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FARMA - DERMA

Annex 1o Declaration of conformity We UATR.MDAB/19-2
! Roanvow 1 o Jexaspadi npe shmosipiors J HUATRMDGE/19-2
List of the medical devices / Tepeain memrumx supobis

K Mame of the device in English / mgme of the device in Ukrainian /
Hasna nupoby anr AHICHRON MUBROH Hasna m&pmm mgmmawﬁm MOBOW

T G eatriding” omument, 15 ¢ was Cloatriding”,

7. | Cicatriding® ointment, 30 g Mass Cieatriding®, 30 (g)

3 Cicamiding” ointment, 60 2 Mask Cicatriding”,

4. | Cleptriding® vaginal suppositories, 10 Cieatriding” cynoamropi! sarinwinnl, 10
suppositoriss of cach 2 g cynoswroniin no 21 (g)

4 Proktis-MY rectal suppositories, 10 Prokis-MY cyno ww *og;zz pexraienl, 1
supposiories of ench 2 g cynoanropiin no 2 v ()

&, Cieatridin® Spray, 125 mi Cupell Cicatrd &z E'"’f*'"- st {mi

7 Prokiie-dd” Plus rectal ointment, 30 Prokiia-MY Plus perransua mans, 50 1 ()
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Annes 2 to Declaration of onformity
Mo, UATRMDAE 122
Jisparer 1 oo Jewaspanii npe pinponianicte
M UATR.IMD.AE1S-2

List of national, Eurapean and internstiona! regulations and standurds /
Tlepesin nanionaipiny, Coponeleprny 14 mz&mmng; s HOPMATHERO-NPAROBHY aKTis T2
eranAupTin

s JICTY EW IS0 134852018 Bapolu MEgHUHE {zrwm% vipassinna sgicro. Busord
TGO PETYIIORAHHAL BTS00 1345850016, 180 134852010

o JICTY RN IS0 13223-1:2018 Snonfin memiro! Tesainn, Y uosni H03MAKN HA CTRCTEAX

sacolin Memrol TexHIKY, smapkonana 14 obos’ gnuon pipomosri. Yacrena 1 Bavassul

sumory (RN 180 15223-1:2016, 150 1579723.1:2016, Corrsoted version 2017-03)

s JICTY OISO 149712015 Bupobs senusnt, HACTARORME WO YODABAIHEA PHIHKOM,
(P 180 149712012

o JICTY BMIS010993-52015 (BN 190 10993.5:2009) Bloaoyiune oulioBgHig MEAHHHIY
nopoin ‘% aorwsa 5. Purnpofypanud na HTOTHRCHIRTS iy witre,

s IS0 993-102004  Bioaoriane {)gz‘me‘ma;ﬁf&r sepmaniy pupobin, Haciuna 10
BunpoGysanus 1a 1 oapasnenns 1a copenBiaianio;

s JOTY BN 10412015 Bupobu senomi, Indopaanis, sky wanae sapolIsE. (B
10412008 +A1:2013)
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Hazpa megmanors supod
BRTAHCLIROI MIGRHY

i Cicarriding™ vaginal suppositor
© o Gsuppusitovies of euch 2 g

b

Proktis-M® rectal suppositories, 10
suppositories of each 2 g

3. Cicatriding® ointment, 151

4, | Cicatiding® ointment, 30 ¢

A0 Clieatriding® ointment, 60 g

5. | Cieatriding® spray, 128 ml

7. Prokiis-M® Plus rectal ointment, 30g
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T EAdybiEm dapma c.p.o. /
e HBM Pharma CraabiHck 30, 036 80 Maprin, ChoBaubKa Pecnybiika

{HBM Pharmas.r.o.
Sklabinska 30, SK-036 80 Martin)

CEPTU®IKAT BIANOBIAHOCTI

3aranbHa iHdopmauia

MpoaykT/crposmHa KAHABIT

10 mr/ma, po3uMH AnA iK' eKkLLin
5x1 mn B amnynax, YKpaisa

EiuGiEm dapma SAP Homep 14143
Homep naptii 10901120A
Homep napTii supobHuUUTBEA 10901120
[ata BupobHuUUTES 19.11.2020
TepMiH NpUAATHOCTI 11.2023
lata Bunycry 04.12.2020
PesynbTatv aranisy
Ceprudikar AHanisis 20/0072009
MakyBanbHWUKA AUCT 20/0072335
BUpOOHWYT AINAHKK
Yroga npo TexHiuHy AKicTb Yropa npo AKicTe Big 09.03.2016
Homep ceigouTsaa UA/12630/01/01
BnacHuk csigoursa BE ®apma, a.c., lypuyosa 101/66, fixotka, 142 00 MNpara 4, Yeckka PecnyBaika
(BB Pharma a.s., Durychova 101/66, Lhotka, 142 00 Praha 4, Czech Republic)
BHPOBHUK aKTUBHOTO iHIpeaieHTy MiEcEm Hytpiwnkan NpogakTte /1Ta., BigaineHka dinii 3iccensH, XaynrwTpacce 4, 4334

3iccensH, Weehuapia
(DSM Nutritional Products Ltd, Branch Site Sisseln, Hauptstrasse 4, 4334 Sisseln, CH})

BupobHMua ginaHKa EnuBiEm ®apma ¢.p.o., Cknabibck 30, 036 80 MapTiH, Chosaueka Pecnybaika
(HBM Pharma s.r.o0., Sklabinska 30, 036 80 Martin, Slovak Republic)

