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STEIDZAMS MEDICINAS IERICES DROSIBAS KOREKTIVAS
DARBIBAS PAZINOJUMS

Medline povidona dezinfekcijas salvetes
(Portex® Pro-Vent® un Pulsator® ABS komplektos)

Cienljamais klient!

Sis véstules noliks ir informét Jas par drodibas korektivas darbibas pazinojumu saistiba ar
Medline Aplicare zimola PVP-I dezinfekcijas salvetém, kas ieklautas noteiktos Smiths Medical
Pro-Vent® un Pulsator® arterialo asinu paraugu nemsanas (Arterial Blood Sampling, ABS)
komplektu modelos.

DROSIBAS KOREKTIVAS DARBIBAS PAZINOJUMA NOLUKS

Medline Industries, Inc. (Medline) pazinoja Smiths Medical par atsaukumu (skatit 1. pielikumu),
kas ietekmé noteiktas Medline Aplicare zimola PVP-I dezinfekcijas salveSu sérijas, kuras ir
iepakotas Smiths Medical Portex® Pro-Vent® un Pulsator® arterialo asinu paraugu nemsanas
(Arterial Blood Sampling, ABS) komplektos.

Medline noradija, ka, parlikojot stabilitates parbaudes rezultatus, tika atrasts, ka Sie PVP-I
dezinfekcijas salveSu produkti neapmierinaja specifikaciju prasibas povidona joda % saturam péc
30 ménesiem (paslaik produkta markéjuma noraditais uzglabasanas ilgums ir 36 ménesi). Vinu
produkts tiek razots atbilstosi Veselibas apripes bezrecepsu dezinfekcijas zaJu produktu galigas
monografijas pagaidu versijai (Tentative Final Monograph, TFM) (1994. g. 17. jinijs). Veselibas
aprupes dezinfekcijas 1dzek|i ar povidona joda saturu robezas no 5% lidz 10% ir visparatziti ka
drosi un efektivi. Visi stabilitates rezultati apstiprinaja, ka Sis produkts pilniba ieklaujas Sajas
robezas.

( NORADIUMI KLIENTIEM

Lietojiet Smiths Medical Pro-Vent® un Pulsator® ABS komplektu un aizvietojiet

povidona joda dezinfekcijas salveti ar citu apstiprinatu produktu no Jisu sterilo

K produktu krajuma
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letekmétie Smiths Medical arterialo asinu paraugu nemsanas komplektu modeli

Pro-Vent® modeli Pulsator® modeli
4589P-1 4649P-1 G1412 4039EG-1
4591P-1 4660EG-1 G1548 4057NP-1
4599P-1 4660P-1 G1586 4084P-1
4611LH 4699LH G1675 G1585
4620P-1 4699P-1 G1724 G1589
4640P-1 G1325 G1773 G1598

Ja JUs esat izplatijusi iespéjami ietekmétu produktu saviem klientiem, lidzu, nekavéjoties dariet
zinamu viniem $o drosibas korektivas darbibas pazinojumu.

RISKS VESELIBAI

Nav zinots par sudzibam vai nevélamam blakusparadibam pacientiem saistiba ar So problému
un Medline ir pazinojis Smiths Medical, ka nav tilitéjas vai ilglaicigas sekas veselibai saistiba ar
vinu atsauktas sastavdalas lietoSanu.

Kaut art Smiths Medical piekrit, ka risks saistiba ar So problému ir nenozimigs, atbilstosi Medline
ieteikumam uz ikviena JUsu TpaSuma esosa ietekméta Smith Medical ABS komplekta iepakojuma,
kas satur atsaukto Medline sastavdalu, jauzlimé etikete (skatit 1. attélu). Més arl iesakam
nelietot atsauktas Aplicare povidona joda dezinfekcijas salvesu sastavdalas un lietot citu
apstiprinatu produktu no sterilo produktu krajuma.

1. attéls — etikete, kas uzliméta uz ietekmétiem Smiths Medical arterialo asinu parauga

nemsanas komplektiem

KAM ADRESETS:

Sis komplekts satur atsaukto
APLICARE - SALVETE PREP PVP STER NPN 02076152
VPN: P-1001-8s un/vai VPN: P-1011-8s.
So sastavdalu nedrikst lietot.
Parejo komplekta dalu var lietot.
Ladzu, iznemiet tikai So sastavdalu un aizvietojiet ar
krajuma esosu produktu.

*Neaizsedziet vai nenonemiet So uzlimi*

Ladzu, aizpildiet atbildes veidlapu, kas pievienota $ai véstulei, 10 dienu laika no sanemsanas
briZa un nosdtiet to SmithsMedical6297b@stericycle.com. Si veidlapa janosita atpakal pat
tad, ja Jlsu Tpasuma nav neviena ietekméta produkta.

Smiths Medical ir apnémies nodrosinat saviem klientiem kvalitativus izstradajumus un
pakalpojumus. Més atvainojamies par neértibam, ko S situacija varétu izraisit. Ja Jums ir
jautajumi saistiba ar So drosibas korektivas darbibas pazinojumu, lGdzu, sazinieties ar

Smiths Medical klientu apkalposanas dienestu pa talruni +1-800-258-5361 (ASV). Ja atrodaties
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arpus ASV, ludzu, sazinieties ar savu viet&jo klientu apkalpo$anas komandu, lai sanemtu papildu
informaciju vai ieteikumu.

Ar cienu,

Age

Dr. G. Barrett
Viceprezidents, Kvalitates sistémas, Regulativie un atbilstibas jautajumi
Smiths Medical

1. pielikums: Medline atsaukuma pazinojums
2. pielikums: Medicinas ierices drosibas korektivas darbibas atbildes veidlapa
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MEDLINE ) _ AP ARRE
Medline Industries, Inc. Toll Free: 866.359.1704 - CAIND
, Three Lakes Drive Email: Recalls@Medline.com
Northfield, IL 60093-2753 Fax: 866.767.1290 medline.com

MEDLINE INDUSTRIES
IMMEDIATE ACTION REQUIRED
Aplicare Povidone lodine Prep Pad

Dear Medline Customer:

This letter is to inform you that Medline Industries, Inc. is recalling the recently acquired Aplicare
Povidone lodine Prep Pads (SKU P1001, P-1011, P-1001-8S and P-1011-8S). This issue was discovered
during a routine review of stability samples and results indicated the product was not meeting the iodine
assay level requirements to support 36 month expiration dating. We have determined that the product(s)
will support a two year expiration dating.

Our records indicate that these recalled Aplicare Povidone lodine Prep Pads were used as a component in the
attached list of kit(s) purchased from Medline Industries, Inc.

REQUIRED ACTION:
1. Immediately check your stock for the specific kit number and the affected kit lot number
(attached list), quarantine any kits with the listed lot numbers. If you don't have any of the lots
listed above skip to step 3.

2. Affix the enclosed stickers on the affected kits. If additional stickers are needed please call 866-
359-1704. Please be sure NOT to use the recalled Aplicare Povidone lodine Prep Pad
components, pull another approved product from sterile supply.

3. Please fill out and return the enclosed Verification Form via email to recalls@medline.com or fax
866-767-1290.

Note: By signing and returning the Verification Form you acknowledge that you received
and understand this notification.

Should you have any questions | can be reached at 1-866-359-1704.

Medline Industries, Inc. apologizes for any inconveniences this may have caused you. We, like you, place
the health and safety of your patients first and foremost.

Sincerely,

Kassandra Cotner

Kassandra Cotner

Recall Coordinator
Recall Ref#: R-17-181 SPT

Confidential — For intended recipients only. Do not Distribute.
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