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icme sulari, aritma sistemleri, kagit sanayi, gemi boyalari
gibi cok cesitli uygulamalarda ve sanayi dallarinda profes-
yonellerce kullanilan biyosidal Grdnler ile sadece endustri-
yel alanlarda degil, glinlik yasamimizda da el sabunlarin-
dan ylzey temizleyicilere, evlerimizde kullandigimiz boya-
lara, hasere kontroltine kadar cesitli sekillerde karsi karsiya
kalmaktayiz. Ginluk yasamimizda da sik kullandigimiz bu
aranler, kullanim alanlari, biyosidal etkiyi yaratan icerikleri
ve biyosidal olma iddialar ile birlikte oldukca 6zel ve spesi-
fik ozelliklere sahip Grinlerdir.

Diger bircok kimyasal triinde oldugu gibi, biyosidal iddiasi
bulunan bu Urinlere 6zgl basvuru uygulamalari ve prose-
durler s6z konusudur. Profesyonel kullanimlardan gtnlik
hayatimizin her alanina, yaygin bir sekilde karsi karsiya kal-
digimiz biyosidal Grinler ne demektir?

Biyosidal run, satisa sunuldugu hali ile, iceriginde, Uru-
nun etkinligini saglayan bir veya birden fazla aktif mad-
de iceren, kimyasal veya biyolojik olarak etkin oldugunu
iddia ettigi zararli organizmanin cesitli yasam alanlarinda
kontrol edilmesini, uzaklasmasini, hareketinin kisitlanma-
sini, zararsiz hale getirilmesini, yok edilmesini saglayan ve
bu amac ile kullanima hazir halde satisa sunulmus trin-
lerdir. T.C. Saghk Bakanhgi tarafindan, A.B. 98/8/EC Direk-
tifi dogrultusunda hazirlanan, 27449 sayili (4. Mukerrer)
ve 31 Aralik 2009 tarihinde Resmi Gazete'de yayimlana-
rak yuriirlige giren Biyosidal Uriinler Yonetmeligi'ne gére
oncelikle, biyosidal Grdnun aktif maddesinin yonetmelikte
listelenen aktif maddeler icerisinde bulunmasi ile birlikte,
o aktif madde icin belirtilen kullanim alanlarina da uygun
olmasi gerekmektedir. Ornegin; etanol, insan hijyeni ile il-
gili Granler icerisinde aktif madde olarak kullanilabilirken,
formaldehitin insan saghgi Gzerindeki olumsuz etkilerin-
den dolayi bu gruptaki Grtnler icerisinde kullanimi uygun
olmamaktadir.
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We meet with biocidal products, which are used by pro-
fessionals in a wide range of applications and industry
segments in so many ways such as drinking water treat-
ment, water treatment plants, paper industry, antifouling
paints,etc.; not only in industrial areas but also in our daily
life from hand soaps till surface cleaners, paints that we
use in our homes and pest control. These products which
are frequently used in our daily life have quite special and
specific characteristics with their usage area, contents that
provide biocidal impacts and biocidal claims of being.

As many other chemical products, there are specific ap-
plications and procedures concerning these products with
the claim being biocidal. What does biocidal product mean
that we meet from professional applications till every area
in our daily life widely?

Biocidal product is a product which containing one or more
active substances to obtain efficacy of product; intend-
ing to destroy, deter, render harmless, prevent the action
of, or otherwise exert a controlling effect on any harmful
organism by chemical or biological means and are avail-
able in ready to use for this aim. According to the Biocidal
Products Regulation which is harmonized to the Directive
98/8/EC of the European Union and published on Official
Gazette, numbered 27449 and dated 31 December 2009,
by Republic of Turkey Ministry of Health, principally, active
substance(s) of product must be found in the active sub-
stance list of the regulation and also must match the use
area(s) which is/are specified for this active substance(s).
For example, ethanal is usable as biocidal active substance
in products on the purpose of human hygiene, however
formaldehyde is not suitable to be used in this group due
to its negative effects on human health.

Authorization Procedure of biocidal products which ones
active substance itself and conformity of use area are con-
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Aktif maddenin kendisi ile birlikte, kullamldigi alanlarin
da uygunlugunun oldukca onemli oldugu biyosidal Grin-
lerin, ruhsatlandiriimasi da birgok detayi iceren prosesler-
den olugsmaktadir. Bunlardan ilki, yukarida da bahsettigi-
miz gibi, aktif maddenin uygunlugudur. On basvurunun
bakanlik yetkililerince degerlendirilmesinde dncelikle aktif
madde kontroll yapilmaktadir. Bununla birlikte, Grdnun
icerigini olusturan her bir maddenin Grin icerisindeki fonk-
siyonunun belirtilmesi de énemlidir. Urline ait érnek etike-
tin yonetmelikte belirtilen tim hususlari karsiliyor olmasi
gerekmektedir. Bu hususlardan bazilar sunlardir: Etikette
aktif madde ismi verilmeli, trin igerisindeki % orani net
miktar olarak etikette belirtilmeli, Grinin siniflandirmasi
etiket (izerinde eger varsa semboli ile belirtiimeli ve trline
ait Guvenlik Bilgi Formu ile uyumlu olmal ve bu Gulven-
lik Bilgi Formu, GBF hazirlama konusunda egitim almis ve
akredite kurulus tarafindan sertifikalanmis yetkili bir kisi
tarafindan hazirlanmis olmali, trtintin etkin oldugu iddia
edilen organizma isimleri etiket Gzerinde bulunmali; yanhs
yorum ve uygulamalara sebep olabilecek sézli, yazili ve
gorsel yayinlar bulundurmamalidir.

