No UA.01/2023
of the medical devices - Cicatridina® vaginal
suppositories, 10 suppositories of each 2 g;
| Cicatridina® ointment, 15 g; Cicatridina® ointment,
| 30 g; Cicatridina® ointment, 60 g; Cicatridina® spray,
125 ml; Proktis-M® rectal suppositories, 10
suppositories of each 2 g; Proktis-M® Plus rectal
ointment, 30 g

~listed in the Annex 1 to this Declaration of
conformity, to the requirements of Technical regulation
concerning medical devices (approved by the Decree of
the Cabinet of Ministers of Ukraine on 02 October, 2013
under No. 753)

Manufacturer:

name: FARMA-DERMA s.r.l.,,

address: Via dell’ Artigiano 6-8 - 40010 Sala Bolognese
(BO)— ITALY

Phone: +39 051 6814181

Fax: +39 051 6814833

E-mail: info@farmaderma.it

whose Authorized Repry esentative in Ukraine is:

name: EUROLEK-UKRAINE LLC

address: 08320, ul. Boryspilska, buil dmg ’7 . Velyka
Oleksandrivka, Boryspil district, Kyiv region, Ukraine

EDRPOU code 42753911

Tel./fax: +38 (’04'4)' 223-25-57
E-mail: provizorl@eurolek.com.ua;
info{@eurolek.com.ua

.p.l 2 Anneh 2 of Techn_l_cal 1egulat10n can_ce: ning medlcal |

| devices.

| the r equir ements Of T eckrzzca[_ ;g

| According to the point 17 of TN {04
| concerning medical devices, for
| marking, conformity assessment procedures
| performance of the comprehensive quality management
“systemto in Annex 3 (with the exception of paragraphs 8-
{ 11) to Technical regulation concerning medical devices
land Certified Conformity Assessment __

abavementloned.
was
| performed according to the Procedure for ensuring

Body of

TECTAP AT PO BIIOBIICTS |
Ne UA.01/2023

eazinanv i, 1 0 ayrmmnmpzm Ho 2 2 ( g), C’:catndma@
mazw, 15 2 (g); Cicatridina® naze, 30 2 (g);
Cicatridina® mazw, 60 2 (g); Cicatridina® cnpeii, 125
i (ml); Proktis-M® cynosumopii pexmanoni, 10
cynozumopiie no 2 2 (g); Proktis-M® Ilnwc mase
pexkmanvHa, 30 2 (g),

ezénomamcmb
sumozam Texuiunozo peznamenmy wooo MeoUdHux
supobis (axuii sameepocenuti llocmanosoio KaGinemy |
Minicmpie Yrpainu 6io 02 ocoemusi 2013 p. Ne 753).

Bupobrux:

HAUMEHYGAHHA @APMA~I{EPMA C.p.Jt. 1
aopeca: Bia nenn’ Apririano 6-8, 40010 Cana-Bononsese |
(BO) - ITAJILA
| Ten.:+39 051 6814181

Qarc: +39 051 6814833

| E-mail: info@farmaderma.it

':Hazmzzeﬂygmﬁm TOB <<€BPOJIEK-VKPAIHA»
| aopeca: 08320, Byn. Bopucninbeska, 6yn. 7, ¢. Besiuka |
‘Onexcanapiska, bopucnisibebkuii paiton, Kuiscska 0611,
Vkpaina

| €PIIOY 42753911

Ten./paxe: +38 (044) 223-25-57

| E-mail:provizorl@eurolek.com.ua;

| info@eurolek.com.ua

3riIHO 3 n.._l?; .)Io,aaﬂcy 2 Tex_mﬂom pemamemy 1oao

| MEAMYHUX BUPOOiB:

ifos TN | TIpodykyiio cynposodoicye 3HaK GiON0GIOHOCT 6UMO2aM
y o\ | Texniunozo peznamennty:

3a3HAUYSHOIO .MapI{yEaHHﬁ 6yn0
TIPOBEJIEHHST  TPOLUSAYPH  OLIHKH
gipnoeigno go ITopsaky npoBemeHHs
NPOLERYPH 330e31eYeHHS (YHKLIOHANBHOCTI
KOMIUIEKCHOT — CHCTEMMU jyl'.l'p'aBﬁiHTHHﬁ - KICTHO,  SIK
BHKTaAeHO B JlogaTky 3 (3a BUKJIIOUEHHAM NyHKTIB 8-11)

B_Hp{)6l_3§ TS
3a0€3MeUeHo

BiITOBIAHOCTI,

110 TeXHIUHOro peraaMeHTy LOAO MEAHYHUX BHPODIB Ta
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“UKRMEDCERT” LLC,
Accreditation Agency of
No. 80047 dated 15.11.2022 and No. 10240 dated
19.11.2022, designated by the Ministry of Economic
Development and Trade of Ukraine, under the
identification number UA.TR.099, address: /-4 Mykhaila
Drahomanova sir., of. 2, Kyiv, 02068, Ukraine, tel.: +38-
067-595-02-30, hitps.//ukrmedcert.org.ua

Jkraine Certificates

CERTIFICATE of conformity with requirements of |
Technical — Regulation on Medical Devices Ne
| UA.MD.143-18 valid from 30.03.2023 till 29.03.2028;

| Declaration of Conformity valid wuntil 29.03.2028.

