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STATE SERVICE OF UKRAINE FOR FOOD SAFETY AND
CONSUMER PROTECTION

1 Grinchenka Street, Kyiv 01001, tel.279-12-70, 279-75-58 fax 279-48-83
email: info@consumer.gov.ua

APPROVED BY
[signature] V. L Lapa Deputy Chief
State Service of Ukraine for food
safety and consumer protection

Opinion of the State Sanitary & Epidemiological Service
Dated 23.06.2018 No 602-123-20-3/28140

Subject of the expert SAUGELLA attiva, liquid soap for intimate hygiene with thyme extract in a 5 ml, 50 ml, 250 ml
examination package

produced in laws of country of manufacturer
accordance with

UCFTC (Ukrainian Classification of Foreign Trade Commodities) Code: 3401 30 00 00

Field of application and distribution of the In everyday life as cosmetic; wholesale and retail trade (pharmacy network,
subject of this expert examination specialized stores)

Country - Manufacturer: Meda Pharma S.p.A.
manufacturer Address of productive facilities: via Robbio 35, 27030 Confienza (PV), Italy
Tel.: +39 039 7390.1, fax: +39 039 7390.441, e-mail: info@medapharma.it

Applicant of the expert  Applicant: Meda Pharma Sp A.

examination Legal address: Via Felice Casati 20, 20124 Milan, Italy
Address of Head office location (EC REP): Via Valosa di Sopra 9, 20900
Monza, Italy
Representative in Ukraine: Representative office of "MEDA
Pharmaceuticals Switzerland GmbH"
Address of Representative of Applicant: 57-B, O. Gonchar Street, 6th floor,
01054 Kiev; tel.: +380 44 482-551, fax: +380 44 482-1599, USREOU
Code: 26600387, e-mail: office@meda.ua

(country, manufacturer, address, location, phone, fax, E-mail, WWW)

Contract data concerning supplics of the Contract is in documents accompanying the cargo
subject to Ukraine




The subject of this expert examination meets established medical safety criteria/parameters: company reg.,
JCanlliH 2.2.9.027-099 Sanitary Regulations and Safety Standards for Perfumery & Cosmetic Industry Products.
State Sanitary Registration and Standards. JICTVY 2472-94 Perfumery & Cosmetic Industry Products. Terms and
Definitions. JICTY 5010:2008 Perfumery & Cosmetic Industry Products. Packaging, labeling, transportation and
storage. Regulations No. 1223/2009.

Physico-chemical indexes: emulsion, which like milk, yellow-brown color, with a smell of thyme, when mixing
should be foamed. Viscosity: 300-500 ¢Ps; density: 1.010-1.020 g/ml; pH: 3.3 - 3.7. Microbiological purity:
Quantity of Mesophilic Aerobic and Facultative Anaerobic Microorganisms {(MAFAM), - shall not exceed 100
microorganisms/g , Enterobacteriaceae in 1.0 g is not allowed, S.aureus in 1.0 g is not allowed, P. aeruginosa in 1.0
g is not allowed; yeast and mould in 1.0 g is not allowed. Acute toxicity indices after application onto the skin and
after ingestion, skin irritation and irritating effects for eye mucosa shall be O points if applied in the way specified on
the label.

Necessary preconditions for usage/application, storage, transportation, utilisation and disposal include:
observance of requirements prescribed in this Opinion and based on testing results of the specimens; observance of
conditions for storage and transportation of the products specified by the manufacturer; the product shall be
transported, stored and used as provided for in requirements of directions approved as established by legislation.
Regulation No. 1223/2009, company reg., the system of safety standards, personal protective equipment (DSTU
7239: 2011). In case of the need for disposal or destruction, observe the requirements of the Law of Ukraine No.
1393-X1IV "On the disposal, recycling, destruction, destruction or further use of low-quality and dangerous products”.

Based on results of the State Sanitary & Epidemiological Expert Examination, "SAUGELLA attiva®, liquid soap
for intimate hygiene with thyme extract in a 5 ml, 50 ml, 250 ml package, manufactured by Meda Pharma S.p.A.,
Italy, according to the model submitted by the applicant, meets the requirements of the applicable sanitary
legislation of Ukraine and, subject to the requirements of this conclusion, may be used in the declared scope of
application.