[infHKa NarkyBaHHS EnuBiEm Papma ¢.p.o., Cknabinek 30, 036 80 MapTiH, ChoBaubka Pecnybaika
{HBM Pharma s.r.0., Sklabinska 30, 036 80 Martin, Slovak Republic)

LinAHKa KOHTPOAKD AKOCTI EWuBiEm Papma ¢.p.o., Crnabinck 30, 036 80 MapTid, ChoBaubka Pecnybaika
{HBM Pharma s.r.o., Sklabinska 30, 036 80 Martin, Slovak Republic)

HinAanka BUNYyCRY Eit4BiEm Papma c.p.o., Cknabinck 30, 036 80 MapTiH, Chosaupska Pecnybnika

{HBM Pharma s.r.o0., Sklabinska 30, 036 80 Martin, Slovak Republic)

BiaxuneHHsa
Hemae

KomenTapi
KinbKicTb BUNyL@HMX ynakoBok: 18 731 yn.
CepTudikat nigTeeparerHs GMP: Ne291/2019/C-950 gip 17.07.2019

CepTudikauiiHa 3asBa

Al ocobucTo niareepmxyio, WO nogaHa BUWe iHGOPMALS € OpuriHantHOIO | TouHoto. faHa napTis npoaykuil Byna supobaena/sunyuiena,
BKKOUAIONM NAKYBAHKA, MAPKYBAHHA T2 KGHTPO/b AKOCTI HA 323HaY4eHNX BULLE BUPCOBHUYMX 4iNAHKaX, Y NOBHIK BignosigHocTi go sumor cGMP
micLieBoro PeryAaTMBHOTO OpraHy i BiANOBIAHC 40 BUMOT Kpalhu-imnopTepa.

Obpobka napTii, NakysaHHA, MapKyBaHH# Ta 3eiTk aHaniais Byau nepernanyTi | BigNosinaoTe sumoram cGMP.

[axa napria byna BunylLeHa Ana Npoaarky.
Isana Wabosa
{lvana Sabova)
BianoeiganbHa ocoba
Hara: 04.12.2020
CeptwndikaT N2 20/0072335

Ten.:+42143 4202111 laentndikauiittnin Homep: 31 560 784 JORYMEHT @AEKTPORHO NIATEENAKEHU Ta
Dakc: +421 43 422 1004 INH: SK2020431710 niANKHCAHWA.
E-mail: guality@hbmpharma.eu PeecTpauia: XuniK, po3ain Sro, BknaaeHHa 343/L F-QA-0022-05
Web: www.hbmpharma.eu Homep Aigensii Ha supobHuyrse V-8/2019/1

CeptudirkaT GMP: SK/002V/2019

Bp st f 051 éf/ O//f/w/ﬂﬂ%/'




:5 HBM Pharma

3aranbHa iHdpopmaia

EAYBIiEm Papma c.p.o.

CraabiHck 30, 036 80 Maprix, Cnosaupka Pecnybaika

{HBM Pharma s.r.o.

Sklabinska 30, SK-036 80 Martin)

CEPTU®IKAT AHANIZIB

Npoayxt/cuposuna ditomeHagioH 10 mr/ma
PO3umnH ona iH ekUii
1 mn B amnyi
ElubiEm dapma SAP Homep 30080
Homep napTii BMpobHMUTBa 10901120
AHaniTMaHa cneundikalia SP-QC/HV/L-15
KoHTpoAabHI AaHi
TecTogi Nnapamerpu MeTogu Bumoru PesynbtaTh
30BHILIHIM% BUrNAA, BiayanbHui 3n€erKa onanecuiorYui, Bis 3eaeHo- Bianoeiaae
HOBTOIO A0 HOBTOTO KObOPY PO3YMH,
623 BUAMMKUX MEXaHIYHUX BKAKYEHb
O6’em, WO BATAraETHCA Ph. Eur., 2.9.17 1.00 mn go 1.15 mn 1.15 man
Bignosigae
laeHTudikauin Bignesigae
ditTomeHagioH (HPLC) BHyTpiwHi metog, Ph. Eur., 2.2.28 BianosiAHICTb 33 4aCOM YTPUMYBAHHA Bianosigae
CryniHe onanecuekLl Ph. Eur., 2.2.1 3nerka onanecylolymMii PO3YMH. < cycnensia lll
Makcum. cycnensia I Bianosigae
3Ha4eHHA pH Ph. Eur., 2.2.3 40-865 5.0
Bianosigae
MexaHriuHi BKAYEHHA Bianosiaae
Hanis-BUAMMI YaCTUHKM Bianosigag
210 um i Biaswe Ph. Eur., 2.5.15/! He Binblue Hix 6 000 4acTok famnyna 8 / amnyn
Bignosinae
225 umi Binbwe Ph. Eur., 2.8.19/I He Binble Hix 600 yacToKk famnyna 0/ amnyn
Bignosigae
Cyxuid 3310k BHYTpilWHIA meTos 8ia 54.00 mr/mn ao 69.00 mr/ma 60.75 mar/mn
Bianosigae
CynyTHi gomiwkm (HPLC) Bianosigae
MEHAAIoH BHyTpiwHiA metoga, Ph. Eur., 2.2.28 He Binbuie Hixm 1.0 % <0.1%
Bianosigae
yei cynyTHI gomiwxy pazom | BHyTpilwnii metoa, Ph. Eur., 2.2.29 He binvwe Hix 5.0 % 0.59%
Bianoeigae
KinbKicHe BU3HaYeHHs BHyTpiwHiKA meToa, Ph. Eur., 2.2.29 10.30 mr/mn a0 11.30 smr/mn 10.80 mr/mn
diTomeHaaioHy Bignoeigae
CrepuabHicTh Ph. Eur., 2.6.1 CrepmAabHO Bignceigae
baktepianbHi eHaoTokcMHA | Ph. Eur., 2.6.14, meTog A He Binblie Hixk 14.0 MO/mr < 14.0 MO/mr ditomenagiona
diTomeHagioHa Binnceigae

