Chermla, spal. s1.0., chemickd a mikrotadlogick4 labar atcf, BlaZzkova 5, 695 01 Hodonin, tel Max: 0628/340919
Laborataf je akreditovind Ceskym instihtem pro akreditad, o.p.s., pod Sslem 1273,

Vytisk €.: 1
Protokol o zkouSce €. 3436

Evidenéni ¢islo vzorku: 3436 : List &.: 1
Nézev vzarku: Brauno] ® 2000 . : Pocet listi: 7
Z4kaznik: B. Braun Medical s.r.o., Ciginkova 1861, 148 00 Praha 11
Vyrobee: B. Braun Medical AG CH-6021 Emmenbriicke
Misto odbéru: B. Braun Medical s.r.0., Cigdnkova 1861, 148 00 Praha 11
Datum pfijeti zakazky: Datum expedice zakdzky:

22.10.2001 8.11.2001

V Hodoniné dne 8.11.200!

Zuzana Matudkovd, vedouci laboratofe
e

Vysledky laboratornich zkousek se tykaji pouze zkousenych vzorkl.. Bez pisemného souhlasu laboratofe se
nesmi protokol o zkousce reprodukovat jinak nez cely.



Nizev: hodnocenl dezinfekéni uéinnosti chemickych ldiek — SOP-M-19-00 (AHEM pFiloha €. 1/1985)

Eviden&ni &islo: 3436 Daturn odbgru: 19.10.2001
Protokoldrn! &islo: 64 Datum dod4n{: 22.10.2001
Nizev vzorku: Braunol ® 2000 Datum kultivace: 25.10.-5.11.2001
Odbér proved): Ing. Iva Skodova Dodané mnostvi: 1000ml

Misto odb&ru: B. Braun Medical s.r.0., Cigdnkova 1861, Praha 11} List &:2
Zikaon(k: B. Braun Medical s.r.o., Cigankova 1861, 148 00 Praha 1]

Popis pilpravku:
" Braunol ® 2000

2 (Jodopovidonum) roztok

Vyrobce:

B.Braun Medical AG
Emmenbriicke
Svycarsko

Slozeni:

100 g roztoku obsahuje:

Uinn4 latka: 7,5 g lodopovidonum s 10% vyuzitelného jodu (PVP m.v. 40 000)
Pomocné litky: Dihydrat dihydrogenfosforeénanu sodného, jodiénan sodny, nonoxinol 9, hydroxid sodny, -
&isténd vody.

Indikacni skupiny
Lok4ln{ antiseptikumn a desinficiens

Charakteristika
Roztok Brauno] ® 2000 je urden k dezinfekci kiZe, sliznic a ran.

Indikace

K jednordzovému pouZiti:

Dezinfekee neporulené kize, Ustni sliznice, pochvy, mofové trubice a deloZnfho hrdla.

K opakovanému, Gasové omezenému pouZiti:

Jako antiseptikum k dezinfekei rukou, katctrizaci mo&ového méchyie a pfi poruSeni kiZe, jako napf. pfi
prolezenindch (decubitus), bércovych viedech (ulcus crusis), povrchovych randch a spélenindch.

Kontraindikace

Braunol ® 2000 se nesmi aplikovat pFi poruchach stitné Zlazy a pacientim, ktefi jsou 1é&eni radioaktivnim
jodem. P¥ipravek je kontraindikovin u pacienti, ktefi jsou pfecitlivéli na nékterou ze slozek, zcjména na jod.
Dile je kontraindikovan pfi dermatitis herpetiformis Dubring (fidkd koZn{ onemocnéni s palivymi, svédivymi a
riznymi jinymi kornimi projevy, pfedevsim na paZfch, nohou, ramenou a hyzdich).

Pokud se stavy uvedené v tomto odstavei vyskytnou teprve béhem uzivani pfipravku, informujte o tom svého
osetfujiciho lékafe.

Nesmi se téZ aplikovat novorozencim a kojenclim do 6 mésicd veku.

