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I[EP}KHIKCJIY}KBA YKPAIHA
I[EP}KABHA CJIYKBA 3 IKAPCbKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM Y JKUTOMUPCBLKIN OBJIACTI
Byi1. Jlexa Kauuncekoro, 12-A, M, Xuromup, 10014, 1.0-412-41-32-81(82),
e-mail: dls.zt@dls.gov.ua, caifT: https://www.dls.gov.ua/xuToMupchka-06nacTy/ Kon E€JPITIOY 37072196

BHCHOBOK |
NPO SIKICTH BBE3eHOro B YKpainy JiKapeLKOro 3acoly

10.03.2023 ’ Ne 10919/23/06

 T'EJEJUKC@®KPAILII BE3 COUPTY

-+ (HaHMEHYBaHHSL JIIKAPCLKOTO 3aco0y 3rigHo 3 peecTpauifnmm TIOCBIA4eHHAM)
Kp‘IHJIl opa.nbm, po3uuH o 50 ma y duaaxoni-kpanensHuui; mo 1 dnaxony-kpaneasuuni y
. KopoOIi

((hopma Bumycky, K03yBanHs, BHA NakyBaHHS JKapceKoro 3acoby)

Homep peecrpauiitiioro nocsinuenns UA/8463/01/01 ctpox aif peectpauittioro nocsimens 01.01 .2(_)_9_9
Cepis nikapcekoro saco6y Ne 228061 KIHBK]CTB BBE3CHOIO JIiKapCHKOTO 3ac06y 3600 ynaKOBOI{

Bupo6ruk - Kpegesp Monsem;(iax FMGX HlMequHa

(HelimenyBanus BHPOGHHKA JTikapChKOro 3acoly, kpalHa NOXOMKEHHS)

Beesero B Ykpainy ToBapucTBo 3 0GMekeHO0W0 BinmOBinaMLHICTIO "Kpesesb
_Moiizean6ax", izenr. xox: 33063895

(nalimenyBarks Ta kog 3a €PIIOY 10puRIIHOT 0coGH a0 npissuie, iv's, no Garbkosi (izuynof
0co0H - mianpHemus, ii Micue npoxUBaKHs Ta peec’rpaumﬂnﬁ HOMeEp 06MiKOBOT KAPTKH NAaTHHUKa
: _nopatkis abo cepis Ta HoMep nacnopra)

TIpoTOKO1 Bi3yanLHOro ko’m’pomo eix 08.03.2023 N2 60/0/01.06-23/5.

3a pesy/bTaraMM JIePXKABHOTO  KOHTPOIIO BCTAHOBNIGHO, WI0 JiKapchkWii 3aci6 BBezeHo B Yxpainy 3
AOTPHMAHHSM BUMOT 38KOHOIABCTBA m0z0 3abe3neueHHs AKOCT] JIiKapchkuX 3aco6iB.
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Meuselbach™ &

waei Mewselbach GmbH/Kpesess Mobirennfiax IMEX
Krewelstrasse 2, 53783 Eitorf, Geemany
Kponenvanrpagee 3, 33783 Alivopd, Himew iz
TelfTen,: 49224387113, Fax/Daxg: 149/2243487-135

CERTIFICATE of QUALITY of a medicinal product
CEPTHOIKAT SAKOCTI nikapenkoro 3acoly

Couniry of manufacture: Germany
Kpaitta-snpobunx: Hisreawisa

Nunther of the registretion certificam (Ukraine):

Power of actionfactivip:

extractim spissum) (2,2-2,9:1} 4,04 g
Cuna pivakTHeHICTE:

helicis folti extractum spissum) (2,2 -~ 2,%:13 0,04 r

Medicinal form: oral drops, soluiios
Jlikapenka dopsa: kpanaif opamnul, podasin

Epanesiund ¥ kepronudil gopoebni

Name of medicing! product: HEDELIX® DROPS WITHOUT ALCONOL
- Haiisenysanns nikapesrore sacoby: TESENHKCE KPATLT BE3 CITHPTY

Homep peectpauifinoro esinoursa {Yrpaina) NeUA/S463/01/01 ain 13.03.2018

1 i (31 drops) of solution contains of ivy leaves soft extracet (Hederae helicis folii

1 a1 (31 wpanas) peavisuy MITHTR HHCTR BAIGIHE ERCTParTY ryerore (Hederae

Size and type of packaging: 36 ml in & deapper-botile, [ u dropper-bottle in the carton bex
Poymip Ta mu yrrarossas: (o 56 ser y daskosi-epasesanii, we 1 duskony-