KomeHTapi

PuHoK YrpaiHu: CeprudikaT nigreeparkerHs GMP: Ne291/2019/C-850 sig 17.07.2019
3aaBNeH0 ANA KIHLeBOTO NPOAYKTY:

KAHABIT 10 mr/mn

S5x1 M B aMNYAaX, PO3YKUH A9 IH EKLiN

YrpalHa

Al ocobuCTO nigTeepAMy:o, WO NOAaHa auie HGOpPMaUis € opurinansHoio i Tounowo. dana naptis npoaykuil Byna supobnena/sunyuena,
BK/IOYAIOUY NAKYBAHHA, MaPKYBaHHA Ta KOHTPOAL AKOCT, ¥ NOBHIH BignosiaHoct! 4o sumor cGMP micueBoro PerynaTueHOre oprady i BianoeiaHo
0.0 BMRMOT KpaiHu-imnopTepa.

FAava napTia npoaykuli Byaa npoTecTeBaHa y NosHii BianosigHocTi go Cneumdikayii npoaykTy Ta sumor ceptudikaty cGMP.
He Gyn0 BUABAEHD MOAHWX BIAXUNEHb MPOTATOM TECTYBAHHA, WO MOMYTh BIIMHYTKH H3 NPEACTaBASH] PE3YALTATH.

CeptudikauiiHa 3ansa

Lana napTia signosigae cneundirkadii.

AaTa: 04.12.2020
Ceptudikart Ne 20/0072009

Ten.: +42143 4202111
dakc: +421 43 4221004

E-mail: quaiity@hbmpharma.eu

Web: www.hbmpharma.eu

BepoHika Xonewosa
{Veronika Holesova)
Bigain KOKTpoAK AKOCTI

loeHTudikauiliHMin Homep: 31 560 784

INH: SK2020431710

Peecrpauis: ¥uaid, po3ain Sro, BRnageHHA 343/L
Homep niuensii na supobuunurso V-9/2019/1
Ceptudikat GMP: SK/002V/2019

AOKYMEHT eAEKTROHHO NIATEEPAMKEHUA Ta
nignucaHuii.
F-QA-0021-05




TEPXUIIKCITYIKBA
AEPKABHA CJIYXKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKII OBJIACTI

npocnext Banepis Jlo6aHoseskoro, 51, m. Kwuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kox E€PIIOY 37078774

BHCHOBOK

PO SIKICTH BBE3€HOro B YKpaiHy JiKkapchKoro 3ac00y

04.01.2021 Ne 71651/21/10

KAHABIT

(HaliMeHyBaHHA NikapcLKOro 3acoBy 3rinHo 3 PeECTpALHHAM MOCBIAYEHHAM)
PO3YHH A iH'exuiii, 10 Mr/ma no 1 i B ammy.ti KOPHYHEBOI0 CKJIA; 0 5 aMMIyJI BMIilIyIOTh
B ynaxkoBKy 3 miiBku PVC; no 1 niacrukosiii ynakosui B KapTOHHiii Kopooui

((popma BuTyCKY, 103yBaHHS, BHA NAKyBaHHs nikapckKkoro 3acofy)

Homep peectpauiiitoro nocsinuenns UA/12630/01/01 crpox gif peectpauititoro nocsizuents 01.01.2099

Cepisa nmikapcekoro 3acoby Ne 10901120A Kinekicts BBE3€HOrO Nlikapckkoro 3acody 9600
Bupo6Huk EitybiEM @apma c.p.o., Cnosanska PecryGuika
(HafMeHyBaHHA BHPOGHHKA NiKapeLKoro 3acoby, KpaiHa NOXOIKEHHS )
BeeseHo B Vipaity CninbHe yKpaiHChKO0-ecTOHChbKe MANPHEMCTBO y ¢opmi ToBapHcTBA
3 00MeKeHO0I0 BiAmoBinaIbLHICTIO "OnrimMa-@apm, JIT", inent. kox:
21642228

(nafimeHyBanHA Ta ko 3a EJIPTIOY ropunuuHoi 0cobu abo npisBUiLE, iM's, Mo 6aTbkoBi QisndHOi
0COGH - NiANpHEMLA, Ti MICLE NPOKUBAHHSA Ta PeecTpaLiHHHii HOMEp 001iKOBOT KapTKH NJIaTHHKA
noaatkie abo cepis Ta HoMep nacnopra)

IIpoTokos BisyanbHoro koutpomio Bin 23.12.2020 Ne 4576/1.

