JEPKIIKCIIYKBA VKPATHHA
JEPXKABHA CIIVKEA 3 JIHIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCHKIN OBJIACTI

npocniext Banepiz JloBanoscskoro, 51, M. Kuis, 0311 0, Ten/daxc: (044) 2753030
E-mail: dis.ko{@dls.gov.ua, Kon €JIPTIOY 37078774

BHCHOBOK
Hpo AKICThL BBE3eHOro B YKpainy JiKapcLKoro 3acoby

07.02.2020 Ne 3906/20/10

HCOPHHOXILJIbL H

{(afiMenysanus JiKapcLkoro 3acoby arigHo 3 peccrpanittium nocsiavenuas)
Kpar opaasai no 30 M y pazkoni-kpanensawui; no 1 naxony-kpanessruni y kopobui 3
KApTOHY
(diopaa BHITYCKY, TOTYBAHHER, BUn TAKYBRHHA MKAPCEKOTO 38c00Y)

Homep peectpanitizoro nocsimsenns UA/6678/01/01 erpox git peecTpanifinoro noceigvernns 01.01.2009
Cepia nixapcrkoro sacofy Ke 89642 Kinbkicts BBe3eHOrO Nikapeskoro sacoby 3000

Brpofuux bionorime Xatinemirrens Xeems I MOX, Hivegunna

{HalMeHyBanna BupoSHuxs FKAPCRKOTO 3zcefy, Kpailia IOXODKEHUST )

Baeseno g Vipainy Tosapucrso 3 o6Mexenoo simopinanbnierio "FOBIAMN DAPM
‘ TPEMI", inenr. koa: 39278099
{nafvenysanuy ta koa 3a CIPTIOY Fopuanknoi 0cobr abe npiasame, in's, no GaTukosi Giswumror

0cO0H - NiANpHEMuY, T Micle npoXuBaNHT Ta peecrpanifiidt noMep 06nikoBoT kapTkn MIATHIKE
roAaTkis alio cepis Ta HoMep nacnopra)

Ipororen sisyansnoro xowrpoao sin 31.01.2020 Ne 0281/10.

3a pesynsTaTAME ACPIKABHOTO  KOHTDONKY BCTAHOBIEHO, IO nixkapchkEl  3aciG  Beeszenc B Vipainy 3z
MOTPHMAHHAM HiMOr 32K0HONABCTER OO 3A063nETCHHS 4K0cT] ikapenkux sacobis,
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-iHeel
Biclogische Heilmittel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTHPIKAT AKOCTI

‘@/”

Product: PSORINOHEEL N, oral drops 30 ml in drop bottles Nel
Ipogyknis HCOPHHOXEJDL H, xpanii opanssi oo 30 ma y puaxonax-kpanessnansx Nel
Bateh Ne: 89642 Batch quantity produced in total (packs): 6019
Homep cepif: 89642 Kinskicrs npoayxnii s eepif (ynaxoBox): 6019 . ) .
Manufacture Date 16.10.2019 Registration license number: UA/6678/01/01 validity period unlimited
Jara supodaanTea: 16.10.2019 Homep peccrpaniiinoro noceinaenss: UA/6678/01/01 Tepmin nil Reobmemenni
Expiry date: 09.2024 Country of origin: Germany
Tepmin DpaaaTHOCTI: 09.2024 Kpaira noxommessss: Himeaanna
Testing point/ Specification / Resulis/ Control metheds/
Hoxasnuxn axoemi Crennpicanin Pezyavmamu Memodu KoRmPEIO
Odour Of ethanol. Corresponds QCM, It. 1, GHP, H22.1
3anax ETanomy, Binnoninae MK, n.1, GHP, H 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur, 2.2.1
HpozopicTs Ilpozopuii. Binnosigac MK, . 2, Epp. 0. 2.2.1
Colour Colourless. Corresponds QCM, It. 3, visually
KoJip Bezbapeuuii, Bianosinae MK, ©. 3, Bisyansao
Degree of tint {-20 Hazen (test solution). 10 Hazen QCM, It. 4,visually,” Aquaquant
Color” colour scale
KonzoposicTn 0-20 Xazenis (snmpoGonysanail po3Tan). 10 Xasenin MK, n. 4, Bizynsbno, mxaaa
Konkopie "Aquaquant Color”
Ethanol content 33%-37% vol. 34,7 % vol. QCM, It 5, depending on density,
Theoretical content of ethanol: 35% vol. Ph, Eur, 5.5
ETawnon 33%-37% 06. 34,7 % ob. MK, n. 5,8 3anexnoeTi Bin
Teopernunnii BMicT eTanony: 35% 06. TycTHun, Erp. 0. 5.5
Relative density 0,954-0,960. 0,958 QCM, It. 6, Ph. Eur. 2.2.5
Binnocna rycruua 0,934-0,960, 0,958 MES, 1. 6, Enp. ©.2.2.5
pH 5,0-7,0. 52 QCM, It. 7, Ph. Eur. 2.2.3
pH 5,0-7,0. 52 MICA, 1. 7, €8p. ®. 2.2.3
Microbiological Total quantity of allowed viable microorganisms in the preparation: QCM, It. 8, Ph. Eur. 2.6.12, 2.6.13,
contamination*® TAMC(bacteria): not mere than 10* CFU/ml, Not tested 514
TYMC (yeasts and moulds): not more than 10! CFU/ml. Not tested
Presence of Escherichia coli is not allowed in 1 ml. Not tested
Mixpobticnoriuna ¥ npemapaTi JONYCKACTHLA 3ATANLEA KiNLKICTh MHTTE30ATHHX M, n. 8, €pp. ©.2.6.12,
YyHeroTa * MiKkpoopramizis: 2.6.13,5.14
TAMC (Gaxrepiii): ne Giavme 10* KYO/mu, He npoBogrnoch
TYMC (apixukie Ta nnicenesnx rpudin): ne finsme 10° KY O/, He nposognnots
He nonyckaersca nanpnicTs Escherichia coli s 1 mu, He nporoaniocs