Téhotenstvi a laktace

Do 9. Tydné téhotenstvi se smi Brauno]l ® 2000 aplikovat pouze po peclivém uvéZen| Iékafe o uZitku a riziku,
kloré miiZe lédeni zpisobit. Po 9. Tydnu téhotenstvi a8 b&hem kojeni se nesmi Braunol ® 2000 aplikovat, nebot’
jod z lodopovidonum prochazi placentou a piechdzi do matefského mléka,
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Nazev: hodnocen! dezinfekent uéinnosti chemickych l6tek — SOP-M-19-00 (AHEM pfiloha ¢. 1/1985)

Evidenéni &islo: 3436 Datum odbéru: 19.10.200]
Protokolarn{ &fslo: 64 . Datum dodén{: 22.10.2001
Nizev vzorku: Braunol ® 2000 Datum kultivace: 25.10.-5.11.200]
Odbér proved]: Ing. Iva Skodova Dodané munoZstvi: 1000m|

Misto odb&ru: B. Braun Medical s.r.o., Ciginkova 1861, Praha 11 List&:3
Zikaznik: B. Braun Medical s.r.0., Cigankova 1861, 148 00 Praha 11

Nezddouci acinky

Pfi dlouhodobém pouzivani miiZe dojit k tomu, Ze rdna se bude 3patn& hojit nebo se mohou dostavit prechodné
bolesti, paleni a pocity horka. V ojedinélych pripadech se maZe objevit precitfivElost (alergie) na jod. Po
dlcuhodobém pouZiti nebo napf. pii pouZivani na velkych plochach popélenin se mohou vyskytmout ojedinélé
piipady acidobasickych poruch a poruch vnitfniho prostiedi (metabolickd acidoza a elektrolytické a
sérumosmolirni poruchy). Pii tors miZe dojit v ojedin€lych pripadech k selhéni Ginnosti (insuficienci) ledvin.
Pii pripadném vyskytu neZidoucich G&inkd nebo jinych neobvyklych reakei se o dalim uZzivind pfipravku
poradte s odetfujicim lékafem.

Interakce

Utinky pfipravku Braunol ® 2000 a G&inky jinych soufasné uzivanych lékd se mohou navzijem ovliviiovar.
Va3 Iékaf by proto m&l byt informovén o viech lécich, které v soucasné dobg uzivéte, nebo které zatnete uZivat
ato na lékatsky predpis i bez n&j. Nez zaénete k pEfpravku Braunol ® 2000 souasné uZivat voln& prodejny 1ék,
paradte se se svym oSettujicim Ickarem.

Riut reaguje s jodem, ktery je obsaZen v ptipravku Braunol ® 2000 na velmi silné leptavy jodid rtutnaty. Proto
sc nemocnému nesmf aplikovat slondeniny rtuti soucasn& s pifpravkem Braunol ® 2000, nebo v kratké dobd po
jeho aplikaci.

$ piipravkem Braunol ® 2000 nesm#ji byt souéasné podAvany enzymatické prosttedky na ofettovani ran, nebot’
s¢ enzymatické sloZky stdvaji neudinné.

Dile se soulasné s pifpravkem nesmi poddvat Taurolidinum a peroxid vodiku.

Divkovini a zpisob pouZiti

Dodr’ujte pfedepsané pouZiti, jinak Braunol ® 2000 nemusi spravné pisobit. Nepiedepsal-li Iékaf jinak, plati

nasledujici Gdaje:

Pro nanafeni na kGzi, riny a sliznici:

» K hygienické a chirurgické dezinfekei rukou

- Hygienjcka dezinfekce rukou: 3 ml Braunol ® 2000 vetfit do rukou a nechat pisobit ] min a pak ruce
umyt.

- Chirurgick4 dezinfekce rukou: 2 x 5 ml Braunol ® 2000 vetfit do rukou a nechat piisobit 5 min. Proti
sporim bakterii a n&kterym druhim vird je potiebna doba plisobeni min. 15 min.

