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Opinion of the State Institute for Drug Control on the
Dr. Michaels Skin Care Cream ands Dr. Michaels Skin Care Gel Products

On Jun. 02, 2016, the State Institute for Drug Control received a request for an opinion sent by Frankl
Pharma s.r.o., Mrs. Jutka Kovdcs, Pocernickd 96, Praguel0, Company Registration No. 27092127,
regarding an appraisal of the nature and classification of Dr. Michaels Skin Care Cream ands Dr.
Michaels Skin Care Gel products. The documentation for the request was supplemented on Nov. 04,
2016.

In evaluating the products, the Institute proceeded from the following source documents:

e The cover letter and the request for the expert opinion including the reasoning of the request
and the specification of the intended use of the products, supplied by the requesting party;

* The information attached with the quality and quantity composition and function of individual
components of the products, supplied by the requesting party;

* Act No. 268/2014 Coll., on Medical Devices and on Amendments to Act No. 634/2004 Coll.,
on Administrative Fees, as amended by subsequent regulations (hereinafter referred to only as
the “Act on MD”);

* Government Regulation No. 54/2015 Coll.,, on the Technical Requirements on Medical
Devices (hereinafter referred to only as the “Government Regulation™);

e The recommended document of the European Commission MEDDEV 2.4/1 REV. 9
CLASSIFICATIONS OF MEDICAL DEVICES, June 2010;

e Expert literature - see the text below.

In view of the fact that the manufacturer intendeds to market the Dr. Michaels Skin Care Cream ands
Dr. Michaels Skin Care Gel products as Ila or possibly IIb medical devices, in its evaluation the
Institute initially focused on the nature of the products, their intended use and the mechanism of action
with the aim of evaluating whether they met the definition of a medical device in accordance with law.

Dr. Michaels Skin Care Cream Product:

The product contains 61.2 weight percent (henceforth %) of liquid paraffin, 30 % hard paraffin, 3 %
potato starch, 3 % zinc oxide, 2 % salicylic acid, 0.2 % almond oil, 0.08% jojoba oil, 0.08% avocado
0il 0.08% wild carrot seed oil, 0.08% Calendula Officinalis extract, 0.08% orange essential oil, 0.08%
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purified wheat germ oil, 0.08 % apricot oil, 0.04%, lavender essential oil, 0.04% sandalwood essential
oil, 0.04% patchouli essential oil, 0.04% essential oil of Pelargonium graveolens, 0.04% rosemary
essential oil, 0.04% emu oil, 0.02% bergamot essential oil, 0.02% primrose oil, 0.01% eucalyptus
essential oil, 0.0005% pine essential oil, 0.0005% camomile essential oil, 0.0005% common myrrh oil
and 0.0005% essential oil from bitter orange tree blossoms.

The product is a cream intended to relieve the symptoms of psoriasis, specifically the chronic
stationary type. The data about the frequency of use or detailed information about the method of
application have not been provided.

Whereas for the purpose of the prevention and treatment of the disease it is also possible to use
medical devices as arises from Act No. 268/2014 Coll., on Medical Devices and on Amendments to
Act No. 634/2004 Coll., on Administrative Fees, as amended by subsequent regulations, and the
product is to be marketed as a medical device, the Institute dealt with the key mechanism of action of
the product, which is especially taken into consideration when deciding whether a product is a
medicinal product or a medical device (Article 1, Paragraph 5c) of Council Directive 93/42/EEC
concerning Medical Devices in its amended wording).