3a  pe3yNbTaTaMH JepKAaBHOTO KOHTPOMO BCTAHOBJIEHO, 1O NiKapceKMif  3aci®  BBe3eHO B Vkpainy 3
AOTpHMA

BHMOT 3aKOHO/IaBCTBA MI0/0 3a0€3MeUeHHs AKOCTI JIIKapChKHUX 3aC00iB.
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TOB «Xapkiscbke hapMaLieBTHYHE NiANPUEMCTBO «3A0poB'sA Hapoay»

30POBLE HAPOAY ,;\
eyn. Weeuenxa, 22, m. Xapkie, 61013, Yxpaina Jliyensin AB N°598050 G
eyn. Kynuxiecoxa, 41, m. Xapxie, 61002, Yxpaina Tepmin i 3 21.12.2012 p. \,\
Ten.: +38 (057) 714-62-77 Ceidourso npo arecrauiio N2177 aid 22.02.2013 p.
e-mail: vburova@zn.kharkov.ua
www.zn.kharkov.ua
CEPTHOIKAT AKOCTI Na 240
Ipaminexcon-3H, mabnemxu no 0,25 mz Me30 (10x3) y 6nicmepax
Hitoua peu. Cxnad na 00xy mabnemxy: npasinexcony duziopoxnopudy monoziopamy y nepepaxysanni na 100% pevosuny - 0,25 mz
Peectpau. nocsimuennn  MlUA/13191/01/01 6id 03.08.2018 Ne cepii 1090221
3aranbHa KinbKicTs B cepii, Aka Haithnna 0,949 muc.um Jlata Bupo6HrITBA 09.02.2021
BupoGHu4a ninsHka HI3; Hara Buaadi pesynbraTy 03.03.21
Azpeca BUpoSHH4OT LUIAHKA M.Xapxie, eyn. Kynuxiscexa 41; Npunathuit no 02.24
AHali3 BAKOHaHMI! 3a: MKA /I3 MUA/13191/01/01, 3m. Me1, 3m. o2 Cepmugbixam GMP 042/2019/GMP oo 11.05.2022
Haitmenynanus
Ne P——— Bamors goxymenTauif PersyanTate BRnpoGysans
Tabnerxu Ginoro a6o Maitke Ginoro KOJIbOPY KPYIiIoi WHIIHAPHYHOI TaGnetkn maibke 6inoro konLopy Kpyrioi UAMHAPHYHOI
1 Omic $opMH 3 IIIOCKHMH TIOBEPXHAMK, HACKAMA T2 ALTHITLHOIO PHCKOI0 3 (OpMH 3 NIOCKHMHA NOBSPXHAMH, (ackaMi Ta ALTHITEHOIO
OnHOro 6oky. 3a J0BHILIHIM BUI/ISIOM MAIOTH BiNNIOBIAATH BUMOraM PHCKOIO 3 ORHOrO GOKy. 3a 30BHIWHIM BUTNAZOM
LY, crarts "Tabnerxu". : BixnosinaioTe BuMoram IOV, crarta "Tabnerrn".
13 20 BunpoGysanux TableTox NONYCKEETHCA He GinbuIC 2 Tabnerox, wo
- MRIOTE BiJIXWIICHHS BiXl CEPeANLO0! MacH Ginbme +7,5 %, He NOBMHHO Oytn | .
2 Om1opisicTs Maca MORHO! TAGNETKH, IO MAE BIAXHICHHA Big cepennbol MacH Ginslue £15 3,5%;+3.9%
0.
Meron BEPX. Ha momenT BHITYcKY: He Ginstme 0,15% Gymp-axol
3 Cynposiasi noMitrkn iHAMBiTyaNLHOT NoMiWKHK, He Ginbute 0,5% cymu nomimok. Y npoueci Meron BEPX. Byns-sikoi iHAHBIZyansHoi JOMilxH: He
po 3Gepirannn: He Ginswe 0,30% Gyab-axol iHaHBITyansHoi JIOMILIKH, He BugBneHo. CyMn TOMILUOK: He BHABNEHO.
Ginbme 1,0% cymn foMimox.
Merox BEPX. Ha xp orpaMi BunpoGy 0 POIUHHY, OfCpXaHil y
BHNpoGysanHi I(mum:i'le BH3HAYEHHS", YAC YTPHMYBaRHA npaxinickcomy Meroa BEPX: sinnosinac.
AMTIIPOXNOPHAY M€ IGIraTHCA 3 HACOM YTPHMYBaHHS OCHOBHOIO MKy Ha
4 Inentudixauis XPONATOrpaMi po3uKHy NOPIBHARHS 3 TOUHICTIO +2 %.
Meron C®. Vistpadioncrosuit CMCKTP NOTIHHAHHA BUNpoGyBanoro Merton C®. Vnrtpadioneronult cnextp nornunanns
PO34UHY B 06/1acTi Bijt 220 #M 20 300 HM NOBHESH MaTh MaKCHMYM MpH BNpo6yBaHoro po3dnHy B o6macTi Bim 220 HM 710 300 M
JOBKHUHI XBHJI 262 + 2 M. MA€ MBKCHMYM 1 ORXHHI XBHITi 261 HM.
Jlns nepuux 10 Tabnerox (AV) re Ginsme 15.0. fximo AV>150,
Onmopinnicts X poGoryioTs we 20 Tabnetok. [nx 30 Tabnerox AV<!5.0 Ta xonen —
: ONHHALL iHOMBIRYanbHUM BMICT He Mae BUXOQNTH 32 Mexi Bin 0,75 +Mpo Hns nepunix 10 TaGnetok AV=10,0.
125 M.
- Jonycka€eThca He GUTLIIE OAHIE NONOBHHKA TabneTkn, Maca gkof
6 gnﬂoplamcrb Macu BHXOAHTSH 38 Mexi 85-115 % sin cepennsoi Mack, ane He nepeBxuiye -91,1%; +111,2%
ONOBHHOX : -
Mexki 75-125% i cepensbol Macu.
7 Posnananss He 6inbme 15 xn. 1xa.
8 Cepenns Maca Bin 95 mr 110 105 mMr. 99,5 Mr
Meroz BEPX (npaminekcony AWTIIpOXTIOPHITy MOHoTiApaTY): 8ig 0,2375 | Metox BEPX (fpaMINeKCOITy IHriRpOXIOpHAY
9 KinbkicHe Bu3Hauenus Mr 210 0,2625 mr 8 Tabnetui (Ha MOMEHT BHIYCKY); Bia 0,225 Mr 10 0,275 No#orinpaty). Ha MOMEHT sumycky: 0,2437 Mr 8
Mr g Tabaerui (y npoueci iraHns). Tabnerui
10| Aepocun He Ginsine 1,0%. 0,42%
Kpurepii npuftuatsocti mixpoGionorianol 9nctotd MY HEBOXHUX
) ) ) TiKAPCBKKX 3ac06iB Anx TICPOPANLHOro 3acTocysanus (IOY 1.4, 5.1 4). 3?“”;:‘;?:;3 T AM%T:'L:;??SHI?;O /r. 3aranshe
11 MikpoGionoriuna yncTora 38ranbHE YMCIIO XUTTEINATHAX aepobHHX Mikpooprauismis (TAMC): 10° “gzo " OBHX T rmi;:enemx 5in (TWC)'
KYO/r. 3araibie YRCIIO APKIKOBYX Ta ITiCEHEBNX rpuGin (TYMC): 102 “enme“foﬂgo /. Escherichia cnli-rsi:’:cyml sin
“KYO/r. Escherichia coli: BICYTHIiCTb B | T. : ) )
He mene 80% (Q) i vinnkocti TIpAMiNeKcoTy ARripoxAopuLy Bin 88,8% 110 99,1% (Q) sin kinbkocTi npaminekcony
12 Poauunenns MOHOFiZIpaTy, sasnaucHol y posaini "Cxnag Ha onry Tabaerky", yepes 30 LMTiAPOXNOPHITY MOHOTIAPATY, 3a3HAYEHOI y PO3AiNi
XB. "Cknan Ha ogHy TabneTky", sepes 30 xs.
13 ]V Mae BinnosinaT sumoram MKS JT3. Bianoainae.
14 | Mapkysanus Mag si inaTH BamMoraM MK J13. Binnosigac.
Bucnomox Bianoninae sumorav MKA JI3 NeUA/13191/01/01, am. Nel, . Na2
Havammac BKA I# 0. A. Dnaxorna
Lium 5 saceiduyro, o auye ingopuayis € o ip i L cepin npodyxyit Gyaa 6% { M / mapsy )inp ipone B axocmi
NG swyeexasaniii OiLanyi & noenil eionoeio is GMP, ] pez P P a maxoon y sionosit i 3i cnespughiayis HKF M L3
. P docwe. Ip ip " ma 10 hep i i iowi GMP.
Cepin 1090221 ipodysyil Hpamis -3H, mab; 10 0,25 Mz 30 (10x3) y nicmepax JOIBOJTEHA do peantzaniy
Vi ocoba, 3act. 1ap P& 3 skocTi Ta ceprudiscaniy