« K jednordzovému pouziti pii dezinfekci neporulené kiiZe, Gstni sliznice, pochvy, moové trubice a
délorniho hrdla se pouziva Braunol ® 2000 nefedEny. K dezinfekei kie chudé na tukové Zlazky je doba
pisobeni 1 minuta. U kiize bohaté na tukové Zlazky je doba piisobeni 10 minut. KoZe se musi neustdle
udrzovat vihka.

« PH opakovaném Sasové omezeném pouZiti je Braunol ® 2000 pouzivén jako antiseptikum pi myt,
vyplachovini nebo potirani. Braunol ® 2000 se pouZiva v pfedepsanych koncentracich: Neni-lt d4no jinak,
postizené partie téla se Braunolem ® 2000 zccla potfou a roztok se nechd plsobit 1-2 minuty. Doba
pouzivani Braunol ® 2000 se ur&uje podle indikaci.
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Nazev: hodnoceni dezinfekéni Ucinnasti chemickych ldtek — SOP-M-19-00 (AHEM ptlloha €. 1/1985)

Evidenéni &islo: 3436 Datum odbéru: 19.10.2001
Protokolamni &islo: 64 Datum dodéni: 22.10.2001
N4zev vzorku: Braunol ® 2000 Datum kulivace: 25.10.-5.11.2001
Odber proved!: Ing. Iva Skodova Dodane mnozstvi: 1000ml

Misto odbént: B. Braun Medical s.r.o., Cigankova 1861, Praha |11 List&: 4
Zikaznik: B, Braun Medical s.r.0., Cigdnkova 1861, 148 00 Praha 11

Dévkovén| jednotlivymi a dennfmi davkami

- Antiseptické myti pacientd sranami, lehce infikovanymi popédleninami a poptipadé infikovanymi
dermatézami. Redi se vodou 1 : 3, nechd se ptsobit S minut

- Antisepsc celého téla v koupacich vanich pacientd sranami, lebee infikovanymi popaleninami, popf.
s infekénimi dermatozami: Fedit vodou 1 - 100, nechat pisobit 15 minut

- K pfed nebo pooperatnimu ofetfovani ran se pouZiva koncentrovany roztak.

- Aptiseptické &isténi a terapie popalenin: pouZivéa se koncentrovany roztok k myti s naslednym
oplachovanim teplym fyziologickym roztokem chloridu sodného

- Antiseptické oplachovan{ a terapie ran: k oplachovéni pouzit koncentrovany roztok, pfp. kryt mulovymi
obvazy, které jsou 2 X denné obméfiovany

- Osetfovani pfi tvorb® viedd (bércovych, viedy pii prolezeninach): pouZivd se koncentrovany roztok
k oplachoviéni, potiréni popt. zakryti mulovymi obvazy, které jsou 2 X denn& ohm&toviny

- Koncentrovany roztok se pouZ{vd pii predoperativnim oplachovani, popf. potirdni vnéjsich Zenskych
organd a pochvy

- Koncentrovany roztok sc pouzivi k terapeutické antisepsi vnéjdich modovych a muZskych organf

- Pii katetrizaci popl. pfi katetrové drendZzi moového m&chyfe: pro zevni aseptické osetfovéni katctrové
vs;upni brdny se pouZiva koncentrovany roztok, antiseptické oplachovani katetri se provadi Fedénim, 1:20 ~
1:50.

- Antiseptické oplachovini ortopedickych operaénich ran: fed&ni 1:20 isotonickym roztokem chloridu
sodného

- Antiseptické oSetfovini otevfengch zlomenin: k oplachiim nebo potitdni se pouziva Fed&nf 1:10
isotonickym roztokem chloridu sodného

e aeni-li uddno jmak, miize se fedéni provadt roztokem chloridu sodného nebo destilovanou vedou

Upozornéni

Vzhledem k oxidatnimu pisobeni Polyvidon-jodu mohou vést n&ktera diapnosticks vySetfeni k nesprévnym
vysledkim (hemoglobinémic ncbo glykémie).