The Institute identified emollients, i.e. softening agents, and salicylic acid in the product, as substances
that can be used for treatment of psoriasis, which is the indication of the product. As to the emollients,
the Dr. Michaels Skin Care Cream product contains particularly liquid and hard paraffin, which forms
an occlusive oil film on the stratum conrneum. This film prevents excessive evaporation of water from
the skin surface and provides hydration and lubrication (Summary of the OILATUM GEL product
characteristics). In addition, the product contains vegetable oils with emollient effects, whose
significance for the total effect of the product, however, is not known due to their low concentration in
the product. The said effect of the emollients is considered by the Institute to be physical. The salicylic
acid has proven anti-inflammatory effects as it inhibits the synthesis of prostaglandins, nonetheless in
the treatment of psoriasis it is used for its keratolytic effect (Peters BP, Weissman FG, Gill MA.
Pathophysiology and treatment of psoriasis. Am J Health Syst Pharm. 2000 Apr 1;57(7):645-59;
Jacobi A, Mayer A, Augustin M. Keratolytics and emollients and their role in the therapy of psoriasis:
a systematic review. Dermatol Ther (Heidelb). 2015 Mar;5(1):1-18). The mechanism of its keratolytic
effect lies in dissolving the intercorneocyte bonds and reducing the stratum conrneum pH, resulting in
the increased hydration and softening (Jacobi A, Mayer A, Augustin M. Keratolytics and emollients
and their role in the therapy of psoriasis: a systematic review. Dermatol Ther (Heidelb). The
keratolytic effect of the salicylic acid is considered by the Institute to be physico-chemical.

With respect to the product, the Institute did not prove that if used in humans as intended, it was
capable of appreciably modifying physiological functions by exerting a pharmacological,
immunological or metabolic action.

Proceeding from the above facts, the Institute therefore notes that the key effect of the Dr. Michaels
Skin Care Cream product in the treatment of psoriasis is based on the physical effect of emollients and
the physico-chemical effect of the salicylic acid. In view of the prevailing physico-chemical effect of
the salicylic acid in the product, the Institute does not consider it to be an active substance, which is an
integral part of the product.

Having evaluated these source materials, the Institute arrived at the conclusion that the Dr.
Michaels Skin Care Cream product met the definition of a medical device in accordance with
the provisions of Section 2 of the Act, Sub-section 1 of the Act on MD, and therefore the Institute
considers it to be a medical device.

On the basis of the request the Institute dealt with the issue of risk classification of the medical device
based on the degree of risk corresponding to the use of the given medical device in accordance with
the provisions of Section 6 of the Act. Rules for risk classification are laid down in the implementing
legislation, namely the Government Regulation.
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Following the above and considering the intended use of the medical device, including the
impossibility to prove that the medical device incorporates, as an integral part, a substance, which, if
used separately, can be considered to be a medicinal product and which is liable to act on the human
body with action ancillary to that of the device, in accordance with Section 2, Sub-section (2) e) of the
Act, it is possible to apply the Classification Rule No. 4, stipulated in Annex No. 9 (III -
Classification, 3 - Classification of a non-invasive medical device, 3.4 — Rule 4) of the Government
Regulation, where:

“A non-invasive medical device which comes into contact with injured skin falls under Class I if it is
intended to be used as a mechanical barrier, for compression or for absorption of exudates:

under Class ITb if it is intended to be used with wounds which have breached the dermis and can only
heal by secondary intent;

under Class Ila in all other cases, including medical devices intended to manage the micro-
environment of a wound.”’

Whereas it is noted that the medical device in question is not used either as a mechanical barrier, or for
compression or absorption of exudates; neither is it intended to be used with wounds which have
breached the dermis and can only heal by secondary intent; and considering the fact that with the
psoriasis disease the integrity of the skin does not have to be ensured and that the use of this medical
device results in the removal of keratinized structures of the epidermis, the hydration and lubrication
of the skin because the key intended use of the Dr. Michaels Skin Care Cream product is to relieve the
symptoms of psoriasis, specifically the chronic stationary type, it is the opinion of the Institute that
it concerns a medical device of Class IIa (that is to say use in other cases).

Dr. Michaels Skin Care Gel Product

The product contains 10 weight percent (henceforth %) of ethanol (alcohol), 8 % sodium-lauryl-sulfate
31.0, 6 % solution of cocamidopropyl betaine 30%, 3.5 — 5 % trolamine 99%, 4 % trolamine-lauryl-
sulfate 39.2 %, 2 % coconut fatty acid diethanoamide, 1.75 % salicylic acid, 1.25 % alkyl acrylate
cross-polymer, 1 % Plantaserv M (benzyl alcohol, salicylic acid, glycerin, sorbic acid), 0.71 70%
glycolic acid, 0.5 % citric acid, 0.15 % tetra-sodium-edetate and purified water.

The product is a gel intended to relieve the symptoms of psoriasis, specifically the chronic stationary
type. The data about the frequency of use or detailed information about the method of application have
not been provided.

