T4

in Sodium Chlaride 0.9% NDC 61553 —656—74 Cli
Injection Service Code 276656
Exp 01-01-1900 Lol¥ MB3610001L

Siate af roem lemp. Ax Only e ot dirscien. Pretect from lighi
PhaMEDium Services, LLC 913 K, Davit Ave Clevelaad, MS 38737 800 - 523 7749

This is a Compounded Drug. Not for Resale. Hospital/Office Use Only.
& PhaMEDiwm 2008, Palent Pending

@nyl Citrate__>

10 mﬂg llei" ml. 40T 00 100 10y RARIS 100011

(500 meg per 50 mL) R i

50 mL total volume in 2 60 cc Monoject Syringe SN

in Sodium Chigride 0.9%% NDC 6155366320 ClI
:lr;nlgc;?:n i Service Code 276663
Exp 01-01-1900 Lot¥ MB3510001L

Sioee af ioom temp. Re Oaly Lise as directed. Pratect from Night.
PharMEDines Services, LLC 913 N. Oavis Ave Clevelaad, MS 3872 800 - 523- 1749
This is a Compounded Drug. Mot for Resale. Hospital/Qilice Use Only.

£ PhaMEDium 7008 Palen! Pissing

< Morphine Sulfate I

1 mg per mL Contains e m——
Com sy St i
90 mL total volume In 3 60 mL BD Syringe mem
in Daxlrose 5% NOC 61553-827-20CHI
Injection Service Code 276827
Exp 01-=01-—1900 Lot MB2910001L

Slare af rpom bmp. Mo Oaly Ude a1 directed Pradedd fam Night,
PharMEDiam Services, LLC 513 K. Davis Ave Cieveland, M5 39737 800-503-T143
This is a Compounded Drug. Mot lor Resale. HospitalfOffice Use Only.

© PharECium 2008, Paleet Pending

PharMEDium Services, LLC Issues Voluntary Nationwide Recall of Certain Lots of Compounded Sterile Products Due to Lack of Sterility ...
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Fentanyl citrate
50 mcg per mL

per 100 mL
100 mL total volume in 2 100 mL Cassette Reservoir Flowstop

Injection
(10001071 {100M B3 100011
W lld)
g i
(O1)0038 1553474981
Injection NDC 61553 —-474-96 ClIl

Exp 01—01—1900 Service Code 278474
Lot# MB3610001L

Store al room temp. Ax Only Use as directed. Prolect from light.
PhartMEDium Services, LLC 913 N_ Davis Ave Cleveland, MS 38732 B00-523- 7749

This is a Compounded Drug. Not for Resale. Hospital/Office Use Only.
2 PharMEDium 7008, Palenl Pending

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/pharmedium-services-lic-issues-voluntary-nationwide-recall-certain-lots-compou...  33/38
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.
_ pg < -
labetalol c 18-
5 mg per mL B w T E
20 mg per 4 mL 2 S R &
prealit] 2 = E
4mL Total Volume roow Tewp SToRAce |5 & MAE=)
For IV Use et — < 2
Injection 171000 101(10)MB2280001L £3 \
Exp 01-01—1900 | . |2E g
NDG# 71019 - 164 09 | | §§ =
US Pals DE8S200 0100871018 164081 > I=
ﬂalﬂﬂhﬂl.l.lﬂ ﬂl ll H. M5 'llfﬂ'--']'ﬂ.i K .E E E!
- 00 QO = 0= = = A
o = [
o SR
Sk
| =
3

yrrolate

\J 0
Juwp

Injection  Toe" e 70000
Exp 01-01-1900 us paw 0566200

FanNEDigm Seaicen LG 303 . Quwia Aee ﬂ. 0371015112924

|
W |
xd

ioveined B T 04 - 820 - THS
mn}uuaa‘;ﬁw—ho—m«—-m

Compounded rug NotorResde.
| Phaﬂ%u?“*

$

I~
LE
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'lf' Froia
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|
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fenta

NOCH# 61553-303-28 mum ; ai"
'“l“"““ Lot¥ MB2360001L fl
Exp 01-01-=1900 ys pav 0538200 | |
Pk [Digey Somlorn. LLC $03 M. Guvln e s

Clevelond, ME 30737 B90-313= 7108 s TS50

0 £ D é

succinyicholine oo

succinylcholine
auljoyajAuiaans

Injection (17)000101(10MB2550001L

Exp 01-01-1900 A il
NDC# 71019 -341-02 | |
b‘ﬁ.n}‘ nuz:amn; x {01)00371019341027

PharMEDiun Sarvices, LLC $13 M Davic Aw Clovsinn, NS 500-323-7148
NSV =C=—0Q0 L0 =L 0

WARNING: Paralyzing Agent

succinylcholine
auljoyajAuioons

® More Recalls, Market
Withdrawals, &
Safety Alerts (/safety/recalls-market-withdrawals-safety-alerts)
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