*every 5-h batch 15 tested / *NpOBOARTESH Q18 KOMHOT 5-1 HapTil

Site of manufacture: Biclogische Heilmittel Heel GmblH, Dr.Reckeweg-Sir. 2-4, 76532 Baden-Baden, Germany.

Manufacturing and quality control license number: DE BW_01_MIA_2019_0055.

Brapobanya aixppuus: Bionorime Xafimemirrens Xeens Tm6X, H-p Pexeper-mrpace 2-4, 76532 Banen-Banen, Himeuauna.
Homep niuepsil na srpo6HuITEo Ta Kourposo axoeti: DE_BW_01_MIA 2019 (055,

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned recognized building in full compliance with GMP requirements of the
local regulatory authority and with specification in the marketing authorization of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

1fum 2 nidmeepooicyio, mo nasedena sunie inopmanin e cnpasocnsvolo i mounolo. Cepin npenapamy byna guzomosnena, 8 momy
uucni ynaxeeaha I nepesipena, § Meveax NpouedypH KOHMPONo AKecmi na saznaueniil eulye eHpoBHRYIN dinpnuyi ¢ noeniit
sionosionocmi 0o sumee npasnn Heneocnol Bupobnuvoi Hpaianurn (GMP), scmanoenen MICHEGUM PezpIAMmOPHIM OPZAHOM, o
maxoxe 6 nogHil eidnosidnocmi do cneyugpivayil, nepeofauennx y Jliyensii na 8UpoOHHYIMEe Kpainu-iMnopmepa 3i
cnenupivaninmu na  npodyxulo, nepedbavenumn AR Pocaidvcysami Aikapeokux  3acebie.  Joxymenmayin  cmocoeno

supobruymen, naxysanna i ananizy cepii fynn nepesipena, i By1o ecmanosaeno, WO ona manoewae cumozam Hanexcnor
Bupoinuuof Hpaxmuru (GMP).

Name / ITIB: Dr. Martip Kihn - -p Mopmin Kiow, - :
Signature / lionuc: & TR
Position / llocaon:

Quality Control Manager / Ynosnosaoicena ocobe' konmponio axocmi
Date of release / Jama eunycxy cepii & npodayc: 22.11.2019

Biologische Heilmittel Heel GmbY, Dr.-Reckeweg-Str, 2-4, 76532 Baden-Baden, Tel; +49 (0)7221/501-00, Fa +4 (0)722 1/501-640

Gn  aft. v 054 ﬁif O OF, 2040
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HEPHUIKCITYXKBA
JAEPYKABHA CJIIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KHIBCHKTIi OBJIACTI

npocnext Banepis JloGanoscskoro, 51, m. Kuig, 03110, ren/dare: (044) 363-06-50
E-mail: d]s.ko@dls.gov.ua,hltps:f/www.dIs.aov.ua. Kon €APTIOY 37078774