Whereas for the purpose of the prevention and treatment of the disease it is also possible to use
medical devices as arises from Act No. 268/2014 Coll., on Medical Devices and on Amendments to
Act No. 634/2004 Coll., on Administrative Fees, as amended by subsequent regulations, and the
product is to be marketed as a medical device, the Institute dealt with the key mechanism of action of
the product, which is especially taken into consideration when deciding whether a product is a
medicinal product or a medical device (Article I, Paragraph 5¢) of Council Directive 93/42/EEC
concerning Medical Devices in its amended wording).

The Institute identified salicylic acid and glycolic acid in the product as substances that can be used
for the treatment of psoriasis, which is the indication of the product. The salicylic acid has proven anti-
inflammatory effects as it inhibits the synthesis of prostaglandins, nonetheless in the treatment of
psoriasis it is used for its keratolytic effect (Peters BP, Weissman FG, Gill MA. Pathophysiology and
ireatment of psoriasis. Am J Health Syst Pharm. 2000 Apr 1;57(7):645-59; Jacobi A, Mayer A,
Augustin M. Keratolytics and emollients and their role in the therapy of psoriasis: a svstematic
review. Dermatol Ther (Heidelb). 2015 Mar;5(1):1-18). The mechanism of its keratolytic effect lies in
dissolving the intercorneocyte bonds and reducing the stratum conrneum pH, resulting in the increased
hydration and softening (Jacobi A, Mayer A, Augustin M. Keratolytics and emollients and their role in
the therapy of psoriasis: a systematic review. Dermatol Ther (Heidelb). The keratolytic effect of the
salicylic acid is considered by the Institute to be physico-chemical. The glycolic acid has complex
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effects including a keratolytic effect. The keratolytic effects of the glycolic acid are determined partly
by its physico-chemical properties and partly by the metabolic effect. Physico-chemical effects lie in
the reduction of intercorneocyte bonds due to increased water content, by reducing the charges on the
surface of cells, and by breaking desmosomes as a result of the decreased pH. Metabolic effects are
based on influencing the activities of enzymes involved in the forming and dissolving of the
intercorneocyte bonds due to a change in pH. Furthermore, an effect of glycolic acid on collagen
production in the dermis was observed, which is also considered by the Institute to be a metabolic
effect. (Jacobi A, Mayer A, Augustin M. Keratolytics and emollients and their role in the therapy of
psoriasis: a systematic review. Dermatol Ther (Heidelb). 2015 Mar;5(1):1-18; Horikoshi T,
Matsumoto M, Usuki A, Igarashi S, Hikima R, Uchiwa H, Hayashi S, Brysk MM, Ichihashi M,
Funasaka Y. Effects of glycolic acid on desquamation-regulating proteinases in human stratum
corneum. Exp Dermatol. 2005 Jan; 14(1):34-40; Okano Y, Abe Y, Masaki H, Santhanam U, Ichihashi
M, Funasaka Y. Biological effects of glycolic acid on dermal matrix metabolism mediated by dermal
fibroblasts and epidermal keratinocytes. Exp Dermatol. 2003;12 Suppl 2:57-63). However,
proceeding from the existing knowledge, the Institute is unable to prove what effects of the glycolic
acid are useful mainly in the treatment of psoriasis and in addition the glycolic acid is contained in the
Dr. Michaels Skin Care Gel product in such a concentration that the Institute could not have proven
any significant effect on psoriasis.

Proceeding from the above facts, the Institute therefore notes that the key effect of the Dr. Michaels
Skin Care Gel product in the treatment of psoriasis is based on the physico-chemical effect of the
salicylic acid. In view of the prevailing physico-chemical effect of the salicylic acid in the product, the
Institute does not consider it to be an active substance, which is an integral part of the product.
Similarly, the Institute does not consider any of the other components of the Dr. Michaels Skin Care
Gel product to be an active substance.

Having evaluated these source materials, the Institute arrived at the conclusion that the Dr.
Michaels Skin Care Gel product met the definition of a medical device in accordance with the
provisions of Section 2 of the Act, Sub-section 1 of the Act on MD, and therefore the Institute
considers it to be a medical device.

On the basis of the request the Institute dealt with the issue of risk classification of the medical device
based on the degree of risk corresponding to the use of the given medical device in accordance with
the provisions of Section 6 of the Act. Rules for risk classification are laid down in the implementing
legislation, namely the Government Regulation.