Expiration date According to the recommendations of the manufacturer

[.abel information, instructions, rules, etc.
This Opinion shall be valid untils five vears
The Applicant shall be responsible for observance of requirements stated in this Opinion.

Safety parameters, which are subject to control on the border
On the border of sanitary control of safety indicators for human health does not need. It is subject to standard control
(visual and documentary).

Safety parameters, which are subject to customs control
When customs clearance of sanitary control of safety parameters for human health does not require. It is subject
to standard control (visual and documentary).

Routine state sanitary & epidemiological control shall be carried out in conformity with requirements of
this Opinion: the product shall be subject to the routine state sanitary and epidemiological control within the
scope and with regularity, specified in requirements of the Law of Ukraine "On Assurance of the
Sanitary and Epidemiological Well-being of the People”.

The Expert Committee of O.M. Marzeiev Institute of 50 Popudrenko Street, 02660 Kyiv, phone
Hygiene and Medical Ecology at NAMS of Ukraine, a (044} 559-57-11

state-owned institution

Minutes of examination No 973 dd. 14.06.2018
{minutes No and their approval date)
Deputy Chairman of the Expert Committee [signature] [stamp] V.F. Babiy

(surname, name, patronymic)
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MIHICTEPCTBO OXOPOHH 3/10POB'SI YKPATHU
AEPKABHA CAHITAPHO-EINLAEMIOJIOTTYHA CJIYIKBA

Minicreperso oxoponn saopos's Yipaiau
UHEG YOTRMOEN]
syl pyiuescerore, 7, s.Kuis, 01601
{MISURIHRNOIROHRE )

253-94-84, 559-29-88

BucHoBoK /iepRaBHOT caHITAPHO-eNiAeMi0OIOTIYHOT EKCIEPTH3H
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Porragapm CanAl, Praais f&@?’?&?ﬁ&&ﬁ% S.p.A., Haly (aapeca norymnocrelt supobunursa) sy Pobbio 35,
27030 Kondicwua (TTB), Franis S&w R 35, 27030 Confienza (PV), Haly, -, -, veir.: -, kop EAPTIOY: -

MWXW& sewny, Teaedon, dase, Bamal, WWW
Porrapapm CanA., Iraais / ROTTAPHARM S.p.A., ltaly
Hipuanaua agpeca @
Paanepin Huion 5, 20122 Minan, Ivanis
Gullerin Unione 5, 20122 Milan, ltaly
Ajpeca MICHEIHANDIDKEHHER TOJ0BROTO odicy:
Via Valosa di Sopra 9, 20000 Monza (MB), ltaly
Bia Banoea ai Cenpa 9, 20900 Mouua (MB), Iranin
e + 39-039-73901, fax: + 39-039-7390269
e-mail; mfn@mnapharmxwm, - = TEILI = woa EAPHIOY: -

13 SCHERTHI, LU seahimn, menethon, daxe, Eamad, WRWY
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Heofixiamsn vMOBEMH BHKOPHCTAHEA HacTocysauug, 36epiranus, Tpancuoprysanns, yrinizanil, sunenns
384
-~ JOTPHMANNS BEMOP BCTANOBICHUX JaHUM BUCHOBKOM T4 peayabTaTaMu sunpolysais 3paskis;
- AOTPUMAHHA YMOB 3GEDITAHHE | TPARHCIOPTYBaHNA Npoaykuil nepeafavennx supobunkom
- pascropTyRanns, 30epiralus | BUKOPHCTANEA ¥ BIANOBLIHOCT] 3 BHMOTAMI HCTPY KU, 3aTBEPIREHNY B
VCTAHORIEHOMY AHOMMM JAKOHOIABCTROM NOPIIKY.