Bateh monber:
Howmep copif: 228061

Batch size:
Possiip cepii: 7.200 dix

Date af manufacture:
Hara supoGunurea: 11.07.2022

Expiry dule;
Jarn saxhaenssy tepainy Rputetiocti: §7.2027

Name, address, Hioense ntimber of mamgfacturer:

Krewe] Meuselbach GmbH/X pesens, MolseunGax I'maX,
Krewelstrasse 2, 53783 Eitorf, Germany
DE_NW_04_MIA_2019_002¢

Haiimeuysatis, Miciesnaxomrenis, Bosep sinersil supobhmga:
Kpegese Moiizensfax DallX,

Kpeseupiprpacee 2, 53783 Adirapd, Hinewuuna,
BE_NW_04 MIA_ 2010 602}

Cerdificate of GMP complionce;
Ceprndirar sipnosignocri GMP;
Ne DE_NW_04_GMP_2019_ 0016

Page | from 2Cropimca 112 2
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Quality parameters
Moxasnnxn sxoeri

Control method requirements
BUsors MeToIB KOHTPOIRW

Results af control
Peayabriarn gowrpoine

Toxasung sagoMaena

Appearance Clear greenish-brown viscous solution with Clear greenish-brown viscous sofution
Couc an aromutic adov, with an aromatic odor,
[posopnii senenynare-kopranenh shoswnit | Tiposopni senenynaro-xopuarentii
DOIUHH 3 2POMATHITM IRITAXOM. B IKAH POV 2 GPOMATIINM JATIAXOM,
pH (110} 4,563 4.9
Relative density (g/ml) 1,050 - 1,100 ' 1,082
Biasocua ryeriea (tivn)
Refraction index 1,438 .- 1,442 1,441

Dose gnd uniformity of dosage drops

Hozs i ognopiuicts gosypa Kparens

Na dnose by mass should not deviate by more
than 0% from the mean for 10 doses. The
ntass of 10 doses shonld not deviate by more
than 3% from the nominal mass of 10 doses.
Pl =31 draps.

Aoana aoza 10 Mact HE NORRARA
plxmsaracs Bives bk s 10% sin
CepeRHROFQ SHatern s -1y o3, Maca
10-7# no3 ne DOBHHIA BiUXBEATHC OB
Hii ta 15% iy movinanLuol siwcn [0t
703, 1 wya =31 gpamas,

Corresponds to/

Bignowigae

calcwlaled on the basis the conductive substance
Hederacozide C (in preparation)

(g/ 100 mi}

JTueta mimoLa excTPaKsy ryetoro (2,2--2,9:13, sMicr
MIjpaxonano gepes Iponimty cySoTanmin
Tenepawosnn C {n sarorisui} (¢/100 s

Identity

deumudicain HPTLC control Corresponds tof
ivy: leaves sxtract (preparation) HPTLC xourpoin. Binposiaae
AHCTA THTONIL eKCTRARTY ryeToro {3arorgnral)

Assap/Kimpicne pusranesHis

1) Iy leaves soft extract (preparation} 3,0 £ 5% 99

(=100 mb}

= Hederacozide C (ing/106 ml} 100 - 625 316

JICTA IIGHN RCTPAKTY FYCTORD (3arotonKa)

(17100 sy =Teaapakoany C /100 M)

2) Loy leaves sofi exeract (2,2-2,9:1), the content | 4,0 £ 5% 39
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- Meuselbach
Krewet Meusclbach GmbHKpencan Moiisenstiax FugX
Krewcelstrasse 2, 53783 Hitorf, Germany
MKpesennurrpaces 2, 33783 Albromp. Hivewsinm
Tl Tem +492243/87-113; Faxfchare: s4W224%587-135

CERTIFICATE of QUALITY of a medicinal product

CEPTHO®IKAT AKOCTI nikapenxoro 3acofy

Country of mannfacihure: Germany
Kpaina-supodiik; Himeaauua

Number of the registration certifieate {{kraine):

Puower of action/activity:

extraeion spissum) (2,2-2,9:1) 0.04 g
Crna giifukensnicrs:

helicis Tolii extractum spissum) (2.2 - 2,9:0) 0,04 r

Medicinal form: oral draps, solution
Slivapeska diopsia; kpasat opam,ai, poom

KPanens g ¥ sapromiiii sopebui

Name of medicinal praduct: HRERELIX® DROPS FITHOUT ALCOHOL
Hafimeusynawna nikapesrors sacody: PEJEJIHKCHE KPADUH BELI CHHPTY

Homep peeetpaniiinoro ceinouyss (Vapuiua): NeUA/B463/01/01 vig 13.03.2018

1wl (31 drops) of solutios centains of ivy feaves seft extract (Hederae helicis folii