Eger belirttigimiz detaylara dikkat edersek, Biyosidal Uriin-

ler Yonetmeliginin tek basina bagimsiz bir yonetmelik de-

gil, kimyasallar icin halihazirda gecerli olan diger yonet-
melikler ile baglantili oldugunu da goérebiliriz. Biyosidal

Urlinler Yénetmeligi'nin baglantili oldugu yénetmelikler

soyledir:

« lyi laboratuvar uygulamalari prensipleri ve test labora-
tuvarlarinin belgelendirilmesine dair yonetmelik,

* Biyolojik etkenlere maruziyet risklerinin 6énlenmesi
hakkinda yonetmelik,

* Tehlikeli maddelerin ve mustahzarlarin siniflandiriima-
si, ambalajlanmasi ve etiketlenmesi hakkinda ydnet-
melik,

* Baz tehlikeli maddelerin, mustahzarlarin ve esyalarin
piyasaya arzina ve kullanimina iliskin kisitlamalar hak-
kinda yonetmelik,

* Tehlikeli maddeler ve mustahzarlara iliskin gutvenlik
bilgi formlarinin hazirlanmasi ve dagitiimasi hakkinda
yonetmelik.

UrGinin  6n basvurusunun bakanlik yetkilileri tarafin-
dan olumlu olarak degerlendirilmesi sonrasinda; eger
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siderably important is composed of many detailed pro-
cesses. The first of these, as mentioned above, the con-
venience of the active substance. During the evaluation
of provisional-application by the authorities of Ministry,
primarily, the control of the active substance convenience
is applied. At the same time, indicating function of each
item in the product is significant. Sample label related to
the product must satisfy the criteria that specified in the
Regulation. Some of these cases for instance: The name
of the active substance and percentage. (%) within the
product should be indicated on the label, if any, the clas-
sification of the product should be indicated with its sym-
bol and it should be compatible with Safety Data Sheet
of biocidal product and this Safety Data Sheet should be
prepared by an authorized person that is trained in prepa-
ration of SDS and certified by an accredited organization,
the names of organisms which the product is claimed to
be effective on should be found on the label, any printed,
audio or visual media that bears misleading information
about the product and that cause misconception may not
be utilized on the product label.

If we pay attention to the details that mentioned, we can

see that Biocidal Products Regulation is not only a free

regulation, also relates to the other regulations which are
currently effective on chemicals. Biocidal Products Direc-
tive is related to the below regulations:

* Regulation on good laboratory practice principles and
authorization of test laboratories,

* Regulations on prevention of exposure risks to bio-
logical actives,

* Regulation on classification, packaging and labelling
of dangerous substances and preparations,

* Regulation on restrictions in the use and placing on
the market of certain hazardous substances, prepara-
tions and goods.

* Regulation on preparation and distribution of safety
sheets regarding to dangerous substances and prepa-
rations.

Following the evaluation of provisional application by the
authorities affirmatively, sampling procedure is applied in
production sites if the product is manufactured in Turkey
and if it is an imported product, sampling is performed
into customs and all samples of the product are sealed
by authorized person and they must be delivered by the
producer/importer to the authorized laboratories. In that
time period, specifying suitable laboratory is an important
criteria related to the tests about determination of active
substances in the product, duration of stability and prov-
ing the effectiveness of the product, every single autho-
rized laboratory, does not study for each product type.
Following completion of the product tests and transmis-
sion to the product owner by the laboratory, test results
of the product and other detailed information about toxi-
cological and ecotoxicological are compiled as an authori-
zation dossier and submitted to the Ministry of Health for
evaluation and if the assessment is positive by the author-
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Turkiye'de Uretilen bir Griin ise Gretim yerlerinden, eger it-
hal edilen bir Grin ise gumrikten olmak UGzere Grline ait
numunelerin yine yetkililer tarafindan maharlt olarak alin-
masi ve Urln sahibi tarafindan yetki verilmis laboratuvar-
lara gonderilmesi gerekmektedir. Bu surec icerisinde de,
Uranin icerisindeki aktif madde oraninin, stabil oldugunu
belirttigi strenin ve etkinliginin kanitlanmasi ile ilgili test-
ler icin uygun laboratuvarin belirlenmesi 6nemli bir husus-
tur; her yetkili laboratuvar, her Grln tipi icin calisma yap-
mamaktadir. Uriniin testlerinin tamamlanmasi ve labora-
tuvar tarafindan Urln sahibine iletilmesi sonrasinda, Uri-
ne ait test sonuclarini ve toksikolojik ve ekotoksikolojik di-
ger bilgileri detayli olarak ruhsat dosyasina eklenerek Sag-
lik Bakanligi’na degerlendirilmek tGzere génderilir ve deger-
lendirmenin olumlu olmasi halinde Grln, biyosidal Grln
olarak ruhsatlandiriimis olur.