{OCnTANBOTT YMON BHIORHOTORI, JA0TO0YRaNHE, A0SPITRENE, THRNCTOPTY SN, VIHaT, Suienieg

3a perynbTarvaMy Hepaaniol canitapro-cninemionorivsof excnephisn «CAYTEILIA avvisas (SAUGELLA attiva),
plake Muao AE INTHMEOT FIPICHI 3 BRCTPAKTOM TiM HHY, 32 HANAHHM JAABHUKOM 3DAIKOM BIANORIZAC BUMOraM
AUOYOTO CARITAPHOTO 3AKOHOAABCTRA VRDATHH [ 38 YMORH A0TPUMAHHS BHMOT UBOTO BHCHOBKY mowe Syti
pukopueTanuil B aspIeH cdepl 3acTOCYBANNS.

Tepmin npuaaruecri: 36 micands sin aave supodanursa. 30epiraTy npy remueparypi ne spme 28°Cop
HEROCTYIROMY Jan aiTed micul

Ha xowmuill ynakosui nosuana Oyrw evurerka (ndopyaia) srigsoe gonarky. BucHosok se Mome Oyrr suxopueranui 3
METOI DEKNAMY,

(PO AnHI O STMRSTRI, TRUTDVRIER, DDREEAR o}

Bucuosor atitcanit no: v poxis
BianosiaansicTs 38 JOTPUMAHHN BHMOT HBOTO BHCHOBRY HECE JaABHUEK.

Tlps asind peuentypi, TexHonorii BUroTORIEHHS, AT MOXY Th 3MIHHTH BRacTHBOCT 00 exTa excnepTusn abo
CAPMMMHITH HEPATHENRE BIUIHE HA 3120pos‘s moael, ciepi 3acTOCYRANES, YMOR 3acTOCYRaHuE off exTa exenepTHIX
HAanni RBUCHOBOK BTPAYAE CHItY.

Ha xopaosi caniTapHoro KOHTPOIIO 33 NokasHuKaMi Geanexut 118 350pos's He notpedve.

e - " & BR KOPAGHT

[py suTeoMY OPopMACHHT CRHITAPHOTD KOHTPOMO 38 noxkasmikamu Geanexkn Ans 300pos's ue norpebye.
{roRamsnn DEINERR, B DLATRIROT KONTROMO TP aTrony oopMastn)

Moroqaunit gepsasuuil caneninnanas 3nicMIceTHes IXiAH0 3 BUMOTAMH UbOre BiaeHoBRY: [Tianarac notoynomy
JACPIKABHOMY CaHenianaraany 8 o0ca3l Ta 3 NepioaNHICTIO 3TiaKe 3 BiMorami Saxory Vipaiun «[lpo zafeznevesns
caneniafinarononyuss HACENEHHEY.

Do Sernokn, $x1 1RCMORITAS RER ROTORHOMY sy CHseri I
Jepwasia voraposa lHoTHTYE Titieny Ta Mgy 02660, s Kuin, synllonyvapeuxa, 30, ten.: (044)
extaoril v O.M Mapiscesa HAMH ¥Yrpaing® 5585711
AR BINE, MCRe TR L resehon, ke, Bamal, WWW)
Hlporoxon exemeprusy No 1089 nin 17.04.2013p,

HPOTERGIY, 2078 HOre ST AKe R

Ponosa excrieprrol komicit Honska H.C.




TEKCT ETUKETYBAHHS!
10 BHCHOBKY JepRaBHOT caniTapHo-enizemioorianol excneprusu
«CAVYTEJLIA arrvisa» (SAUGELLA attiva)
piake Mo Ui iIRTHMHOT Firieny 3 eKerpakrom Tiv sy

SF §§ %
Ne 05.03.02-03/ 5 YO0F Bin «7 kpitus 2013 p.

Piwe muro aas irasnol riricin 3 ekerpakrom Tiv’ sy

3erena Jinis
pH 3,5

JLst 30BHIHBOTO 38CTOCYBAHHS!