Pouziti Polyvidon-jodu mGZe vést ke zkreslenym vysledkiim testd $titné zlazy a scintigrafie §titné Zlazy, PBI
stanoven{ (hormony $timé Zl4zy) nebo radiojodovi terapie.

Scintigrafie by méla byt provadéna min. po 1 — 2 tydnech po vysazeni Polyvidon-jodové terapie.

Hnédé¢ zbarveni je vlastnosti roztoku. Ukazuje na ptitomnost volného jodu a tim na jcho déinnost.

Redéné roztoky se pfipravujf vZdy Eerstvé. Pri ptipravé roztoku pro celotéini antisepsi je nutno nejdf{ve naplnit
vanu vodou a teprve potom do vytemperované vody pfidat pfislusné mnoZstvi Braunol ® 2000, Tim se zabrini
vzniku pary, ktera obsahuje jod. Pdra obsahujici jod raiize zpisobit Zluté zbarveni okolnich predméti.

Vzhledem k rozpustnosti lodopovidonu ve vodg, lze skviny na textiliich vyprat vodou 2 mydlem. Qdolavaji-li

Uchovavanf
Roztok se uchovévi pti teploté 25°C.

Yarovani
Pf{pravek nesmi byt pouzivan po uplynuti doby pouzitelnosti vyznaéené na obalu.
Pripravek musi byt uchovavian mimo dosah déti.
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Baleni

P¥ipravek je balen po 100 ml, 250 ml, 500 ml, 1000 m}
20 x 100 ml

20 x 250 mi

20 x 500 ml

10 % 1000 m!
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Predmét zkousky:

3)posouzeni sporucidn{ G&innosti pripravku.

Podrobnosti zkousky:

Zjisten{ sporucidniho zatiZeni vySetfovaného vzorku

Priprava suspenze vegetativnich forem sporulujicich mikroorganismi.
Stanoveni po&tu zarodkal v suspenzi

Kvantitativn{ suspenzni metoda

Metoda otiskii kontaminovanych nosici

PN

n

PouZité mikroorganizmy:
Bacillus subtilis CCM 1999

Poznimka:

Testované vzorky jsou povaZovany za 100%.

Mikrobicidni, fungicidni, sporucidni efekt — pokles CFU v danérm systému mikrobidlni suspenze a prostfedku o
4 Fdy.

Virucidni efekt - pokles PFU v daném systému mikrobidIn{ suspenze a prostfedku o 4 fddy
ME = log Ng - log Ny

N, — poget CFU v kontrolnim pokusu s H;O

N, — podet CFU po aplikaci dezinfek&ni latiy

! nazev vyrobku - ptesna reprodukee z popisu na obalu vyrobku

2 pouziti a poudeni - pfesna reprodukce z popisu informaci pro pouZiti

%) 4Einnost pHpravku byla testovina ve 20 %vodném roztoku séra

Pozadovana expozice:
Doba plsobeni piipravku: 15 a 30 minut.

Pozadovand koncentrace:

Koncentrace: 1 :3 ¢j. 333 m! do 1000 ml roztoku (33%)
1:10tj. 100 ml do 1000 mi roztoku (10%)
1:100tj. 10 m] do 1000 m} roztoku (1%)
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List&.: 7

Poet Zivotaschopnych mikroorganizmi (dile CFU) ve vy3etfovaném vzorku:

PiedloZeny vzorek vykazoval 0 CFU v | ml vzorku.

Tabulka & | Depzita mikroarganizmi priddvanych v pritbéhu zkoudky

Milkroorganizmy

Denzita

Bacillus subtilis

_2.0. 10’

Tabulka & 2 Pisobeni pfipravku Braunol ® 2000 na inakulum Bacillus subtilis — suzpenzni metoda