Ruhsatlandirma stirecinin uygulanmaya baslanmasi ile bir-
likte, bazi Grlnlerin mevcut durumlari ile ilgili belirsizlik-
ler ortaya ctkmistir. Ozellikle, Ttrkiye'de yurirlikte olan Bi-
yosidal Urlinler Yonetmeligi icerisinde hentiz tanimlanma-
digi icin biyosidal bir Grin ile muamele gérmus Grinlerin
durumu ile ilgili halihazirda belirsizlikler séz konusudur.
Bu Uriinler, su anda yurirlikte olan T.C. Biyosidal Uriinler
Yonetmeligi'nde tanimlanmamistir. Avrupa Birligi'nin 22
Mayis 2012 tarihli 528/2012 sayili biyosidal Urlnlere dair
yeni yonetmeliginde ise biyosidal trln ile muamele gor-
mus Grtnlerin durumuna yer verilmektedir. Bu yonetmeli-
ge gore, eger amag, sadece muamele goren triindeki orga-
nizmalarin kontroltiniin saglanmasi ve biyosidal aktif mad-
denin islenmis esyanin disindaki organizmalar etkilemesi
mumkun degilse, islem gérmis bu Grindn biyosidal Grin
olarak tanimlanmasi s6z konusu degildir. Bu Urlinlerde, ak-
tif maddenin muamele gérmdus Grinin disina salinmama-
st gerekmektedir. Biyosidal trlin, muamele gérmis Urlnde
sadece “dahili etki” yaratmalidir; Grinun “harici etki” olus-
turmamasi gerekmektedir. Muamele gérmus trlnin hari-
ci etki olusturmasi, kendisinin biyosidal bir Griin olarak Bi-
yosidal Urlinler Yénetmeligi kapsamina girmesine neden
olur. Buna ek olarak, muamele gérmus trlnlerin etiketin-
de, kullanilan biyosidal Grtintn aktif madde bilgisinin bu-
lunmasi gerekmektedir.

Turkiye'de uygulanan mevzuatta, gelecek glincellemeler
ile birlikte muamele gérmus Urlnlerin durumunun net-
lesmesi, bu grupta Urinleri bulunan tim Greticilerin me-
rakla bekledigi bir durumdur. Bununla birlikte, genel halk
ve profesyonel kullanimi ¢cok yaygin olan biyosidal trlnle-
rin kullaniminin dogru olmasi, uygun reklam ve tanitimi,
drtinlerin ruhsatlandirma sureci ve analizleri halen tartisil-
makta olan konulardir.

Kaynaklar:

* 27449 sayili (4. Mukerrer), 31 Aralik 2009 tarihli Biyo-
sidal Uriinler Yénetmeligi

« AB 528/2012, 22 Mayis 2012 tarihli Biyosidal Urlinler
Direktifi.
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ity, the product is licensed as a biocidal product in the
scope of Regulation.

Together with starting implementation of regulation pro-
cess, undetermination about the current circumtances of
some products is come into view. Especially, not being
identified within the current Biocidal Product Regulation
in force, there is already undetermination about the situ-
ation the articles that are treated with a biocidal prod-
uct. These articles are not identified in the Turkish Biocidal
Products Regulation. However, in the new regulation of
The European Union dated 22 May 2012 and numbered
528/2012 which is about Biocidal Products, circumstances
of treated articles are mentioned. According to EU Regu-
lation, if the only purpose is controlling target organism
on the treated article and if it is not possible to affect the
organism outside the treated article, it is beside the point
to define that the article is a biocidal product; active sub-
stances must not sweep out of the treated article. Biocidal
product, should only create an "interior impact” in the
treated product, should not create "‘exterior impact”.
Forming external impact of the treated article causes itself
falling under the scope of the Biocidal Products Regulation
as a biocidal product. Additionally, the active substance
information should be indicated on the label of the treat-
ed article.

Clarification about the status of treated articles with here-
in after updates in the regulation which is in force in Tur-
key is the awaited issue by all manufacturers impatiently
who produce products in this group. Having said that, the
correct use, convenient advertisement and promotion, the
authorization process and analyses procedures of biocidal
products which are used very commonly in public and pro-
fessional usage areas, have still been discussed subjects.
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