Further Annexes are an integral part of this Declaration of
| conformity: o
| Annex 1 with the list of the medical devices

accredited by the National

3aceigueHo  OprasoM 3 OUIHKM  BiJIIOBIOHOCTI
TOB « YKPMEICEPT», AKPEUTOBAHUM
HamioHanbHUM areHTCTBOM 3 akpenuTanii Vipaiuu, |
atectaty Ne 80047 wim 15.11.2022 ma No 10240 Bix
19.11.2022,  npusHaueHuM  MIiHEKOHOMpPO3BUTKY
V’Kpa'mu 33 i;z{eHTHc}:: i‘IcauiﬁHHM' 'H@Mep-om UA TR. 0’99’
_02059,. _pramc:z,

hz.‘z‘ps //zfi%?'médcw . o-r'g ua

men,. +3 8=-~06 7w5_9.5 02»*3 0,

guMO20M T eXHIUHO20 peafzaﬁwﬁmy u,za@a .Meéwmzzx
eupobie Ne UA.MD.143-18, mepminom 0Oii  6i0
30.03.2023 p. 00 29.03.2028 p.;

Hepin’emHoOro uactudoro gAadoi  MHewiapawil 1po |

'Eiﬁneﬂinﬂia’m € 'Hac'ryrmi I{Oﬁamn :

B .Temna Paﬂumpem‘epm / Chlef Executwe Ofﬁceri_____._._ -
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~ Annex 1 to Declaration of conformity No. UA.01/2023
/ Noparox 1 xo dexumapanii npo Bigmosignicrs Ne UA.01/2023
List of the medical devices / Ilepesik Mequauux BupooOin

.”Nam&. of the device in En_gliSh /I

Haszsa Bupoly a”HrniiicbK010 MOBOIO

Name of the device .ih.'kaéni'niaﬁ' f- ”

Hasea supoly yrkpalHCBKOI0 MOBOIO

Cicatridina® vaginal suppositories, 10

suppositories of each 2 g

Cicatridina® cynosurtopii BariHajibHi,
10 cymosuTtopiis o 2 1 (g)

Cicatridina® oi_n’cmeﬁtﬁ ] Sg -

"C_{-C-atridiﬂa@) Ma%; — F(g) e

| Cicatridina® ointment, 30 g

Cicatridina® masb, 30 (g)

| Cicatridina® ointment, 60 g “

Cicatridina® masb, 60 r (g) |

__ Cicatridina® spray, | 25 ml

Cicatridina® cripeit, 125 M1 (ml)

Proktis-M® rectal suppositories,

| 10 suppositories of each 2 g

Proktis-M® cyrio3uTopil peKTasbHi,
10 cynosutopiiB no 2 1 (g)

Proktis-M® Plus rectal ointment, 30 g

Proktis-M® Ilimioc Maspb pexranpHa, 30 1 (g)

Toaosa Pagu gupexropis / Chief Executive Officer
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IPPERIESEEY
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B «®apma-lepma», Bia ﬁ&ﬂﬂ’Amm&Hm 6-8, 40010 Cana-
-_’-EEHGHM% (fO} - ITAJIY / Farma-Derma srl, Via

dell’ Artigiano 6-8 — 40010 Sala Bolognese (BO) - ITALY

* Bupobuuk/ Manufacturer:

VrioBHOB@KeHHI  penCTABHHK/ TOB «EBPOJIEK» 08133, Vkpaina, Kuisceka ofn., Kueso-

-Authorized Representative -‘-',Caﬂmmnﬂcﬁmﬁ _palion, M.Buumese, BYIL Eaﬂymm 7
LEK LTD DSIBS ’? B:ﬂukwa Street me mwn of

.'{Cmamdma cymo3uTOopii BariHabHi, 10 c:},fmfmmpim mo2r/
@

Cicatridina Vagzml._-'Su.pp@-srsiﬁriea 1(} '-_S?ng;pGsmzﬁrws-{sz&%hQ-Ztgr_

Knacudikanis  3anexHo  BLI 16/1b
MATEHTHOTO PH3HKY 3aCTOCYBaHHs/ :
Classification according to the

patent application risk

BHMESHEHBHEHH Hpﬁ,ﬁ}*’f{ulﬂ Emnm EEE’L@ BUMOTaM Tamzqmm PperjiaMenTy o0 MEAHTHHX. Bﬁpoﬁls 3ATBEPKEHOTO
nocranoroio Kabinety Minictpip Ykpaiuu Big 02 sxobrus 2013 poxy Ne 753/ The above products meet the
requirements of the Technical Regulation of medical devices approved by the Cabinet: af Ministers: @f{"ﬁ'-??kmxm dated
 October 2, 2013 Ne 753.

Eemapamm CRIANeH0 min mmaﬁﬁw BiANOBIANBHICTE BHp{}ﬁHHE{a Ha TifcTaBi pesynbTaTiB OUIHKM BifNOBIAHOCTI
NPH3HATEHAM OpraHoM 3 OUiHKM BignmosigHocti OOB TOB «YKPMEJICEPT » (UA. TR. 099},’ Declaration drawn up
und.er. t?; e full responsibility of the manufacturer on the basis of assessment of designated conformity assessment bndy?
by UKRME DCERT LTL 5( A TR.099).

Cep’mdm{m* [P0 BIAMOBIAHICTE BUMOTAM TEXHIYHOIO
Oepesug 2{}18 poky/ Certificate of mmph}’f“ae with the mqmrements of the

“No. UA.MD.143-18 dated March 30, 2018

permamMenty mogo MeauaHux Bupobie Ne UA. 13-]1 8 Bin 30
technical r&gulatmns on mep"l;c:al devices

> TIp. Binuento Pocco

Dr. Vincenzo Russo
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