Following the above and considering the intended use of the medical device, including the
impossibility to prove that the medical device incorporates, as an integral part, a substance, which, if
used separately, can be considered to be a medicinal product and which is liable to act on the human
body with action ancillary to that of the device, in accordance with Section 2, Sub-section (2) e) of the
Act, it is possible to apply the Classification Rule No. 4, stipulated in Annex No. 9 (Il -
Classification, 3 - Classification of a non-invasive medical device, 3.4 — Rule 4) of the Government
Regulation, where:

“A non-invasive medical device which comes into contact with injured skin falls under Class I if it is
intended to be used as a mechanical barrier, for compression or for absorption of exudates;

under Class IIb if it is intended to be used with wounds which have breached the dermis and can only
heal by secondary intent;

under Class Ila in all other cases, including medical devices intended to manage the wmicro-
environment of a wound.”

Whereas it is noted that the medical device in question is not used either as a mechanical barrier, or for
compression or absorption of exudates; neither is it intended to be used with wounds which have
breached the dermis and can only heal by secondary intent; and considering the fact that with the
psoriasis disease the integrity of the skin does not have to be ensured and that the use of this medical

Page 4 of 5



device results in the removal of keratinized structures of the epidermis, the hydration and lubrication
of the skin because the key intended use of the Dr. Michaels Skin Care Gel product is to relieve the

symptoms of psoriasis, specifically the chronic stationary type, it is the opinion of the Institute that
it concerns a medical device of Class Ila (that is to say use in other cases).

With regards,

Ing. Vendula Doudovi
Authorised to Manage

the Marketing and Notification Department
Medical Device Section
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Interpreter’s Statement

As an interpreter
of English language,

appointed by the decision of the Regional Court in Prague on December 7" 2000, Ref. No. Spr
4056/2000, I certify that this is a true and correct translation of the attached document.

I implemented the following corrections-----.

The interpreting act is recorded under the consecutive No.'/l/ LoT} of the interpreter’s record
book.

I am charging in compliance with the enclosed bill.

Prague, on D@V}A? U}?}

/

2. De

Mgr. Rita Deanova
Vinice 41
289 03 Méstec Kralové
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Stanovisko Statniho ustavu pro kontrolu léCiv k vyrobkiim
Dr. Michaels Skin Care Krém a Dr. Michaels Skin Care Gel

Statni ustav pro kontrolu léCiv obdrZel dne 02. 06. 2016 Zadost o stanovisko od Frankl Pharma s.r.o., p. Jutka
Kovécs, Pocernicka 96, Praha 10, IC: 27092127 k posouzeni povahy a zatfidéni vyrobkd Dr. Michaels Skin Care
Krém a Dr. Michaels Skin Care Gel. Dokumentace k Zadosti byla dopInéna dne 04. 11. 2016.

Ustav pfi hodnoceni vyrobkd vychazel z nasledujicich podklad:

e pravodni dopis a Zadost o odborné stanovisko v¢. zdlvodnéni Zadosti a uvedeni uréeného ucelu
vyrobkl, dodané Zadatelem;

e priloZzena informace ke kvalitativnhimu a kvantitativnimu sloZeni a funkci jednotlivych sloZek vyrobk,
dodané Zadatelem;

e zdkon ¢. 268/2014 Sb., o zdravotnickych prostfedcich a 0 zméné zakona ¢. 634/2004 Sb., o sprévnich
poplatcich, ve znéni pozdéjsich predpist (déle jen ,,zédkon o ZP");

e nafizenivlady €. 54/2015 Sb. o technickych poZadavcich na zdravotnické prostfedky (dale jen ,nafizeni
vlady");

¢ doporudujici dokument Evropské komise MEDDEV 2.4/1 REV. 9 CLASSIFICATIONS OF MEDICAL
DEVICES, June 2010;

e odborna literatura viz text niZe.

Vzhledem k tomu, Ze je vyrobcem zamysleno vyrobky Dr. Michaels Skin Care Krém a Dr. Michaels Skin Care Gel
uvadét na trh jako zdravotnické prostfedky tFidy lla event. llb, Ustav se pfi posouzeni nejdfive zabyval povahou
vyrobk, jejich ur€enym ucelem a mechanismem ucinku s cilem posoudit, zda vyhovuji definici ZP v souladu se
zdkonem.