BHCHOBOK

PO SIKICTHL BBE3eHOT0 B Ykpainy nikapeskoro 3acoby

07.06.2021 Ne 29352/21/10

[ICOPHHOXEJIL H

(naiistenypans NIKAPCLKOro 3aco0y 3riaHo 3 peECTpAIifing nocrifuenism)
Kpamii opanshi o 30 mu y (l)ﬂ:llﬂ)[t’i-l(pﬂHCJH:lillui; no 1 gurakony-kpanensnumi Y Kopooui 3
KapTony
(hopasa mrnycry, AOIYBAHNA, BHIL NAKYBAHUS JHKapeskoro 3acoby)

Hosep pecerpauiiinoro nocsizuenis UA/6678/01/01 CTPOK AiT peecTpauiiinoro nocsizuenns 01.01.2099
Cepin aikapeobkoro sacoty No 93672 Kinekicts sesenoro nikapeskore sacoby 3113

BipoGinx biostorie Xaiinpmitrens Xeens 'M6X, Hiveuunna

(nafivenysanis BupoGiika AiKapeLKoro 3acody, KpaiHa noxoagciim)

Beesero s Ykpainy Tosapucrso 3 o6meskenoro BitnOBiNaMbHicTIO "KACKAJI MEJUKAJT
PEI'TOHHA", inenr. kox: 35757357
(nafisenysaig 1a kon 32 CJIPIIOY 1OpPHANINOT 0CODK 400 NPIsBHULE, IM'd, 110 GaThROB] (hizsnoi
0co0i - nijnpuesus, i Micie APOXHBAHNIA Ta peceTpaniiii HOMEp 00AIKOBOT KapTKIt LIATIIIKA
noarkis abo cepis ra nomep nacriopra)

Mpororon pisyansuoro kowrposio sig 31 .05.2021 N2 1782/13.

32 pesynbratamu  jiepwanHoro RONTPOJIO  BCTAHOBNEHO, W0 miKapchbkuii 3aci6 speseno g Ykpainy 3
1

AOTPHMAHHSIM sumor 3aKOHOMABCTBA 110/10 3a0e3neuen s fu-;omi JiKapcLKHX 3acoBis.

i

\ (Z’ Ouexciit COJIO/IPAT

3acTynHAK Havansinika C JIyxhu

{nocaxona ocofi Opramy. iepkasioro KOHTPOT0) (niznme) (initian ta npizpmue)

M.TI.
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-Heel

Biologische Heilmiltel Heel GmbH
Baden-Baden, Germany

QUALITY CERTIFICATE / CEPTHOIKAT IKOCTI

Produci; PSORINOHEEL N, oral drops 30 ml in drop bottles Nol
Hponyxuis HNCOPHUHOXEJIb H, Kpaiuti opanbui no 30 ma y rakonax-kpanessuunsx Nol
Batch Ne: 93672 Batch quantity produced in total (packs): 3113
Hontep cepii: 93672 Kinbkicrs npoaykuii s cepii (ynakosox): 3113
Manufacture Date 27.01.2021 Registration license number: UA/6678/01/01 validity period unlimited
Hata BupoGumrsa: 27.01.2021 Homep peecrpauiiinoro nocsimguerrs: UA/6678/01/01 repwtin nii neodmencerii
Expiry date: 12.2025 Country of origin: Germany
Tepstin npugarnocri: 12.2025 Kpaina moxomxenus: Hiseuumnna
Testing point / Specification / Results / Control methods/
Horasnuru sxocmi Chequdpixayin Pesvaomamu Memaou Kolmponio
Odour Of ethanol. Corresponds QCM, It. 1, GHP, H2.2.1
3anax Eranony. Bignosigac MEKSTL .1, GHP, 11 2.2.1
Clarity Clear. Corresponds QCM, It. 2, Ph. Eur. 2.2.1
[TposopicTs Hposopuit. Bianopigac MK, n, 2, Crp.®. 2.2.1
Colour Colourless. Corresponds QCM, It. 3, visually
Kouni Gesfapnunii, Bianosinac MEKS, u. 3, niavank —
Degree of tint 0-20 Hazen (test solution). 0 Hazen QCM, It. 4.visyz ’ _Aqm;iw"‘
Color” colop/Zscale wi s * o,
Konnoposicrs 0-20 Xascuis (sunpoGonysanmii po3uin), 0 Xazenin MK, n.’-%"r:hg_'il\a’ifno, 5 '\\‘
[{Onbopi{.&f\{f‘r{ﬁquant [, \
Ethanol content 33%-37% vol. 34,8 % vol. QCM, ;t{r’s bendinondensity. | 42 |
Theoretical content of ethanol: 35% vol. Ph. Eur.15, = = & I 12
Etanon 33%-37% o6. 34,8 % oé. MEKSI, n'5; t /
Teopernanuii smicr eranony: 35% ob. FYCTHR,
Relative density 0,954-0,960. 0,958 QCM, Tt. 6
Bignocua ryerina LO,954~0,969. 0,958 MIKS, 1. 6, Cxolip, 2055
pH 5,0-7.0. 5.2 QCM, It. 7, Ph. Fireaoz
pH 5,0-7,0. 52 MESL 0. 7, €up. 0. 2.2.3
Microbiological Total quantity of allowed viable microorganisms in the QCM, It. 8, Phv. Eur. 2,6.12,2.6.13,
contamination* preparation: 514
TAMC(bacteria); not more than 102 CFU/ml, 0 CFU/ml.
TYMC (yeasts and moulds}: not more than 10! CFU/mI. 0 CFU/ml.
Presence of Escherichia cali is not allowed in [ ml. Corresponds
MikpoGioaoriuna Y Mpenapari qonyckaernes 3arannnga KiALKieTE MEKSI, n. 8, Cop. M, 2.6.12,
uneToTA * AUTTEINATHIX MiIKPOopranizzip: 2.6.13,5.1.4