~ [iJI 4aC MEHCTPYAIBHOIO HHKITY:

- iJT 4ac BariTHOCTI Ta WICAAPOJIOBOTO HEpiony;

-~ IIpM BiABLAYBaHHI Micub 3 pusukoM indikysanus (Gacelin, riMBacTHYHUN 3a71, UK, M Yac
MOAOPOXKEH i T.21.);

Craax: Aqua, TEA Lauryl Sulfate, Propylene Glycol, Ammonium Lauryl Sulfate, Thymus vulgaris
Extract, PEG-2 Stearate, Lac, Hydroxvethyleellulose, Hydrogenated Coconut Oil, Lactic Acid,
Glycol Stearate, Salvia officinalis Extract, Sodium dehvdroacetate, Ketoglutaric Acid, Cholesterol.
Pexomenpauii no 3acrocysanns: Cayre/uia arriBa piike MHJIO JUIS IHTUMHOT TirieHu, 1O MICTHTH
eKCTpaKT TiM'auy, skuil mae edexrusny antubakrepiansny ta nporurpubkory aio. [lpu pH 3.5
sabesneuye 1 nigrpumye Qiziosoriune 3mavends pH y OKIHOK JNTOPOAHOrO BiKYy, rapaHrye
npupoaBRi moxeHHRH 3axucT i kombopt.

Hpornnoxazanns: He 3acrocoBypatyt npu imzauBigyansHidl uynmsocri go Oyae-skoro 3
KOMIIOHEHTIB.

Cniocib 3acTocyBanHs: IMOACHHO XKIHKaMH (ITOPOHOTO BIKY 1-2 pasu Ha JeHs.
Henenmmky xinpKicTs po30aBuTy BOJIOK. HAHECTH HA IHTUMHI JLISHKH T PETCABHO 3MHTH.

Bupobuux:

Porradapm C.mA,, Iranis

(anpeca mnoryxkHocTedt BupoOGmuiursa) Byn. Po66io 35, 27030 Koudienua (IIB), Tramis/
via Robbio 35, 27030 Confienza (PV), ltaly

3assuwnk: Porradapm C.m A, Itanis
Dasnepis HOuion 5, 20122 Minan, Iranis / Galleria Unione 5, 20122 Milan, Italy

H.B.Ocranina



AEPKABHA CJIY)KBA YKPAIHU 3 IUTAHB
BE3IIEYHOCTI XAPYOBHUX MPOAYKTIB TA 3AXUCTY

CITIOXKHUBAYIB
By.L. b. I'pinuenka, 1, M. Kuis, 01001, ren. 279-12-70, 279-75-58, dakc 279-48-83,
e-mail: info@consumer.gov.ua
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BUCHOBOK
Aep:KaBHOI CaHITAPHO-eNiIeMioorianoT e€KCIepPTH3H
Bin«A3 » b6 2018 p. Ne 602-123-20-3/ £ & 754
06’exr CAYTEJUIA arriBa, pinke MU0 ajis inTUMHOT ririenu 2 EKCTPAKTOM TiM’AHY 110 5 MJI,
eKCIepTH3N 50 ma, 250 M B ynakosui (SAUGELLA attiva, liquid soap for intimate hygiene with

thyme extract in a 5 ml, 50 ml, 250 ml package)

BHTOTOBJIEHHH Yy BiTOOBiTHOCTI i3 3aKOHO/IABCTBOM KpaiHW-BHPOOHHKA
(TY,ICTY, T OCT)

Kon za YKT3E] 3401 30 00 00

Ceepa 3acrocyBanns ta peanizanii y NolyTi K KOCMeTHUHMIi 3aci6: ONTOBO-po3/pibHa TOpriBs
00'eKTa eKcnepTHn (anTedyna mepexka, cnemianizosani Marasuuu Ta crnietiaiizoeani
BIULL/TH TOPIOBEILHOT Mepeski)

Kpaina-Bupobuuxk Porraapm C.n.A., Iranis / ROTTAPHARM S.p.A., Italy
Allpeca Bupobuuka: Byn. Po66io 35, 27030 Koudienna (I1B), Iranis / via
Robbio 35, 27030 Confienza (PV), Italy; Ten.: +39 039 7390.1, dhaxc: +39 039
7390.441, e-mail: info@medapharma.it

Apeca, MICUE3HAX0UKeHHA, TenedoH, (akc, E-mail, seo-cant)