Koncentracze Red&nf vzorku Pocet CFU/ml] Ny log Ny ME
pFipravku v mVI po expozici
/ &as vmin
333/15 10° 79 79.10° 4,90 4,00
333/30 10° 28 2.8.10° 4,45 4,45
100/15 107 110 1,1.10° 5,04 3,86
100/30 107 34 34_10° 4,53 437
10/15 10° 238 2,4.10° 5,38 3,52
10/30 107 200 2,0.10° 5,30 3,60
H,0 10° 8 8,0. 107 8,90
Tabulka & 3 Pisoben] pfipravku Braunol ® 2000 na inokulum Bacillus subtilis na nosigich z kovu
Koncentrace | Redéni vzorku | Poet CFU/m] N, log Ny ME
pripravku v mV/1 po expozici
333 10°% 25 2,5.10° 4,40 4,50
100 102 15 1,5. 10° 4,18 4,72
10 107 25 2,5.10° 5,40 3,50
H,0 103 8 8. 10°F 8,90
Zpracoval: Hana Faganovd, DiS

samostatny techm7 /qovm’k
2

Za spravnost:

.........................................................

Zuzana Mdtuskova

technicky quoucx mikrobiologické laboratote

Pfiloha:
1.Navrh etikety




HOdnoceni— neni soudstf protokolu

Eviden&ni é&fslo: 3436 Datum odbéru: 19.10.2001
Protokolarn{ &islo: 64 Datum dodéni{: 22.10.200]
Nézev vzorku: Braunol ® 2000 Datum kultivace: 25.10.-5.11.2001]
Odbér proved!: Ing. Iva Skodov4 Dodané mnozstvi: 1000m]

Misto odb&ru: B. Braun Medical 5.1.0., Cigankova 1861, Praha 11
Zakaznik: B, Braun Medical s.r.o., Cigdnkova 1861, 148 00 Praha 11

Vysl Zkousky:

PtiloZené tabulky dokumentuji pribeh a vysledek zkousky.

PFipravek Braunol ® 2000 redukoval nasadu sporulyjicich mikroorganizmii suzpenzni metodou vice nez o 4
fady v koncentraci | : 3 tj. 333 ml do 1000 ml roztoku (33%) po 15 minutich plsoben{ a v koncentraci | : 10
4. 100 mI do 1000 m! roztaku (10%) po 30 minutich pisobeni,

Metodou na nosiéich z kovu redukoval pfipravek Braunol ® 2000 nasadu sporulujicich mikroorganizmi viee
neZ o 4 fady jiz v koncentraci 1 : 10 tj. J00 ml do 1000 mI roztoku (10%).

Spektrum G&innosti: NNCNNN

Zaver:

U ptipravku Braunol ® 2000 se potvrdila paZzadovani sporucidni iinnost.,

Utinnost baktericidni, virucidni, fungicidni, berkulocidni, mykobakrericidnj nebyla pfedmétem analyzy.
Utinnost pripravku na priony nebyla predmétem analyzy. Pripravek Brauno! ® 2000 nedeklaruje inaktivaci
priont a nebyl dosud testovén na inaktivaci prionu.

DIC-1ZC: £09-253 94 518







[Translation of a Czech document]

Chemila

Chemila, spol. s r.0., chemical and microbiological laboratory, Blazkova 5, 695 01 Hodonin,
tel./fax 0628/340 919,

The laboratory has been accredited by the Czech Accreditation Institute, o.p.s., as entry 1273.

Copy no.: 1

Testing Protocol no. 3436

Page: 1
Number of pages: 7

Sample registration number: 3436

Sample name: Braunol ® 2000

Customer: B. Braun Medical s.r.0., Cigankova 1861, 148 00 Praha 11
Manufacturer: B. Braun Medical AG CH-6021 Emmenbriicke

Place of sampling: B. Braun Medical s.r.0., Cigénkova 1861, 148 00 Praha 11

Job accepted on: Job shipped on:
22 October 2001 8 November 2001

Hodonin, 8 November 2001 .
[Round stamp ]

[Signed by:]
Zuzana Matuskové, Head of Laboratory

The laboratory testing results only apply to the samples tested. The protocol shall be reproduced in no form other than
in whole unless permitted otherwise by the laboratory in writing.

" llegible on the copy submitted for translation.