L arn (31 sepuniin) poaguny MICTHTL SHCTA WIKKER eKCTPARTY ryetoro (Hederae

Stze and tvpe of packaging: 30 mi in a deopper-hortle, 1 ¢ dropper-battle in the carton hox
Poastip Ta swl yraxkosku: no 50 a1 y daakoni-apmront ang, o | daawony-

Batch snber:
Homep copii: 228661

Bateh size:
Posnip cepil: 7.208 dux

Date of manufacture;
Hara supoSuwurea: 11,607,222

Expiry dage:
Zata saxivgernm Tepminy apragmocti: §7.2027

Name, address, ficense number of manufuchtrer:

Krewel Meuselbach GinbHiKpenean MoitennGiax TubX,
Krewelstrasse 2, 53783 Eltorf, Germnusny

DI NW 04 MIA 2015 0021

Haitsenypunin, sdciesnaxoreinis, Hosep ilensi pupobimka:
Kpeaean Moitzeanhiax X,

Kpeseapurrpacee 2, $3783 Aitropd, Histerranny,
DE_NW_(4_MIA_2019_0421

Certificate af GMP compiliance:
Ceptubiar ignobinsoeti GMI
Ny DE_NW_{4_GMP_2019 0016
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Quality parameters
Horasuurn urecti

Control method reguirements
Buserst MeToltin Kowrpomo

Results of control
PeryanyaT RORTPONIG

Microbiclogical purity/MixpoSionoriana ynerora
Total number of aerobic micreorganisms (TAMCY
Suramuea Kinekicrs agpoBrux Mikpoopradizne
{TAMC()

Total mumber of yeast'mald fungi (TYMC)/
Sarsista KUTEKicTs Aplxpronak/usinenx rpntin
(TYMO)

Gram-negative bacieria resistant ko bile
TpassueraTieni Gawrepil eriiiki a0 wosyi

Escherichia coli

Salmonella

Fond < {0

Net more than 10000 COEL g or COE/A ml
Maxinnon: not move than 50 000 COEZL g or
COEN mi

He Ginpure 10 000 KVO/ 1 rabo KYQ/] un
Maxcnsansrno: ve Bimnme 30 000 KVQ/! rado
KYO/H s

50x10?

Not more than 100 COE/L g or COE/T mi
Maximun: not more than 360 COE/ g or COE/]

He Ginsuze 100 KYO/ 1 r aGo KYO/T mnr
Marcamannue: ge Sinsiue 500 KYO/1 rade
KYO/T v

Not move than 1600 COE/T g or COEA md
He Gizsuize 100 KYO/ | r afo KYO/H Ma

Absent/BincyTnii

Absencein I gorl ml/
Bigcyzaicrs 8 1 rado | mu

Absent/BiscyTuti

Absencein 25 g or 25 mi/
Bizcyruicrs 8 25 r afio 25

Absent/Bipeyrnidt

Certification statemmit:

Zasran nipo ceprrachicani:

L herely cortify that the above information s euthentic and accurate. This batch of product
hais been panufictured, including packagingflabelling and quality contral at the abave
mentioned site in fidl compliance with the GMP requivements of the lacal Regulatory
Authority and produect specification file for Medieinal Products, The baich processing,
packaging and analysis records were reviewed and found 1o be in compliane with GMP.
Lhmt 1 3acninayio, 100 Haneliens Bume iudopsani ¢ foctosiproie Ta Tounew, Mo cepio
rponyxnil Hyno supobreHo (srHoYarowH TIAKY BANHS/MAPKY BAMIA) T4 TIPOBEKCRO KOHTPOI,
it axocrt ga panlesaanaveniit pixsml y ownil sinnosinnoet » suMorads GMP,
BUTAHORTEHUME MICUSRIM PEryIATODHMM OPIaHos T4 cnelrdikonil Ha mixapchrmit 3acis.

HpUT()KGH}f BH{)OGEIH&TBH, Y RO Ta {ﬂlé}ﬁl‘_f’fik ﬁ}’l}() [IEPErIanyTO Tehe]

Name and position/title of purson anthorising the beateh releasi/
I ma nocada veediv, axa radae dossln ua siyex cepi;

J.Kahst /'10. KaGer, Head of Quality ContrelfKepinuss ciyxBy axocr QL
Signastre of person autharising the hatch release!TImue veab, Tkd nanae A0unia 5 oo fryck cepif -

Date of signatre/llata nizoxcanm, 25.08.2022

w5
e (i(f(; /,u.ﬁj;

sigmosignicrs GMP,

StanpTTevarin
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