
$igurnosna obavijest- opoziv
Lohmann & Rauscher d.o.o.
Ore5kovideva 10a' H R-1 0000 Zagreb
Tel.:01 6609543 Fax: O1 6609548
Email: info@hr. LRmed.com

Zagreb,26.05.2O15.

Htlng5lg u rn os n$ obavi i est
lovladenie proizvoda radi onedi56enia

o Raucodrapre Inzijska folija, 55 x 80 cm, steril
Broj LOT-a 444212206 (REF no.25447; PZN 01400670) (pojedinadni
proizvod)

i

. pogodeni Sietsystems KitPack (sa integriranom incizijskom folijom)

Po5tovane dame i gospodo,

moramo vas u svrhu sigurnosti pacijenata informirati u svezi povladenja proizvoda kojije
gore naveden.

Prilikom provjere 4 lRaucodrape incizijske folleiz gore navedenog broja LOT-a ustanovilo
se onedi56enje sa krvlju. Primjena na ljudima nije provedena. Onedi5denje je vrlo
vjerojatno nastalo prilikom male ozljede radnika prilikom pakiranja. Proizvodi su odmah
izrJvojeni i blokirana isporuka robe sa skladiSta pod tim brojem LOT-a.

Riadi toga pozivamo na povrat iz sigunrosnih razloga navedni proizvbd sa navedenim
brojem LOT-a.

Molimo po5aljite narn proizvode sa navedenim LOT-om nazad i sa ispunjenim
formularom. Proizvode 6ete naravno dobiti gratis zamijenjene.

Molimo uvjerite se da su u va5oj organizaciji svi koji proizvod primjenjuju informirani u
svezi navedenog slurdaja i da su dobili Hitnu sigurnosnu obavijest koju treba
ispunjenu poslati nazad na naSu adresu.

U sludaju da ste proizvod predalitrecoj osobi, proslijedite kopiju ove informacije dalje.

Orrim putem se Zelinno ispridati radi nastale neugodnosti izahvaliti na razumijevanju i

kooperaciji.

S poStovanjem

Lohmann & Rauschr:r GmbH & Co KG
i.\/. i.v.

Rukovoditelj Regionalni produkt menader

Privitak:
Hitna sigusnosna obavijest, Opoziv proizvoda radi nedostatka kvalitete



H1lESjq u rn osln a o bavi i est

QBgziy proizvoda radi oneciScenia
(lposlati na fax 00 385 1 66 09 548)

Lohmann &

Absender: Lohmann & RauscherGmbH & Co. KG
\A/esterwaldstr.4
D-56579 Rengsdorf

Adressaten: Globexd.o.o.
Dobrovoljnih davalaca krvi 4
72000 Zenica-BiH

Beschreibuns: Opozivsljedeiegproizvodaradionedi56enja

o Raucodrape incizijska folija, 55 x 80 cm, steril
LOT broj '144212206 (REF no. 25447; PZN 01400670) (pojedina6ni
proizvod)
I

o pogodeni KitPack kompleti (sa integriranom incizijskom folijorn)

Korekciiske mierel

Molimo vas da kolidine koje imate na skladi5tu vi5e ne koristite i ne proslijeclujete te da nam ih vratitel

Besplatan povratak robe je osiguran s na5e strane. Javite se na5oj odgovornoj osobi za povrat robe.

Odgovorna osoba: Tel.00 385 { 6609 543 / Fax.00 385 1 6609 548

Molimo informirajte svoje djelatnike, koji primjenjuju proizvod, o ovoj hitnoj sigurnosnoj i potvrdite nam da
se proizvod vi5e nece koristiti te da cete nam ga vratiti.

Osoba koja dolje potpisuje potvrduje ( molim oznaditi ):
da viSe ne posjeduje gore navedene proizvode,
da nije predao gore navedene osobe tredim osobama ,

da je tn:de, ako su od njega dobili gore navedene proizvode, obavijestio u svezi opoziva,
da 6e gore navedene proizvode koji su jo5 u njegovom posjedu ili pojedu trede osobe vratiti
Rauscher GmbH & Co. KG.

Datum / Potpis:

lme pisano velikim silovima:

Pozicija:

Odjel/ Institucija :

Telefon iEmail:

Molimo unesite proi;zvode koie vradate sa navodom kolidine u sliedecu tablicu:
lProizvod {REF) LOIT Broi vradenih proizvoda
Rt=F 25447
(PZN 01400670) 444212206

KItPack NN
RI=F NN NN



Fleld Safety lNotice - Recall Sales Divisron

Lohmann & Rauscher d,o.o.
OreSkoviceva 10a HR-10000 Zagreb
Tel.:01 6609543 Fax:01 6609548
Email: info@hr. LRmed.com

Zagreb,26 05.2015.

