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Sultanate of Oman
Ministry of Health

Directorate General of Pharmaceutical A o A _eladlday, s ot
Affairs and Drug Control ASlgutial 8, ¥
Muscat dad e
To: =

THE DIRECTOR GENERAL OFEHEALTH S /LGE A LL GOVERNORATES
Commanding Officer, Armed ForWtal (AI'Khoudh & Salalah)

Director General of Engineering Affairs, MOH

Director General of Royal Hospital

Director General of Khoula Hospital

Director General of Medical Supplies (MOH)

Director General of Pvt. Health Est. Affairs (to kindly arrange distribution to all Pvt. Hospitals)
Hospital Director (Al Nahda Hospital)

Hospital Director (Al Massara Hospital)

The Head of Medical Services in SQU Hospital

The Head of Medical Services in Royal Oman Police

The Head of Medical Services in Ministry of Defence

The Head of Medical Services in The Diwan

The Head of Medical Services in The Sultan’s Special Force

The Head of Medical Services in Internal Security Services

The Head of Medical Services in Petroleum Development of Oman

The Head of Medical Services in LNG Oman

ALL PRIVATE PHARMACIES & DRUG STORES

After Compliments,

Please find attached our Circular No Qﬂb dated Qq //.2-/202 z Regarding NCMDR

recall of Dental products - dental material from (mfr: Ivoclar Vivadent AG).

Copy to:

Director, Office of H.E. The Undersecretary for Health Affairs
Director of Medical Device Control, DGPA&DC

Director of Pharmacovigilance & Drug Information Dept, DGPA&DC
Director of Drug Control Department, DGPA&DC

Director of Pharmaceutical Licensing Department, DGPA&DC
Director of Central Quality Control Lab., DGPA&DC

Supdt. of Central Drug Information

PPROAEAD uSL6 - PPIFOVIN aila - 1+ i supull jopll - bhduo PAK G o
P.O. Box 393 Muscat - Postal Code: 100 - Tel: 22357111 - Fax: 22358489
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Sultanate of Oman
Ministry of Health
Directorate General of Pharmaceutical
Affairs and Drug Control
Muscat

Circular No. 244/2022

Moving Forward
with Confidence

05 -06-1444 H
29 -12-2022

Recall of Mahurkar Acute Dual Lumen High Flow (13.5 French) Hemodialysis Catheters (Mahurkar QPlu:
from Covidien LLC

NCMDR- National Center for Medical Devices Reporting- SFDA

Source https://nemdr.stda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=4&rid=18370

Mahurkar Acute Dual Lumen High Flow (13.5 French) Hemodialysis Catheters (Mahurkar
Product

QPlus)
Description Hemodialysis Catheters.

Manufacturer | Covidien LLC
Product Name: MAHURKART™#* [3.5 Fr High Flow Dual Lumen Acute Dialysis Catheter,

gr}:)edit(;f;:cted 16 cm, Curved Extensions, Kit )
Models: 8888135162, GTIN: 20884521006376, Lot Numbers: 1822600141
A potential internal leaking condition within the hub of specific Mahurkar Acute Dual Lumen
Reason High Flow (13.5 French) Hemodialysis Catheter was identified as a result of a void in the
catheter hub.
1. Refer to “Patient Recommendation™ in the attached FSN
Action 2. Immediately quarantine and discontinue use of all unused affected items.

~

3. Return all unused affected items.Contact the local agent for remedial action.

(i

* any
)

Product image.

Healthcare professionals are encouraged to report any adverse events Suspected to be
comments associated with the above device or any other medical device to Department of Medical
Device Control through the E-mail: Med-device@moh.gov.om

‘Sl japll - ndius FAP G o
P.O. Box: 393 Muscat - Postal Code: 100 - Tel: 22357111 - Fax: 22358489
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Medtronic

Urgent Field Safety Notice

Mahurkar™* Acute Dual Lumen High Flow (13.5 French) Hemodialysis
Catheters (Mahurkar QPlus)

Recall

December 2022

Medtronic Reference: FA1295

Dear Risk Manager/Healthcare Professional:

The purpose of this letter is to advise you that Medtronic is voluntarily initiating a recall for specific lots of the

Mahurkar™* Acute Dual Lumen High Flow (13.5 French) Hemodialysis Catheters. This product is also known as
the Mahurkar QPlus.

Please note: This recall does not include the Mahurkar Elite High-Flow (13.5 French) Catheters.

You are receiving this letter as Medtronic records indicate your facility may have at least one of the Mahurkar
Acute Dual Lumen High Flow (13.5 French) Hemodialysis Catheters outlined in Attachment A. Medtronic

initiated this action to prevent the use of potentially affected product that may impact patients.

Issue Description:

During the production process, a potential internal leaking condition within the hub of specific Mahurkar Acute
Dual Lumen High Flow (13.5 French) Hemodialysis Catheter was identified as a result of a void in the catheter
hub. During dialysis, this observed adverse internal leaking condition could translate into cross communication
of the blood circuit. Globally, there have been seven complaints as of October 14th,2022, one of which has
confirmed evidence of interlumen communication. There have been two reports of adverse events including

one for thrombosis and one for insufficient flow.. There are no deaths reported.