3asBHHK exciepTH3N 3asBauk: Porradapm C.n.A., Itanis / ROTTAPHARM S.p.A., Italy
IOpuanyna agpeca: lannepis FOnion S, 20122 Minan, Itanis / Galleria
Unione 5, 20122 Milan, Italy.
AZlpeca 3HaXO/KEHHS rOJIOBHOTO odicy (EC REP): Bia Banoca ai Conpa 9,
20900 Monua (MB), Iranis / Via Valosa di Sopra 9, 20900 Monza (MB),
Italy.
Ipexcrabunk B Ykpaini: IlpeactaBunureo  «MEJIA DapmaceloTikan
Caitceneng I'moX»
Allpeca npencrauuka 3agsuuka: 01054, m. Kuis, Byn. O.I'onyapa, 57-b, noe.
6; Tenedon: +380 44 482-551, ¢axc: +380 44 482-1599, kon 3a €JIPIIOY
26600387, e-mail: office@meda.ua 7

(aapeca, MiCLC3HAXOLKEIIA, Tenedon, axc, E-mail, seo-cant)

/lani npo KOHTpPaKT Ha mocTauaANHs 06'cKkTa B KonTpaxr B cynpopignux JIOKYMEHTaXx 3 BaHTaXeM
Ykpainy




O06'eKT eKcnepTH3H BiANOBiIA€ BCTAHOBJIEHHM MeIHYHHM KpHuTepisam Oesnexn/moxasnukam: HJI
¢ipmu, JCaulliH 2.2.9.027-99 "Cauirapui npaBuna i Hopmu Oesneku npoaykuii mnapgpymepHo-
KOCMETHYHOI npomuciaoBocti. Jlepskasui canitaphi mpasuia ta Hopmu". JICTY 2472-94 "Tlpoaykuis
nappymepHo-kocmetnuna. Tepminn Ta eusHadenns". JI[CTY 5010:2008 «IIponykuis napdymepHo-
kocMeTH4Ha. [lakyBaHHs, MapKyBaHHs, TPaHCTIOPTYBaHHA i 36epiranusa», Permamenty No. 1223/2009.
Dizuko-ximiuni ROKAZHUKU: €MYIbCisl, fKa Haragye MOJIOKO, JKOBTO-KOPHUHEBOIO KOJBOPY, 3 3aMaxom
TiM’iHy, TIPH PO3MIlLYBaHHI MOBMHHA NiHuTHC. B’askicts 300 - 500 cIl3. Binnocna ryctuna — 1,010-1,020
r/mn. pH — 3,3 — 3,7. Mikpobionoziuna wucmoma: MA®PAM, KVYO/r — menme 100, 6akrepii poannu
Enterobacteriaceae B 1,0 r — BigcytHicts B 1 1, S.aureus B 1,0 r — BincytHicts B 1 1, P.aeruginosa B 1,0 r —
BiACYTHICTB B | I, KiIIbKICTh ApiKMIKiB Ta miiceHeBux rpudis, KYO/r — BiacyTHicTs B 1 r. IHaekcu rocrpoi
TOKCHMYHOCTI 1pM HAHECEHHI Ha WIKipy i 1WKipo-noapa3Hioodol aif - 0 6anie, npu 3acTOCYBaHHI cnocody
BKA3aHOTO Ha €THKETIL.

HeoOXiaiHuMH yMOBAMM BHKOPHCTAHHS/3aCTOCYBaHHs, 30epiranusi, TPaHCNOPTYBAHHA, YTHJIi3amii,
3HHINEHHS € JOTPUMAHHA BHUMOI BCTAaHOBJIEHMX JaHMM BHCHOBKOM Ta pe3yJbTaTaMd BUIIPOOYBaHb
3paskiB; NOTPUMaHHS yMOB 30epiraHHs 1 TPaHCHNOPTYBaHHA NPOAYKIii nepenbaueHuX BUPOOHMKOM,
TPaHCIOPTYBaHHs, 36epiraHHs i BUKOPHCTAHHA Y BiMOBIAHOCTI 3 BUMOraMH iHCTPYKLiH, 3aTBEpIKEHUX B
YCTAHOBJIEHOMY Jil0YMM 3aKOHONABCTBOM Mopsnky, Pernament No. 1223/2009, HJl dipmu, Cucrema
cranpaprie Gesnekd npaui 3acobM iHauMeinyanshoro 3axucry (JACTY 7239:2011). Tlpu neoOxizHocTi
yTUIi3allii ab0 3HMILEHHs A0AepXKyBaTHCh BUMOr 3akony Ykpainu Ne 1393-XIV «IIpo Bumyuenns 3 obiry,