Name: Assessment of the disinfecting efficiency of chemical substances — SOP-M-19-00
(AHEM Annex 1/1985)

Page 2
Registration number: 3436 Sampled: 19 October 2001
Protocol no.: 64 Submitted: 22 October 2001
Name of sample: Braunol ® 2000 Cultivated: 25 Oct — 5 Nov 2001
Sample taken by: Ing. Iva Skodova Amount submitted: 1000ml

Place of sampling: B. Braun Medical s.r.0., Cigankova 1861, 148 00 Praha 11
Customer: B. Braun Medical s.r.0., Cigdnkova 1861, 148 00 Praha 11

Description of the preparation:
YBraunol ® 2000
2 (Iodopovidonum) solution

Manufacturer:
B.Braun Medical AG
Emmenbriicke
Switzerland

Composition:

100 g of the solution contains:

Active ingredient: 7.5 g Iodopovidonum with 10 percent usable iodine (PVP m wt. 40 000)
Auxiliary ingredients: sodium dihydrogen phosphate dihydrate, sodium iodate, nonoxinol 9, sodium
hydroxide, and purified water.

Indication groups:
Local antiseptic and disinfectant

Characteristics

Braunol ® 2000 solution is intended for the disinfection of skin, mucosa and wounds

Indication:

Single use:

Disinfection of unpunctured skin, buccal mucosa, vagina, urethra, and cervix.

Repeated use for a limited period of time:

As an antiseptic for the disinfection of hands, catheterization of the urinary bladder, and for the treatment
of injured skin, such as bedsores (decubitus), venous ulcers (ulcus cruris), superficial injuries and burns.

Contraindications:

Braunol ® 2000 must not be applied to persons with thyroidal disorder or patients who are treated with
radioactive iodine. The preparation is contraindicated if the patient is hypersensitive to some of the
ingredients, iodine in particular. It is also contraindicated in the event of dermatitis herpetiformis Dubring
(arare skin disease with tingling, itching and various other skin effects, primarily on the arms, shoulders
and buttocks).

If any of the manifestations described in this paragraph develops while the preparation is being used,
inform your doctor.

The preparation must not be applied to newborns or infants up to 6 months of age.

Pregnancy and lactation:

Till pregnancy week 9, Braunol ® 2000 may only be used after the doctor has thoroughly considered all
the benefits and risks of the treatment. After week 9 and during the breastfeeding period, Braunol ® 2000
must not be used at all because iodine from Iodopovidonum permeates through the placenta and passes
into the milk.
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Side effects:

If the preparation is used for a long time, the injury may heal badly or transient pain, stinging or

a sensation of heat may appear. Hypersensitivity (allergy) to iodine appears occasionally. If used for a
long time or if applied to large burn areas, acid-base disorders or internal environment disorders may also
appear in rare cases (metabolic acidosis or electrolytic or serumosmolar disorders). This can, rarely, be
accompanied by renal insufficiency.

If any side effect or any other unusual response of your body appears, consult your doctor regarding the
continued use of the preparation.

Interactions:

The effects of Braunol ® 2000 and of other drugs taken in parallel may affect each other. Therefore, your
doctor should be informed about any drug you are taking or you start to take, be it a prescribed drug or an
over-the-counter drug. If you intend to start taking an over-the-counter drug in parallel to Braunol ®
2000, consult your doctor first.

Mercury reacts with iodine, which is present in Braunol ® 2000, to give mercuric iodide, which is highly
corrosive. Therefore, no mercury compound should be administered to the patient simultaneously with the
application of Braunol ® 2000 or shortly afterwards.

Enzymatic preparations for the treatment of injuries should not be applied together with Braunol ® 2000
because the enzymatic ingredients become inefficient.

Other substances that must not be applied together with Braunol ® 2000 include Taurolidinium and
hydrogen peroxide.

Dosage and use patterns:

Use Braunol ® 2000 as prescribed, otherwise the preparation may not act properly. The instructions

described below should be followed unless prescribed otherwise by the doctor:

For application to the skin, injuries and mucous membranes:

»  Disinfection of hands for hygienic purposes or for surgery:

* Disinfection for hygienic purposes: rub 3 ml of Braunol ® 2000 into your hands and allow to act
for 1 minute, thereafter wash the hands.