B. C. Bypora
Jlava mammcanrx « 032 » 0 3 20 %
Anaas euxonat y nabopamapir:
BKATOB "®K"3d0pos’a”; u. Xapxie, ayr. lleauenxa, 22

Jlaopamopis i3 i ux ma bit docnidxucens idoiny xonmpanio sxocmi ma 6i00iny anarimunnux docni
Kyauxiscoxa 41

3podox TOB "X®IT” 300pos’s napody “: u. Xapkia, wya.
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PSS

_n,:‘._’fcsf'i‘-?;
3akasuuk EE TOOLS. S.R.0O.
HanmeHosanue Tosapa [lpoxrHe-M [lnroc pexranbuas ma3b
KomnosullMOHHLIH KOA 54H0
Cepua Ne 1090
Tonen no 2024/02
JlaTta u3roTORACHHA 2021/02

OPHBAKO-XUMUYECKHE XAPAKTEPHUCTHAKHA

Teer Onncanpe PesynwTar
Brewuii sua: TMonynpo3paqHas mMasb TloaTBepIKASHO
LigeT: - Beawifi/cnerka yxenToli Tloxraepxaetio
Y aenpHblit Bec: 0,852++/-0,010 r/mn npu 20°C [NoarsepxaeHo
BsaskocTs: : 210+/-100 dPa*s npu 20°C [MoaTsepikueHo
Herro! 27.3-30.0r [onreepxueHO
Jlava: 114032021 FARMA-DERMA SRL

QUALITY ASSURANCE SPECIALIST
#.0r. Ma{ria!orena ontorsi

Hromlr, [ oo
‘ L"“M*&.l\_.w?-\c-uw

fowsr
§ FARMA-DERMA s.1.l. Via dell'Artigiano 6-8 | RE.A.Bologna 32261 5 3
i Socicta Unipersonale 40010 Sala Bolognese (BO) - Italia "N codice Fiscale 03885530372 i
g info@farmaderma.it Tel. +39 051 6814181 PIVA 01691071201 i

it www.farmaderma.it Fax +39 051 6814833 t
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MPAT "®ITODAPM"

tOpuanuna agpeca 02152, m Kuis, npocnext Masna Tuuuny, 6yg 1 B, o A504
TeneoHn BIAAIN KOHTPonto sikocT (0627) 44-01-77, cknag rotosol npoaykul (06274) 3-10-01