Risk to Health:
Utilization of a product with this manufacturing defect could introduce the potential for patient harm(s)
including inadequate treatment, unintended radiation exposure, hemolysis, thrombus formation, embolism,

delay to treatment, and potential infection.
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Patient Recommendation:

For patients with affected lots of Mahurkar Acute Dual Lumen High Flow (13.5 French) Hemodialysis Catheters
currently in place, a replacement procedure may not be necessary. Screening of catheters in production
indicated that a majority of catheters (e.g., >99%) within the scope of the recall function as intended and do not
exhibit the internal leaking condition within the catheter’s hub component. Clinicians should continue to follow
facility specific policies and procedures for routine assessment of the hemodialysis access device for patency,
function, and efficacy. If an interlumen void in the catheter hub is present, a ‘communication’ or movement of
catheter contents between the venous and arterial lumens within the catheter may be visible; however, it would
not present as an external leak or defect. If detected, the patient’s medical team should use their clinical
judgement in determining the necessity and timing of a replacement catheter in accordance to the product

Instructions For Use and facility specific policies and procedures.

Additional information is available on the Medtronic website: www.Medtronic.com/MahurkarQplusRecall

Required Actions:

1. To help you identify if you have affected product, please visit our website

www.Medtronic.com/MahurkarQplusRecall. Here you will find a tool to help you determine if the

product you have is affected by this recall. ‘

Note: The affected device is located within a catheter kit. Please reference Attachment A to help
identify affected product.

2. Immediately quarantine and discontinue use of all unused Mahurkar Acute Dual Lumen High Flow (13.5
French) Hemodialysis Catheters of the affected lots (see Attachment A).

3. Please complete the Customer Acknowledgment Form even if you do not have unused inventory.
Return all unused affected Mahurkar Acute Dual Lumen High Flow (13.5 French) Hemodialysis Catheters
from your inventory to Medtronic as indicated in the Shipping and Return Instructions below.

5. Ifyou have distributed any of the affected lots of Mahurkar Acute Dual Lumen High Flow (13.5 French)
Hemodialysis Catheters listed in Attachment A, you are required to promptly provide this recall
information to those recipients.

6. Share this notice with those who need to be aware within your organization, including but not limited to
Nephrologists, physicians, renal nurses, or other dialysis staff.

7. Retain this notification for your records.
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Shipping and Return Instructions:

Customer with inventory

Customer with

zero inventory

Where to send the

completed form

Please complete the attached Returns
Verification Form in its entirety.
Complete form and
Purchased . . E-mail or fax the completed form
Upon receiving your form, Medtronic check the box
directly from Eustomer Care will contastyay o indicating “no to the Medtronic contact
Medtronic organize the return of your producs. inventory” provided on the verification form.
You will receive credit for unused
device(s) that you return
Complete form and E-mail or fax the completed form
Purchased Complete all fields on the form and
check the box to your Distributor and to the
from a contact your distributor directly to
indicating “no Medtronic contact provided on
distributor arrange for return of product.
inventory” the verification form.

Additional Information:

Medtronic has notified the Competent Authority of your country of this action.

We regret any inconvenience this may cause. We are committed to patient safety and appreciate your prompt

attention to this matter. If you have any questions regarding this communication, please contact your Medtronic

Representative.
Sincerely,

Sameh Allam

Operating Unit Manager

Enclosures:

Attachment A: IDENTIFYING AFFECTED PRODUCT
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Attachment A:

IDENTIFYING AFFECTED PRODUCT

Mahurkar™* Acute Dual Lumen High Flow (13.5 French) Hemodialysis Catheters
(Mahurkar QPlus)

Mahurkar QPlus

marking identification

2]
£

| |

13.5 Fr Straight Extension 13.5 Fr Curved Extension

<Pictures can be used based on region>
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Attachment A:

IDENTIFYING AFFECTED PRODUCT

Mahurkar™* Acute Dual Lumen High Flow (13.5 French) Hemodialysis Catheters
(Mahurkar QPlus)

E 3 covioien~ [REF] 8888135193

MAHURKAR™

Model Number

Acute Dual Lumen Catheter Kit

High Flow Pre-Curved S
13.5 Fr/Ch (4.5 mm) x 19.5 cm

Kit de cathéter d'urgence a double lumiére
Mcouhépowdémﬂm

Katheter flr e 2 qunq.
Wﬁrmmm
101 con atetere 2 doppéo lume per trattamentt xut,
Per fusso elevam, Pre-ainato
Equipo de (atpler de dobie lumen para enfemos Jquocs,
Precurvada de alto flujo o Do —————ey
Kateterkst med dubbelimen for aiastward, Firdagd, for hogt floce
Set met katheter met dubbel lumen voor acute 20g, Hoge flow, voangebogen
1r de cateter de imen duplo para cusdades mgensivos, Pro- crvo de caudal clovade