Vyrobek Dr. Michaels Skin Care Krém:

Vyrobek obsahuje 61,2 hmotnostnich procent (dale jen %) tekutého parafinu, 30 % tvrdého parafinu, 3 %
bramborového 3krobu, 3 % oxidu zinetnatého, 2 % kyseliny salicylové, 0,2 % mandlového oleje, 0,08 %
jojobového oleje, 0,08 % avokadového oleje, 0,08 % oleje ze semen mrkve obecné, 0,08 % extraktu mésicku
lékarského, 0,08 % pomerancové silice, 0,08 % cisténého psenicného oleje, 0,08 % merurnkového oleje, 0,04 %
levandulové silice, 0,04 % santalové silice, 0,04 % silice z pacule obecné, 0,04 % silice Pelargonium graveolens,




0,04 % rozmarynové silice, 0,04 % oleje z emu, 0,02 % bergamotové silice, 0,02 % pupalkového oleje, 0,01 %
eukalyptové silice, 0,0005 % borovicové silice, 0,0005 % silice hefmanku, 0,0005 % oleje z myrhovniku pravého
a 0,0005 % silice kvétu citroniku pomerancového horkého.

Vyrobek je krém uréeny ke zmirnéni pfiznak( lupénky, a to chronicky staciondrni formy. Udaje o frekvenci
pouzivani €i bliz$i idaje o zplGsobu pouZivani nejsou uvedeny.

Vzhledem k tomu, Ze za U¢elem prevence a lé¢by onemocnéni lze rovnéZ pouzivat zdravotnické prostiedky, jak
vyplyva ze zékona & 268/2014 Sb., o zdravotnickych prostfedcich a o zméné zdkona €. 634/2004 Sb. , o
spravnich poplatcich, ve znéni pozdéjSich pfedpisi, a vyrobek md byt na trh uvadén jako zdravotnicky
prostiedek, Ustav se zabyval hlavnim mechanismem G&inku vyrobku, ke kterému se zvlasté prihlizi pfi
rozhodovani o tom, zda vyrobek je lé¢ivym pFipravkem ¢&i zdravotnickym prostfedkem (¢lanek 1 bod 5 pism. c)
Smérnice Rady 93/42/EHS o zdravotnickych prostiedcich v aktualnim znéni).

Ustav ve vyrobku identifikoval jako latky, je7 je moZné pouZit k Ié¢bé lupénky, co? je indikace vyrobku, jednak
emolencia, tj. zmék&ovadla, a kyselinu salicylovou. Z emolencii ve vyrobku Dr. Michaels Skin Care Krém jsou to
piedevsim tekuty parafin a tvrdy parafin, které vytvéfeji okluzivni mastny film ve stratum corneum klZe. Tento
film zabrariuje zvy$enému odpafovani vody z kozniho povrchu, zajistuje hydrataci a promasténi (Souhrn udaji o
pripravku OILATUM GEL). Vyrobek obsahuje i rostlinné oleje s emolientnim ucinkem, jejichz vyznam pro
celkovy Gcinek vyrobku viak s ohledem na jejich nizkou koncentraci ve vyrobku neni znam. Uvedeny Gcinek
emolencii povazuje Ustav za fyzikélni. Kyselina salicylovd ma prokadzané protizanétlivé ucinky, nebot inhibuje
syntézu prostaglandind, avsak pfi [éCbé lupénky se pouZiva pro svij keratolyticky ucinek (Peters BP, Weissman
FG, Gill MA. Pathophysiology and treatment of psoriasis. Am _J Health Syst Pharm. 2000 Apr 1,57(7):645-59;
Jacobi A, Mayer A, Augustin M. Keratolytics and emollients and their role in the therapy of psoriasis: a
systematic review._Dermatol Ther (Heidelb). 2015 Mar;5(1):1-18). Mechanismus jejiho keratolytického Gc&inku
spociva v rozpousténi mezibunécnych spojeni mezi korneocyty a ve snizeni pH stratum corneum, ¢imZ dochazi
ke zvySeni hydratace a zméké&eni (Jacobi A, Mayer A, Augustin M. Keratolytics and emollients and their role in
the therapy of psoriasis: a systematic review. Dermatol Ther (Heidelb). Keratolyticky u¢inek kyseliny salicylové
povazuje Ustav za fyzikalné-chemicky.