CEPTU®IKAT AKOCT! Ne 780 Big 17.05.2021

®-06-04-00/6

Hazsea npogyxui Mepekucy BOAHIO PO34KH

Jikapceka dopma PO3UMH AN 3OBHILUHLOrO 3acTOCYBaHHA 3%

Po3mip Ta Tn nakysaHHs no 200 mn y conakoxax nonimepHUx MapKysBaHHs YKpalHCEKOK MOBOK)
Cwuna gl / akTuBHICTb 100 mn po3uuHy MICTUTL BoAHIO nepokeugy (30 %) 10 r

PeecTpau)iike nocslgueHHs UA/8214/01/01 TepmIB Al HEOBMEXEHUN

KpaiHa-BupobHuk Ykpaiva

Homep cepit 1090521

Posmip cepi 2475 chacosok

[fara supobruLrsa 17 05 2021

[ata 3akiHuerHs TepmiHy npuaatHocTi 01 05 2023

Anpeca gInbHnLy 3 BUPOBHULITBA

84500, Joneupka o6n , M baxmyT, Byn Cubipuesa, 6ya 2

Hassa Ta Homep niueHsI

Tuenais sig 15 11 16 Nepeodopmnerns nivensn sig 05 07 11p AB Ne578982,
atecrauio JIKA Ne343, Ceptuchikar ISO 9001 NeHU12/6480 sz 16 02 17

CsiaoUTBO Npo

13 PesyneTartu aHanisis

Ne HaitmeHyBaHHS NokasHuKIB Bumorn HTQ B:?g:;;:;:b
1|Onuc [Nposopa 6e3bapeHa piguHa BiANOBIAAE
2 |laeHTudhikauia

2 1|Boario nepokcua 8%‘226I?Ap§gae:::ye<§:Mroneapslv?aiJ::S::riomeBe 3aBapsnerHs nicns 4oaaBaHHs BIANOBINAE

2 2|BogaHto nepokcua 3abapsnexns edIpHOro twapy y CUHIA Kosip BIANOBIAAE
3|MposopicTe [Mpozopuin BIANOBIAAE
4|KonboposIcTb BesbapsHuii BiANOBIZAE
5 |KncnoTHICT Butpumye sunpobysaHHs BIANOBIZAE
6 |Crabinizatop He Bnbiue 0,025 % 0,005 %
7 [Cyxuin 3anuLok He Ginbwe 2 r/n 0,2r/n
8|06 em BMmICTy chniakoHy 06 em BMICTY oxpemoro diiakoHy mMae ByTu He mertue 200 mn y HopM!
9 [KinbKICHe BU3HAYEHHS

9 1|BoaHto nepoxcuay Ba25%p035% 3,1%

10|Ynakoska 3riaHO PEECTPaUINHOrO NOCBIAHEHHS BlIANOBIAAE

11| pachiuHe ochopmneHHs ynakosku 3rigHO peecTpauIiiHoro NOCBIAYEHHA BIANOBINAE

BucHosok TMepesipenuii 3pasok npogykuil sianosiaae sumoram MK Ta awiki s15 04 08 2020 p

3an

Livm 5 3acBIaqyIo, WO HaBeAEHa BuLLE IHChopMaL|ist € AOCTOBIPHOIO Ta ToHHOK Liio ceffito
nakysaHHs/MapKysaHHs) Ta NPOBEAEHO KOHTPOSTb fi SIKOCTI Ha BULLEHA3BAHI A1NBHULY

Ba NPo cepTudIKaLyio

o an. IS 0368 gc(j’

18 TpasHs 2021 p

i

ramu, BCTaHOBNEHUMYU
POTOKON BUPOBHULTEA

[Monomaperko T B




FARMA - DERMA

BECLARATION OF CONFORMITY
Mo, UATRMEBA8/19.2

of the medical deviees - {;‘f&’ﬁf}"ifﬁii’ﬁ@ hintmnss,
Cicatriding® Spray, Clontriding” mgz:z;zé’ suppustiorivs,
Prokeiv-8" vectal suppositories,
Proktic " plus rectnl sintment

Histesd bn the Anwex § o this Declaration of
pemfornsity, o P :eqﬂzrawma of Tochmivid reguimion
pomperning medival deviees fapproved by the Decree o of
the Cabinet of Ministers of Ulkvatng o 02 Ocrober, 2013

wscler Mo, 733

7&5&3:‘::?‘3}(’fw*~?x:
me FPARMA-DERMA 510
;;/fszws Wi dell Artigiano G- % 4G R
i .5{\?} = ATALY
Phope; 39 051 0814181
| A8 14833
armaderon

sty Bologne

)ﬁ
“(
&
b

Fox +39 1
Eemail miois

whose Awihrvized Represowsative in kraine is:
name: BB M/ UKE(/&?””%& LLC
aiddrens: GBI, Borvapilska, buil § # g» 7, p. Veilvka
{Heksandrivia, ?ﬁi_/;;m{;;,i district, Kyiv rogion, Ukraine

i"}i}}?i’f’)? Fonde 42715491
Fed Ao (4443 225-25-57
wmuzz’ info zzr{';ie';i&;.,z:&fi;