* Disinfection for surgery: rub 2 x 5 ml of Braunol ® 2000 into your hands and allow to act for 5
minutes. An action period of 15 minutes is necessary against the spores of some bacteria and
against some viruses.

»  Single use for the disinfection of healthy skin, buccal mucosa, vagina, urethra, or cervix: use
undiluted Braunol ® 2000. If the skin is low in sebaceous glands, the time of action is 1 minute,
whereas if the skin is rich in sebaceous glands, the time of action is 10 minutes. The skin should be
kept constantly wet.

* Repeated use for a limited period of time — use of Braunol ® 2000 as an antiseptic for washing,
douche, or touching: apply at specified concentrations. Unless stated otherwise, the solution is
applied to the whole affected area and allowed to act for 1 to 2 minutes. The time period for which
Braunol ® 2000 is to be used depends on the indication.
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le or daily doses:

Antiseptic washing of patients with injuries, burns prone to infection or infected dermatoses: Dilute
with water 1 : 3 and allow to act for 5 minutes.

Antisepsis of the whole body in tub — patients with injuries, burns prone to infection or infectious
dermatoses: Dilute with water 1 : 100 and allow to act for 15 minutes.

Preoperative or postoperative treatment of injuries: Use the concentrated solution.

Antiseptic cleaning or therapy of burns: Use the concentrated solution for washing followed by
rinsing with warm saline solution.

Antiseptic washing or therapy of injuries: Use the concentrated solution for washing, cover with
gauze if appropriate; replace the gauze twice a day.

Treatment of ulcers (venous ulcers, decubitus ulcers): Use the concentrated solution for washing or
touching; cover with gauze if appropriate; replace the gauze twice a day.

The concentrated solution is used for preoperative washing or touching external female organs or the
vagina.

The concentrated solution is used for therapeutic antisepsis of the external urinary and male organs.
Catheterization or catheterized bladder drainage: Use the concentrated solution for external aseptic
treatment of the catheter port; use a solution diluted 1 : 20 to 1 : 50 for antiseptic rinsing of the
catheters.

Antiseptic rinsing of orthopaedic postoperative injuries: Dilute 1 : 20 with isotonic sodium chloride
solution.

Antiseptic treatment of open fractures: Dilute 1 : 10 with isotonic sodium chloride solution for
rinsing or touching.

Sodium chloride solution or distilled water can be used to dilute the solution unless specified
otherwise.

Caution:

Due

to the oxidative effect of Polyvidone-iodine, some diagnostic examinations may give biased results

(hemoglobinemia or glycemia).

The

use of Polyvidone-iodine may lead to distorted results of thyroid tests or scintigraphy, PBI (thyroid

hormones) or radioiodine therapy.

Scintigraphy should be performed no sooner than 1 to 2 weeks after discontinuing Polyvidone-iodine
therapy.

The

brown colour is an intrinsic property of the solution. It is a manifestation of the presence of free

iodine and hence, of the efficiency of the solution.
Fresh diluted solutions should always be prepared. When preparing the solution for whole-body

antisepsis, the tub should be filled with water first, and Braunol ® 2000 should only be added to the bath
at the appropriate temperature. In this manner the evolution of vapours containing iodine is prevented.
Vapours with iodine can impart a yellow colour to objects in the vicinity.

Owing to the solubility of Iodopovidone in water, stains on textiles can be removed by washing with
water and soap. If this does not help, use ammonia or a thiosulfate solution, the stains will vanish.

Storage:
Store the solution at 25°C.