Urgent Field Safetlv Notice
fr,oduct Recall due to impuritv

r Raucodrape,Surgical Incise Drape, 55 x 80 cm, sterile
Lot 44421 2206 ( RE F no. 2i441t | (s i n g te p rod u ct)

and

. Set systems KitPack concerned (with integratd Incise Drape)

Dear Sir or Madam,

Today, in terms of patient safety, we would like to inform you about a precautionary product
recall of the above mentioned products,

Afbr control of Raucodrape surgical Incise Drape 55 x 80, Lot444212206 (REF no.
25447) an impurity on 4 products which could be blood was observed. The product was
not used on human beings. The 4 products were separated and our Quality Assurance
blocked the goods in our warehouse imrnediatly.

The assumption is that during the packaging process of RD surgical Incise Drape a
worker has injured a I'inger of his/her hand unnoticeable. The blood contaminated a part
ol'the products of the lot during the packaging process.

Thelrefore we performr a precautionary reoall of the products in terms of patient safety.

Please send the products of the above nrentioned batches with the enclosed form back to
us;. You will receive a credit note for the neturned products in short term.

Please ensure within your organization tlrat all users of the above mentioned products
and other relevant persons are aware of this Urgent Field Safety Notice and send the
enclosed confirmation back to us.

lf you have delivered the product to third parties, please fonruard a copy of that infor-
mation to them.

We thank you in advance for your cooperation and apologize for any inconvenience.

Yours truly,

Lohmann & Rauscher GmbH & Co KG
i.\r. / On behalf of

LRFJR

Sales department

Attachment:
Urgent Field Safety Nrctice, Product

i.V. / On behalf of

I nes Vlahovic,d ipl oec/Tvrtko Blaic M ilutinovic,d ipl. ing
Regional Vigilance Officer

Recall due to colour bleeding
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Urqent Field Salbty Notice! 26.05.201t5

f,roduct Recall due to impuritv
(via Fax to 01 6609 548)

$gnder: Lolrmann & Rauscher d.o.o
Oru.Skoviieva 10a
HFi-10000 Zagreb

f1gldresse: Globex d.o.o.
Dobrovoljnih davalacar krvi 4
72000 Zenica-BiH

Etescription: Recall of the following products due to impurity

o Raucodraper Surgical Incise Drape, 55 x 80 cm, sterile
Lot444212206 (REF no.25447) (single product)

and

. Set systems KitPack concernred (with integratd Incise Drape)

C;orrective Actionsl
V/e ask you not to use the above mentioned products anymore and to send them back to us!

To ensure a free return to us, please contact our returns department:

lUls. Zvonkica Juric 'fel. 01 6609 543 | Fax. 016609 548, email: info@hr.LRmed.com

Please inform your etnployees who use the products of this Field Safety Notice and con-
firm to us that the product is not used anymore and the products have been returned to
IJIS.

The undersigned confirms (please tick):
that he dloes not possess the above mentioned products anymore,
that he hras not given the above mentioned products to third parties,
that if he has given the above mentioned products to employees or third parties, he has in
formed the employeesand third parties about the recall,
that he vrill return the above mentioned products, which have been delivered to him and are
still in his possession or in the possession of third parties, to Lohmann & Rauscner

Please enter the returned products with quantity in the following table:

Date / Signature :

Printed Name:

Position:

Department / | nstitution :

Phone and Email:

Product (REF) Batch
(LOT) Quantity of returned products

REF 25447
444212206
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Seakgreund irrformation eerd reason fer €he F$CA

Description of the prorJuct;

Raucodrape 5utgical lilc;se Drape is intended fbr covering the inrision area during surgery in crder lo avoid the penetration of
pathogens into the wc,und. lt is a medical device of Class ls in terrns of Rule 4 (Couneil Directive g3l42lEEC concerning medical

devices, Annex lXJ.

see homepage:
http:l/www"iahrnann-rauscher.com/enlprodu cts/or-p rcducts/raucodrape-cr-dra pe-system/surgScai-incise-fiIm.html

Lvent:
On 13.04.20.]5 CEMed, NeufralGerrnanyi repcfted that during the productlon proeess with Raucodrape 5urgical Incise Drape 55

x 80, Lot 44421 22C6 (RilF no.25447) they cbserved an irnpuflity on 4 products which could be blood. The product was not used
on human beings, The 4 products were sent ta l.&R Quality Assurance. After con:ultation of the Vigilance Officer L&R

lnternational QA biock,ed the goods in our warehouse. The impurity were tested by the forensic medicine, 5chleswiE-Holstein.
On I ?.05.2Gi 5 the forensic medieine infornred us that the impurity is human blood lenclaosures 1 a, 'l b).

The production of the l-ot of Raucodrape Sr:rgical Incise ilrape was in Neuwied, Germany. Tfie products are also integrated in
KitPa{k. The rssumptien is that during the production (packaging) process of RD Surgical lncise Drape a worker has lnjured a

fingerofhislherhandunrraticeable Thebleadcontaminatedapartoftheproductsofthelotduringthepackagingprocess.

The batch concerned, L at4442122A6, has an arnount of t 3.260 pieces.