TAMC (8arrepiit): 1e Ginpure 102 KYO/n,

TYMC (apizmxin ta nticenesux rpuis): ne dinnure 10!
KYO/yn.

He ponyekaernen nannuicrs Escherichia coli s 1 a1,

0 KYO/n,

*every 3-th batch is tested / *HpoBoanTLeS AN RO:KHOT 5 mapii

0 KYO/yn.
Binnosinac

Site of manufacture: Biologische Heilmittel Heel Gmbl, Dr.Reckeweg-Str. 2-4, 76532 Baden-Baden, Germany.

Manufacturing and quality control license number: DE_BW_OI_MIAL}OZO_OO:SO.

BupoOHHYa misnLuis: BGionoriure Xaitnaemirrens Xeens I'méX, I-p Pexeser—m‘rpace 2-4, 76532 Baaen-Bagen, Himeuyumnna.
Homep niuensii Ha Bupodunurso T4 KOHTPOJI0 AKOCTI: DE_BW_01_M IA_2020_0050.

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufaciured, including
packaging/labeling and quality control at the above mentioned recognized building in full compliance with GMP requirements of the
local regulatory authority and with specification in the marketing authorization of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP,

Lum 5 niomseposcyio, o nasedena glinge indopmanin ¢ CHPasICIbOIo | Mounoio. Cepin npenapamy 8yna suzomosaena, ¢
mosty ureni yrarxogana i nepegipena, ¢ mexncax HPONEOYPU KOHMPONIO axocmi na 3aznaueniiz euige Guposnyyin Olnvnui ¢
ROCHIT ¢ionosidnacmi do susoz hpacun Hanewcnoi Buposuuuoi Hparmure (GMP), scmanoenenux Micuesun PeYAAmopist

Opearos, a markoac ¢ noaniii aionogionocmi oo clrequiranin, nepeddayenix y

Hinensii na CUPOEOHULIBO Kpainu-innopmepa 3i

CReyugikaninmy na npodyxyio, nepedéavenuu ona docidacysanux JKapcokux  3acodis. Horymenmania  cmocogno
supodnnga, nakyeanns i ananizy cepii dyna nepegipena, i dyno BCMANOGAEHO, 1o ona GIONOGIdAE autozar Haaeorcror

Bupodnuvor Hparmuru (GMP),

Name / ITIE: Verena Wieland / Bepena B’ enend
Signature / Hionuc: 3 y
. /7 /f } s, —(
/L/\'“\_, LC(‘J(/\— &
Position / Mocada: Quality Control Manager / Ynosnosasicena 0C000 3 Konmponio axoceri
Date of release / Jama SUNYCKy cepii e npodaic: 19.04.2021

Biologisehe Heilmittel Heel 1bH, Dr.-Reckeweg-Str. 2-4, 76532 Bnden—Badcn,fI‘cl.: +49 (0)7221/501-00, Fax: +49 (0)7221/501-640
Z‘
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