B sidmg 0,
echnical regulation

Medizal devices clossificarion: Class T
points 12 and 14 of Anpex 2 of Te
converning medical dovives,

T ;‘r‘(ﬂ/’i{‘? EARE w;;:ﬁ{:med by the mark of vonformiiy to
« roguirements of Technivad regulation:

Acoording to the point 17 of Technical regulation

_
medica)

COVRRING . for sbovementionsd
marking, conformity sment  procedures was
perfe rned soeording m the Procedore for ensuring

pu frrmance of the somprehensive gualily management
torot i Anney 3 {with the exception of p&mv’z‘zphs B
w Technical regulation concorning medical devives
f ﬁz}z;ma ity ;;’b,vc’ssfz'm‘;:mz fody  of
TIKRE ’éf DOFRT LLC, accredited by the National
Acoreditation Agensy of Ukraine Cerificates

o ?\ﬁﬁ\ {,}(}4{
doted 24122009 and Moo 10240 dated 19112017

| designated by the Ministry of Economis Deve %ogs;‘mn tand
Trade of Lkeaine, under the idewtification sumber

| Ee nomuma: inib@eurolekon

AEKJAAPALUY [P0 BUIOBLUICTD
M THMDAR/192

Meduuany supeiis - M{ﬁi Cieatriding”, Cupeit
Cleatriding”, € teatriding” oy nwgamyp;: sazisuisitd,
Proktis-M® cynosumopit pexmpad, Prohtis-M° Plus
ORI M

spione nepeniny & [otamiy § Sa Hevnaponit npn
aldnosidnivmn
srmorass Texniennsg preiaaennty mod Mg
wupolia (sl wpnsepoen s Hovnupwano Kobinesy
Minicmpie Yapauy gt 02 srosmmg 2013 p. M

i

7335

Bupntinue:

natmenyonms: ©APMA-JEPMA o pa

sopeca; Bia gean” Apricians 6 %@ mtz,{ Cana-Bonouness
(BCH - TTAMIH

Ten: #9051 4414181
thopcr: FAS G5 6514537

Eenunum infol@larma § vt

VHOGHOSHHCERIT BRSO B
seftmenvemms TOB «OB i’*
aopece: BRIZH, ayn m;;;arr'z wpinka, Gy 7, ¢
Caescannpioks, Bopuosineneanl pasion, %\% Tncnug oba.,
Yipaing

CAPHOY 4275351

jz’-/f./é}}{i?{f.., 2{}(:}1%} 2EBL

S
3

R

Fnapudinayin savmenior swiwsy supobis: Koo G
pyeerasy 12 va 14 Honarey 2 Texwisuoro
PETABMENTY OO MeANU Bupotiss

SR A

i;fm{}z,,a Uik CYRPOGERY, ain GHRORIORODI Eocm

Foxniunom ,{aa& WY

fi(’/i

UATR.5Y

Bpinuo 1 17 Tesuiuuors peraamMenty B0 Meuny

pupofin, A8 swimmiesors  wapsysanns  Gyno
wafieaneuenn  OPORCACHEE  ApOUSIYPH  CuiBNm

signoniguocts, sianesinan g0 Uopsasy rpoweaeuss
pGUgY Py 3N RHA *gv,zmw: ASLHOLT
wompiescEol  cuoremu yopsERinda  SioTio. aE
maaamens & Honsrey 3 {3a pmonouesnss nymxris 8-11)

a0 TesHiuBOre perimamMenTy HIOHo Meauinis supolis 18
spopigaeno  Oprasos 3 Ouiniy Bi?”E’Zi')f%i,’l%{{‘ki’;’f"i ,
T G EPMEICEP T, IKPLARTORIHIRE
i—éaz_géf,;z»zamz-;s B GTRHICTROM O a;zpz:;zm;z uf Yupainu,
arecrara M 8047 wig 24122009 ma N UM sia
$9.11.2017. AL MnesonomposBiTey

FARMA - LIEHI A
Wim daﬁ’%gﬁaﬁﬁ 1, Bl

134
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FARMA - DER}

LA TR, f}‘}% dilress: 1-4 Mvkhaila Drahomanova sir, of,

o
2, Byiy, 02068, Ukrming,

CERTIFICATE of conformity
Technical  Regwlation  om Medicdd  Devices
P4 803 §43.158 mf;{ifmm F3.71. 3039 4H 2003, 75}25’

A

The ahovementioned devices  comply  with  the
requirements of the sationsl, Evropesn and inlerstiona
r*g:u% stions and standards which are Hated in the Avnex 2

1o this Declurative of conformity.

Declaration of Conformity valid from [3.02.2020

29032014

Further Anneses are an integral part of this Deg
conformity;

Aunex § with the list of the medica devices
Aumex 2 with the list of ﬁmi{m{zi Huropeos
smerngtional regulagions and srandar

and

Z”'f-;:’s" decloration of conformity is bsued under thy sole
osponsibility of the swmmfacirer,

with reguirements of

laration of

Yupahtn sa genrudiveaiiim somepon UATROMY,
aapecs; Vepuing, 2068, M. Kuis,
gy, Muxoiiag Jporenaoas, Gvouon 1A, odic 2,

Ceprndinar  npo i’;%,f'fﬁ}i?si’.?,}*;{?"’;”iz MEAHMHOTD
BAMCIGM | RNHNHOrD MENTY D40
pupclis Mo UAMDME1E,  repminom
13,1 1.201% p. a0 2903 ,2€.?2 3

wupnly
MEIHHI,
Al Bia

Busuadpl prpoion % i SORLARNYTE BLEADT AN

maionsieeig,  ceponelURiuX TR MIEHAPUAHUY
HOPMATHRHD-(ABORKY T cyanpapris,  anf
wgardeni w Jovamzy 2 on domnl Jeanpondt wpw

sicnonisnicme.