Warning:
Do not use the preparation after the expiration date as specified on the packaging.
Keep the preparation beyond the reach of children.
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Packing:

Packages contain 100 ml, 250 ml, 500 ml, or 1000 ml volumes of the preparation:
20 x 100 ml

20 x 250 ml

20 x 500 ml

10 x 100 ml
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Scope of testing:
%) Assessment of the sporucidal efficiency of the preparation

Test details:

Determining the sporucidal load of the sample examined

Preparing a suspension of vegetative forms of the sporulating microorganisms
Determining the germ count in the suspension

Quantitative suspension method

Contaminated support imprint method

R WD -

Microorganisms used:
Bacillus subtilis CCM 1999

Note:

The samples tested are regarded as 100%.

Microbicidal, fungicidal, sporucidal effect: CFU count drop by 4 orders of magnitude in the system
containing the microbial suspension and the preparation,

Virucidal effect: CFU count drop by 4 orders of magnitude in the system containing the microbial
suspension and the preparation.

ME = log Ny ~ log Ny

Np — CFU count in a control test with H,O

N4 — CFU count after application of the disinfectant

UName of the products: verbatim reproduction of the description on the product packaging

2Use and instructions: verbatim reproduction of the description in the instructions for use

IThe efficiency of the preparation was tested in a 20% aqueous serum solution

Exposure required:
Time of action of the preparation: 15 and 30 minutes.

Concentration required:

Concentration: 1:3,i.e. 333 ml in 1000 ml of solution (33%)
1:10,i.e. 100 ml in 1000 ml! of solution (10%)
1:100,i.e. 10 ml in 1000 ml of solution (1%o)
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Number of colony-forming units (CFU) in the solution examined:
The sample submitted exhibited 0 CFU in 1 ml of sample.
Table 1. Density of microorganisms added during the test
Microorganisms Density
Bacillus subtilis 2.0.10°
Table 2. Action of Braunol ® 2000 on Bacillus subtilis inoculum in time — suspension method
Preparation | Sample dilution | CFU count/ml Nq log Ny ME
concentration after exposure
(ml/L) /time
(min)
333/15 10~ 79 7.9.10° 4.90 4.00
333/30 10~ 28 2.8.10* 445 4.45
100/15 10~ 110 1.1.10° 5.04 3.86
100/30 10° 34 3.4.10° 4.53 4.37
10/15 10” 238 24.10° 5.38 3.52
10/30 107 200 2.0.10° 5.30 3.60
H,0 10" 8 8.0.10° 8.90
Table 3. Action of Braunol ® 2000 on Bacillus subtilis inoculum on metal supports
Preparation Sample dilution | CFU count/ml Na log Ny ME
concentration aﬁer exposure
(ml/L) time
(min)
333 10~ 25 2.5.10° 4.40 4.50
100 10~ 15 1.5. 10 4.18 4.72
10 10" 25 2.5.10° 5.40 3.50
H,0 10° 8 8.10° 8.90
Prepared by: Hana Faganovd, DiS
senior technician
Supervised by: [Signature]
Zuzana Matuskova

Technical Head, Microbiology Laboratory

Annex:
1 — Draft label design

[Round starnp']

* Illegible on the copy submitted for translation.
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Test results:

The tables appended document the test process and results.

The inoculum of sporulating microorganisms was reduced by Braunol ® 2000 within the suspension
method procedure by more than 4 orders of magnitude, viz. within 15 minutes of applying a concentration
of 1:3,i.e. 333 ml in 1000 ml of solution (33%), and within 30 minutes of applying a concentration of 1

: 10, i.e. 100 ml in 1000 ml of solution (10%).

Efficiency spectrum: NNCNNN

Conclusion:

The required sporucidal efficiency of Braunol ® 2000 has been proved.

The bactericidal, viracidal, fungicidal, tuberculocidal, or mycobacterial efficiency was beyond the scope
of this analysis.

The efficiency of the preparation with respect to prions was beyond the scope of this analysis.
Inactivation of prions is not declared for Braunol ® 2000, and no prion inactivation test has been
performed for it so far.

[Stamp:]
Chemila spol. sr.o.

Chemical and microbiological laboratory
Blazkova 5, P.O. Box 22, 695 01 Hodonin
Tel.: 0628/340 919, 0602/795 759
Business/tax registration number: 309-253 04 518
[Signature: illegible]