U vyrobku Ustav neprokazal, Ze by jej bylo moiné pouzit u lidi za uéelem vyznamného ovlivnéni fyziologickych
funkci prostfednictvim farmakologického, imunologického nebo metabolického G¢inku.

Na zékladé vy$e uvedenych skuteénosti tedy Ustav konstatuje, 7e hlavni G¢inek vyrobku Dr. Michaels Skin Care
Krém pfi 1é¢hé lupénky je zaloien na fyzikdlnim G&inku emolencii a fyzikalng-chemickém Ug&inku kyseliny
salicylové. S ohledem na prevazujici fyzikdIné-chemicky ucinek kyseliny salicylové ve vyrobku ji nepovazuje za
Iécivou latku, ktera je integralni souasti vyrobku.

Po vyhodnoceni t&chto podklad? Ustav doSel k zavéru, Ze vyrobek Dr. Michaels Skin Care Krém vyhovuje
definici zdravotnického prostfedku dle ustanoveni § 2 zikona odst. 1 zakona o ZP, a proto jej Ustav povaiuje
za zdravotnicky prostfedek.

Na zdkladé Zidosti se Ustav zabyval otdzkou zatfidéni ZP do pFisluné rizikové t¥idy podle miry rizika
odpovidajici poutiti daného zdravotnického prostfedku v souladu s ustanovenim § 6 zdkona. Pravidla pro
zafazovani do rizikovych tfid stanovi provadéci pravni pfedpis, a to nafizeni vlady.
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V navaznosti na vySe uvedené a s ohledem na urceny ucel zdravotnického prostfedku a to v¢. neprokdzani
skute€nosti, Ze zdravotnicky prostfedek obsahuje jako integralni ¢ast latku, kterd pfi samostatném pouZiti muze
byt povaZovana za léCivo a kterd mizZe pusobit na lidské télo ucinkem doplriujicim Gc¢inek zdravotnického
prostfedku podle § 2 odst. (2) pism. e) zdkona, Ize aplikovat klasifikacni pravidlo ¢. 4, uvedené v pfiloze €. 9
(111. Klasifikace, 3. Klasifikace neinvazivniho zdravotnického prostfedku, 3.4. Pravidlo 4) nafizeni viddy, kdy:
,Neinvazivni zdravotnicky prostfedek, ktery prichdzi do styku s poranénou kazi, pat¥i do rizikové tridy |,

jestliZe je urcen k pouZiti jako mechanickd prekdzZka, ke kompresi nebo k absorpci vypotka; rizikové tridy Iib,
jestlize je urcen k pouZiti u ran, kde byla porusena kiZe a kde miZe mit pouze sekunddrni terapeuticky efekt;
rizikové tridy lla v ostatnich pfipadech, vietné zdravotnického prostfedku urcCeného zejména k osetfeni
mikroprostfedi rany."

Vzhledem k tomu, Ze predmétny zdravotnicky prostfedek neslouZi jako mechanicka prekdzka, ani ke kompresi
nebo absorbci vypotkU; ani neni ucen k poutziti u ran, kde byla porusena kizZe a kde mUzZe mit pouze sekundarni
terapeuticky efekt; a s ohledem na to, Ze u onemocnéni psoriazou nemusi byt zajisténa celistvost kdze, a ze
vysledkem pouZiti tohoto zdravotnického prostfedku je odstranéni keratinizovanych struktur epidermis,
hydratace a promasténi kiiZze nebot hlavnim uréenym Géelem vyrobku Dr. Michaels Skin Care krém je zmirnéni
pfiznakii lupénky a to chronické staciondrni formy, jedna se dle nazoru Ustavu o zdravotnicky prostiedek
rizikové tfidy lla (tedy k pouziti v ostatnich pfipadech).