nepepoOKy, yTuiizauiio, 3HuieHHs a0o nojaiblie BAKOPUCTaHHS HesKicHOT Ta HeGe3neuHol MpoIyKILii».

3a pesynsTaTamMM JepxkaBHOi  caHitapHo-enigemionoriunoi  excrneptusu  «CAVYIEJLIA  artriBa»
(SAUGELLA attiva) pinke MHJI0 s iIHTHMHOI ririeHy 3 exerpakTom TiM’sny mo 5 ma, 50 ma, 250 ma
B ynakosui, supoouuursa Porragapm C.n.A., Itania / ROTTAPHARM S.p.A., Italy 3a naganum
3asBHMKOM 3pa3sKOM BiJMOBIa€ BMMOraM [ilOYOr0O CaHITAPHOTO 3aKOHOJABCTBA YKpaiHH i 3a YMOBM
JOTPUMaHHS BUMOT LIOIO BUCHOBKY MOJKe OyTH BUKOPHUCTaHHI B 3asBJieHiH cdepi 3acToCyBaHHS.

Tepmin npuaaTHocTi 3rigHo pekoMeHaalii BHpoOHUKa

Indopmanis moa0 eTHKETKH, iIHCTPYKUIT, NPABHJI TOLLO i

BucHoBOK aiiicHMil n’STh POKIB

BignosizanbHicTh 32 AOTPHMAHHA BHMOI IBOI0 BHCHOBKY HECE 3asiBHHK.

IMoka3zunku 6e3neKkH, IKi NiAIAralTs KOHTPOIIO HA KOPAOHi

Ha Kop/ioHi caHiTapHOro KOHTPOJIIO 3a MOKa3HMKaMH Ge3MeKH Juis 370poB's MoauHK He notpebye. [Tinnarae
CTaHJapPTHOMY KOHTpOJIIO (Bi3ya/lbHOMY Ta I0KyMEHTAIbHOMY).

HMokazunku Ge3nexy, siki NiAJIAraTbL KOHTPOJIIO IPH MHTHOMY o opMIIeHHI

[Tpu MuTHOMY OGhOpPMIIEHHI CaHITAPHOrO KOHTPOJIO 33 MOKa3HMKaMu Oe3neKkd Ui 3/10pOB's JIIOJWMHM He
notpebye. [lignsrae craHgapTHOMY KOHTPOJTIO (Bi3yaIbHOMY Ta IOKYMEHTAJILHOMY).

IMoTrounwuii fep:xaBHUii caniTapHo-enieMiooriYHHi HATJIAA 3AIHCHIOETBCH 3TiIHO 3 BHMOraMH NbLOI0
BHCHOBKY: [linnsrae moTouyHoMy Jep:KaBHOMY CaHemMiaHArisay B oOcsA3i Ta 3 MEepioAMYHICTIO 3rifHO 3
BuMoramu 3akoHy Ykpainu «[Ipo 3a0e3neyenns caHenifdiaronoayyys HaceJeHHs .

Komicisi 3 nuTans gepxasnoi canirapuo-eninemionoriunoi 02094, m. Kuie, Bys1. Ilonyapenka, 50,
excnepTHzn 1Y «IHCTHTYT rpomMaachKoOro 310poB’s im. e (044) §59-57-11.
O.M. Mapzeeea HAMHY» e

(HaiimenyBanns Micueauaxonﬂmﬂﬂﬂ“ enedofi, paxc, E-mail, WWW)
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3acr. 'os10BH ekcnepTHOT KOMicii B.®.babiii
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