Hewxnapauis npo pianosigeders ailicns 2 /1.02.202

29032023 p

#p o

Hepig’ompon  usomimee gasntl Jex
sianoniniors ¢ nacTyim Jonarsw
Hoisamon 1 5 nopesixons smedussin f;:s;zomfs
Hodgmon 7 3 epeainom s, SRPORIHCORIN B0
MESHGPRGHYY  HOUMOBIEO-NPUGOoRT  Grmis e

I,

Aapaiii  apoe

L Sennupoin npe aldnosiiduivms sudang WO sIny
SRR SUpOTE R,

Ap. Binusuno %f“{zes:a I$3

' }

. Yineenzo Busso

Voasea Pagn aupewropis President of the Bourd of Divectors




FARMA - DERMA

Annex 1o Declaration of conformity We UATR.MDAB/19-2
! Roanvow 1 o Jexaspadi npe shmosipiors J HUATRMDGE/19-2
List of the medical devices / Tepeain memrumx supobis

K Mame of the device in English / mgme of the device in Ukrainian /
Hasna nupoby anr AHICHRON MUBROH Hasna m&pmm mgmmawﬁm MOBOW

T G eatriding” omument, 15 ¢ was Cloatriding”,

7. | Cicatriding® ointment, 30 g Mass Cieatriding®, 30 (g)

3 Cicamiding” ointment, 60 2 Mask Cicatriding”,

4. | Cleptriding® vaginal suppositories, 10 Cieatriding” cynoamropi! sarinwinnl, 10
suppositoriss of cach 2 g cynoswroniin no 21 (g)

4 Proktis-MY rectal suppositories, 10 Prokis-MY cyno ww *og;zz pexraienl, 1
supposiories of ench 2 g cynoanropiin no 2 v ()

&, Cieatridin® Spray, 125 mi Cupell Cicatrd &z E'"’f*'"- st {mi

7 Prokiie-dd” Plus rectal ointment, 30 Prokiia-MY Plus perransua mans, 50 1 ()

PEAPAR”
F g G patigiare

%}g@% gk
7 5%

o L
0040 Sals BO0ENE nege BOL

Hp. Biwucuuo Pavéo /Dy, ‘%«’ nepen Kusso
Cosons Pags anpewropin President of the Board of Directors

334




Annes 2 to Declaration of onformity
Mo, UATRMDAE 122
Jisparer 1 oo Jewaspanii npe pinponianicte
M UATR.IMD.AE1S-2

List of national, Eurapean and internstiona! regulations and standurds /
Tlepesin nanionaipiny, Coponeleprny 14 mz&mmng; s HOPMATHERO-NPAROBHY aKTis T2
eranAupTin

s JICTY EW IS0 134852018 Bapolu MEgHUHE {zrwm% vipassinna sgicro. Busord
TGO PETYIIORAHHAL BTS00 1345850016, 180 134852010

o JICTY RN IS0 13223-1:2018 Snonfin memiro! Tesainn, Y uosni H03MAKN HA CTRCTEAX

sacolin Memrol TexHIKY, smapkonana 14 obos’ gnuon pipomosri. Yacrena 1 Bavassul

sumory (RN 180 15223-1:2016, 150 1579723.1:2016, Corrsoted version 2017-03)

s JICTY OISO 149712015 Bupobs senusnt, HACTARORME WO YODABAIHEA PHIHKOM,
(P 180 149712012

o JICTY BMIS010993-52015 (BN 190 10993.5:2009) Bloaoyiune oulioBgHig MEAHHHIY
nopoin ‘% aorwsa 5. Purnpofypanud na HTOTHRCHIRTS iy witre,

s IS0 993-102004  Bioaoriane {)gz‘me‘ma;ﬁf&r sepmaniy pupobin, Haciuna 10
BunpoGysanus 1a 1 oapasnenns 1a copenBiaianio;

s JOTY BN 10412015 Bupobu senomi, Indopaanis, sky wanae sapolIsE. (B
10412008 +A1:2013)

Rl %ﬁ%%% w4k
i dhell atigione 1. B0
A0 Bale %%Wé
Ap. Blwuwenuo Pocco ;%”%, Yincenze Huss
Fonosa Pame aupesropis President of the Board ﬂf Preciors




AVHHUX

' ,ﬁ'f;ﬁ:‘f;:s%mzmz y Pogeypl
%13y meTore 2020 p.
. K UAMD143-18
9% Gepesnn 2023 p.
O Bepesng 2018 b,

soings aricrio
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Hazpa megmanors supod
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i Cicarriding™ vaginal suppositor
© o Gsuppusitovies of euch 2 g

b

Proktis-M® rectal suppositories, 10
suppositories of each 2 g

3. Cicatriding® ointment, 151

4, | Cicatiding® ointment, 30 ¢

A0 Clieatriding® ointment, 60 g

5. | Cieatriding® spray, 128 ml

7. Prokiis-M® Plus rectal ointment, 30g
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