Vyrobek Dr. Michaels Skin Care Gel

Vyrobek obsahuje 10 hmotnostnich procent (dale jen %) etanolu, 8 % natrium-lauryl-sulfatu 31.0, 6 % roztoku
kokamidopropylbetainu 30%, 3,5 - 5 % trolaminu 99%, 4 % trolamin-lauryl-sulfatu 39,2 %, 2 % diolamidu
kyseliny kokosové, 1,75 % kyseliny salicylové, 1,25 % krospolymeru alkylakryldtu, 1 % Plantaserv M
(benzylalkohol, salicylova kyselina, glycerin, kyselina sorbova), 0,71 70% glykolové kyseliny, 0,5 % kyseliny
citronové, 0,15 % tetranatrium-edetatu a ¢isténou vodu.

Vyrobek je gel uréeny ke zmirnéni pfiznak( lupénky, a to chronicky stacionarni formy. Udaje o frekvenci

vy

Vzhledem k tomu, Ze za Ucelem prevence a lécby onemocnéni Ize rovnéZ pouZivat zdravotnické prostiedky, jak
vyplyva ze zdkona €. 268/2014 Sb., o zdravotnickych prostfedcich a o zméné zdkona &. 634/2004 Sb. , o
spravnich poplatcich, ve znéni pozdéjSich predpisl, a vyrobek ma byt na trh uvadén jako zdravotnicky
prostfedek, Ustav se zabyval hlavnim mechanismem G¢inku vyrobku, ke kterému se zvlasté pfihlizi pfi
rozhodovéni o tom, zda vyrobek je IéCivym pFipravkem (i zdravotnickym prostfedkem (&lanek 1 bod 5 pism. c)

Smérnice Rady 93/42/EHS o zdravotnickych prostfedcich v aktudinim znéni).

Ustav ve vyrobku identifikoval jako latky, je? je mozné pouzit k lé¢bé lupénky, coz je indikace vyrobku, kyselinu
syntézu prostaglandin(i, av3ak pfi Ié¢bé lupénky se pouZiva pro svij keratolyticky G¢inek (Peters BP, Weissman
FG, Gill MA. Pathophysiology and treatment of psoriasis. Am J Health Syst Pharm. 2000 Apr 1,57(7):645-59;
Jacobi A, Mayer A, Auqustin M. Keratolytics and emollients and their role in the therapy of psoriasis: a
systematic review. Dermatol Ther (Heidelb). 2015 Mar;5(1):1-18). Mechanismus jejiho keratolytického Gcinku
spociva v rozpousténi mezibunécnych spojeni mezi korneocyty a ve snizeni pH stratum corneum, &im? dochdzi
ke zvy3eni hydratace a zmé&kceni (Jacobi A, Mayer A, Auqustin M. Keratolytics and emollients and their role in
the therapy of psoriasis: a systematic review. Dermatol Ther (Heidelb). Keratolyticky ucinek kyseliny salicylové
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povaiuje Ustav za fyzikalné-chemicky. Kyselina glykolovd mé komplexni Ucinky véetné keratolytického Gcinku.
Keratolytické ucinky kyseliny glykolové jsou dany jednak fyzikdlné-chemicky, jednak metabolickym Gcinkem.
FyzikdIné-chemické ucinky spocivaji ve snizeni vazeb mezi korneocyty v disledku zvy$eni obsahu vody,
snizenim nabojd na povrchu bunék a naruSenim desmosom( v désledku sniZeni pH. Metabolické ucinky
spocivaji v ovlivnéni aktivity enzym0 vytvafejicich a rozkladajicich vazby mezi korneocyty v désledku zmény pH.
Ddle byl pozorovan vliv kyseliny glykolové na tvorbu kolagenu v podkoZi, co? povaiuje Ustav rovné? za
metabolicky ucinek (Jacobi A, Mayer A, Augustin M. Keratolytics and emollients and their role in the therapy of
psoriasis: a systematic review. Dermatol Ther (Heidelb). 2015 Mar;5(1):1-18;_Horikoshi T, Matsumoto M, Usuki
A, lgarashi S, Hikima R, Uchiwa H, Hayashi S, Brysk MM, Ichihashi M, Funasaka Y. Effects of glycolic acid on
desquamation-regulating proteinases in human stratum corneum._Exp Dermatol, 2005 Jan;14(1):34-40; Okano
Y, Abe Y, Masaki H, Santhanam U, Ichihashi M, Funasaka Y. Biological effects of glycolic acid on dermal matrix
metabolism mediated by dermal fibroblasts and epidermal keratinocytes. Exp Dermatol. 2003;12 Supp! 2:5763).
Na zakladé soucasnych poznatki neni v3ak schopen Ustav prokdzat, jaké ucinky kyseliny glykolové se uplatiiuji
hlavné pfi Iécbé lupénky, navic kyselina glykolové je ve vyrobku Dr. Michaels Skin Care Gel v koncentraci, u ni?
Ustav neprokézal n&jaky vyznamny vliv na lupénku.