1. 1 2.003 pieccs of the rsinglr prodl.rct were delivered to customers

2, 337 pieces ofthe sinrgle product are in the tuarehouse

3, 880 pieces ofthe sinrple prcduct are integrated in set systems KitPack (warehouse:642 {D[ (hospitatl, Al FR); delivered;297
(hospital only, 5 custonrersh differenf,e: eg two pieces in one KitPack or in one lot of KltPack we integratecl diffetent lots of RD

5urgieallncise Drape)
4.40 piece$ vr€re a fals,s *ntry in cur warehouse systern iinformation by Lcgistics).

Countries with qr.:antities for Raucodrape 5urgical Ineise Drape 55 x 80, Lot 44421 22S6 (Material na.2544V) (without KitPacki;

Countries concerned n,= tr 5; total: i 2.003 pieces in the market, nurnber o{ pieces in brack*ts [ ]:
Austria AT [1 10]

Eosnia-l-ierzogovina SF [2061
Czech Rebubtic CZ [60{t]
Germany DE [6013] (hospital: 4303; non-hospital: 17i 0J

)parn L5 lsul
France FR [2200j
Gveat Britain GB t500t
Kroaria HR [80]
lreiand lE [68G]
Italy lT [590]
Marocco MA t2001

Mexico MX fi 01 (samples only, not in the markel)
Ihe Netherlands NL [45s]
Poland PL ['120]
Slovakia SK [1 70]

T'he final list of for Raucodr lnclse Dr enclosure 2a; for KitFack - enclosure 2b.

Descriptlcm amd js,.asei€il<ation of the actien {corleEtive I pvener.eE\tal

Recall ofthe sinEle product and the ste systems (KitPa(ks) with integrated single product both prodilcts pre{au(ionafy:

I ) To recall the single product Raucodrape 5urgical Inclse Drape, l*t4442122$5.
We will rerall the product in the nrarket. The current quantities have to be destroyed and can not be delivered into the market

anymore,

2) To recall the set iyst€rms iKitPacks) in which Raucodrape Surgicai Incise Drapes with Lot 444?12]06 are integrated,
Recal! ofthre Kit?acks dr.re tc the risVhazard for the patients, users or other third party.

The set systerns in the vuarehouse are in qrlarantine. QMS, produetion as weli ds the loEistics will re-check the set systems and

destroy tF:e Raucodraper Surgical lncise Drapr Lot 4442'i 2-206.

3) Assessrnent Lry a hyg enist/physician for evaluating the f isk for the patient, user and third part;es with tlre recommendation of
recalling the product is,:e enclosure 3)

4) Coilective/preventivrl action s:

4.,l. Quaranrine for the t>roducts concerned in all store-hauses of L&R by Quality Assurance and LoEistic (responsible Quality
Assurance) (dcne)

4.2. lveluatian of the custorn€rs cor':cerned by QA (done)

4.3. First information of ghe sales units concerned {done }
4.4. ReportinE cfthe recall to the national authorities concerned bythe Regional Vigilance Officers and Vigilance Officers L&R

international
4.5. tnformdtion of the customers concerninq the recall (F5N) by the sales divisions concerned

5) Preventive actions



5i1 Inlilaflon of the LAPA pfocess by Quallty Assurance lor prev€nUve acltons
5,2 Tralnlng of the emgrloyes (eg packaglng pro{es3; procedure for adeguate handllng of InJurles durtng productlon)

5.3 ldentification of possible lecalisations with a risk of an injury during production (eg sharp edges) for the product and the
production In uenerral

Adv6cc e* cgtlans to lbe teken by {fre dlstrlbutEy end thc user

Pregress ef FSfA, tcge€her wl€h reeEn<lSlstlon deto {&4*lldstory for e Flnel F6€d)

Tlme E<hcdsl€ for tha, lmp?em*ri€etl$n ef €he dlfferent e6€1efts

We waRt to end the recail untll end of July 01 5 (final conflrmation by the eustomers),

Attaehed plcase flnd

ffiFlsid Safety Notlee (FSN) ln Engllsh

ffi FSN ln natfenel language

f Others {pleasc sp€isgf}'}

3xamplss of FsNs ln Gierrnan and Engllsh: s€e cne l€surcs 4a and 4b

FsN Status

f Dreft flShl

tr Flnal F$N

Thw raqdiecl d$vlee has bcen dEstrlbuted €e the {eE!owln6 ee&ntrles!

wtthin thc EfiA and Switzerfend

mAr tsE =8G ncH ncY xez xDs nDK
ilEE mEs ilfl ESFn Kcs nGR nHU ErE
trrs mn' nu nLT trLU ELV nMT mNL
ilt{o mPr mPr =Ro nsE Est msK ErR

fandldate Countrles

MHR

nAli EeA, e€ndldate csuntrles and Swltzerland

6$hors;

Bosnla-Herzsgovfna BA; lta:y ffi, Maroeco MA



santributsd ta tha allegad death ar daterfonation in the state af tha health af any person'

WWI afflrm that th* Inforrnatlon
to the best of my knowledge
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