Catheser; 18.G (1.27 mmi e 7 cm introducer Needie: O 038 Q965 mm x 10 cm 4/Str st Stambess Steef
Gundewnre: 10 74Ch (33 mm) Ditator: L 1000 (& 7 mem Dikateor: 1) Wound Oressings. Remavabie Suture Wing;
(@ Seading Cap=

Catheter; Aquile d'mtroduction de 18 G (1,27 me | « 7 cn; Guide =n lideort =n acrer moxydabie de 2365 mo

0.038 pa) x 70 cm; Dilatatewr de l)Fn(l\OamLMunk 14 FiCh .7 mone (2) pansements; aleties de
sauture smovibles: (2) bouchons sbturateur

KMH' 8. 1,27 memi 7 cm Eimighrmadet 0965 men 0,038 Zo x 7 cm Edetstahifohrungsdrant met
Heurmger und gerader spc:od..w 10FrCh (.3 memi; Dsatator, 1 FwCh i, mam; 2) Yerbande.
ntfer Fuerflogek; (2) Abdesk
Catetere; Ago mtroduttore da 18 G (1,27 mm) « J n; Fdo queda a ¥dintio &1 sccise nossdabale da 0965 mm
M]!bol)( 70 cm; Odatatore: 10 FuiCh (3.3 mmk Dhatatore 14 FvCh 1,7 mm: ) medicazson per micrsone.
aletta mtur:

uan—hquu introductons de 186G (1. e Gure metabics de acero inomdabie rctaden | de 0.965 men
ﬂﬂupulq)lmtn\mk‘\)f (\n:m. Dilatadae de 14 FoCh 4.7 iz (2) vendas pars hendas:
aleta de witurs separable; (2) tapas de sellado

Kateter: 18 G (127 men ) & 7 cm wdSrngsnal; 0,965 mm (0,038 tumy x 7 cm J-formadiak ledare | rostnes sit
0 FoOh 3.3 mant dilatstor: 14 Fo'Ch o7 wmmi.uave 2) forsanc: letagbar suturvinge: ) iv proppar

Kachere: 186,027 mmi & 7 cm insroducemaaids 3,965 mim 0,038 inchi « 10 cm roestvristaien voerdiasd mes
Jwormmgesechte tip: 10 72Tk (3.3 ment dilatacor: 14 FrCh (4,) mmy dilatator: ) wondverbanden: verwiderbare
hechtviewge. (2) afshatdopyes

Cateter: Aquiha imtrodutora 18.G (127 meni x 7 am: Fio- quia =m x0 inondavel em 1 Trecta com 0,365 mm
ﬂﬁ-:’dllthD‘da‘cld«!ﬂfWhr})mm:"d.n_‘luvk 4 FoCh 4.7 mvng 12) pemsos, sbeta de atura
amovevet; ) tampas vedantes

Model Number

£ J covoen- g}uuu;n‘!"
MAHURKAR™ XXX X
Acute Dual Lmen Catheter ey

L5 b S ¢ 105 cm, A-To el ¥- 17 md

€ J covwien- jﬂuuusm

MAHURKAR™ fior] ¢ ' ™ Lot Number
Acute Dual Lumen Catheter p

S RO S« 5 om & Lol ¥ 17k

£ J covioen- [EEF) 3838125193

MAHURKAR™ COOOOCOKK

Aaste Dual Lumen Catheter N et

TS G S e 1 105 om. 4 Ll ¥ LIl ’ -

) 55 @ RXSE AN\ 2

foriored nmmq fraem suniight

Domat weed
e package n spened r dumaged. -
h,,_ miche perwenden
o s enwoltuca da‘-:‘e vogek Agusgero
tttrar sta ablerts or
hﬁq;mm.wuﬁw Apyragene ‘-‘::w-!
et ocbnstien sh de of geopend . Megemar Met perogesn

N3o atthvar = 2 embalsgem qoe conodm o wiidade Stver sberta ou daficads Agtiogeno  Agirogenica
COMIDEN, COVIDUN wéthlogo, and Covdien bogo and nmmumnu_\urm atvtere
wademaets of Covichen AG. ** brands ae trademanks of thes ARKAR™ Deoble 0™ s the
Doauble D design s 115, restered teademarts of Sokaram D Bohurtar st ot e Bronme, A8 ke rance
vademarks of o Covidicn compuny.

May be covered by U5 patents: waw cowidien. com/patrnt:
© 2011 Cowdien Made tn Conta Rca
”(.mlx 15 Mamguhire Streee, Mamsbeld, WA 12048 USA SEQ #

[LoT] XXX0CCoex 30*,,,,‘«. MM \
" .
I T AUTR O B e m —

| FPO - GTIN/EXP/LOT
U TERELEE G AW 0101

(01)!(‘.88451!0064‘)2(] 7)YYMMDD{ 10)0000COXXX

Lot Number Expiration Date
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Product Name

Models

GTIN

Lot Numbers

MAHURKAR™* 13.5 Fr High
Flow Dual Lumen Acute
Dialysis Catheter, 16 cm,

Curved Extensions, Kit

8888135162

20884521006376

18224600141
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