Na zékladé vySe uvedenych skuteénosti tedy Ustav konstatuje, Ze hlavni G¢inek vyrobku Dr. Michaels Skin Care
Gel pfi léCbé lupénky je zaloZen na fyzikalné-chemickém Uginku kyseliny salicylové. S ohledem na pfevazujici
fyzikalné-chemicky ucinek kyseliny salicylové ve vyrobku ji nepovaZuje za lé€ivou latku, kterd je integralni
soucasti vyrobku. Za lécivou ldtku nepovaZuje ani Zadnou z ostatnich sloZek vyrobku Dr. Michaels Skin Care Gel.

Po vyhodnoceni téchto podkladi Ustav doSel k zavéru, Ze vyrobek Dr. Michaels Skin Care Gel vyhovuje
definici zdravotnického prostfedku dle ustanoveni § 2 zékona odst. 1 zdkona o ZP, a proto jej Ustav povaiuje
za zdravotnicky prostredek.

Na zdkladé Zidosti se Ustav zabyval otdzkou zatfidéni ZP do pFisludné rizikové tfidy podle miry rizika
odpovidajici pouZiti daného zdravotnického prostfedku v souladu s ustanovenim § 6 zakona. Pravidla pro
zafazovani do rizikovych tFid stanovi provadéci pravni pfedpis, a to nafizeni vlady.

V ndvaznosti na vySe uvedené a s ohledem na uréeny uéel zdravotnického prostfedku a to v¢. neprokazani
skuteCnosti, Ze zdravotnicky prostfedek obsahuje jako integraini €ast latku, ktera pfi samostatném pouziti mGze
byt povaZovdna za léCivo a kterd muZe puUsobit na lidské télo G&inkem dopliiujicim Gcinek zdravotnického
prostfedku podle § 2 odst. (2) pism. e) zékona, Ize aplikovat klasifika&ni pravidlo €. 4, uvedené v pfiloze & 9 (IIl.
Klasifikace, 3. Klasifikace neinvazivniho zdravotnického prostiedku, 3.4. Pravidlo 4) nafizeni vlady, kdy:
~Neinvazivni zdravotnicky prostFedek, ktery pFichdzi do styku s poranénou kiZi, pat¥i do rizikové tfidy |,

festliZe je urcen k pouZiti jako mechanickd pfekdzka, ke kompresi nebo k absorpci vypotkd; rizikové tiidy Iib,
jestliZe je urcen k pouliti u ran, kde byla porusena kiZe a kde miiZe mit pouze sekunddrni terapeuticky efekt;
rizikové tfidy lla v ostatnich pfipadech, vietné zdravotnického prostfedku urceného zejména k osetreni
mikroprostredi rany."

Vzhledem k tomu, Ze pfedmétny zdravotnicky prostiedek neslouZi jako mechanicka prekazka, ani ke kompresi
nebo absorbci vypotkd; ani neni u€en k pouZiti u ran, kde byla poru$ena kiize a kde maze mit pouze sekundarni
terapeuticky efekt; a s ohledem na to, Ze u onemocnéni psoridzou nemusi byt zajisténa celistvost kize, a e
vysledkem pouZiti tohoto zdravotnického prostfedku je odstranéni keratinizovanych struktur epidermis,
hydratace a promasténi kdize nebot hlavnim uréenym G&elem vyrobku Dr. Michaels Skin Care Gel je zmirnéni
pfiznaki lupénky a to chronické staciondrni formy, jedna se dle nazoru Ustavu o zdravotnicky prostiedek
rizikové tfidy lla (tedy k poutziti v ostatnich pFipadech).
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S pozdravem

Ing. Vendula Doudova
povéfend vedenim Oddéleni registrace a notifikace
Sekce zdravotnickych prostfedk(
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