JEPAUIIKCITY XBA
AEPKABHA CIOYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHU ¥V KHIBCBKIM OBJIACTI

npocnexT Banepis JoGanoscskoro, 51, m. Kuis, 03110, Ten/darc: (044) 363-06-50
E-mail: dis.ke@dls.gov.ua https:/www.dls.gov.ua, Kox €PIIOY 37078774

BHCHOBOK
HPO AKICTH BBE3EHOr0 B YKPaiHy JiKapcsKoro 3acody

30.09.2022 Ne 40209/22/10

ECKY3IAH® KPATILII

(nafinenysanna nikapearoro 3acofy IriHO 1 peecTpaniiiayM MoCaiHUEHILAM)
Kpanni opanbii no 20 ma y gaaxoni 3 kpanessumnigeio; mo 1 guiakony 8 KapTonuiit Kopofui

{hopma BIITYCKy, AOTYRAHHNA, BiLR DAKYBAHHA TIKAPChKOCD 3acoGy)

Homep peectpaniititoro nociguenns UA/0217/01/01 crpox xit peectpaniitiroro nocsimenns 01.01.2099

Cepis nikapcskoro 3acofy Ne 2089184 Kimpricts sBe3eHoro nikapeskoro sacoby 2000
Bupofiuuk ®Dapma Beprirepoze I'm6X, HiMeuusna
(mafisiesrypanua sHpobiika iixaperkore saceby, kpaina moxonweHaa}
Becseno B Yipaity Criibe yrpaiHChKO-€CTOHChKE MANPHEMCTEO Y hopni ToBapueTsa 3
ofmexenolo BignosizaneuicTio "Ontima-®apm, JITHA", inenr. xox:
21642228

(najiMerysauus 1a ko 3a CHAPIIOY 1opranunol vcabu afio npizanie, in's, no SarkKori disnauoi
ocofH - mignpiteMuA, i MiCIIC MPOXHBANRS TA peecTparilingii Homep o6AiK0R0T KAPTKR TNATIGKA
nozaTKis 460 cepis Ta HoMep nacnopTa)

Hpotoeros sisyansrore komrpeato six 30.09.2022 X2 2477/5.

3a  pesynnTATAMH ICPAABHOIO KOMIPOMIO BCTAHOBACHO, Mi0  Jikapehkiil 3aci6  eseseno B Ykpaimy 3

AOTPHMAHHHAM BHMOT 3aKOROAARCTBA HIORO 3AGEINCUEHIA SKOCT] HKAPCHKUX 320061D.,

Iprma ITAJIAMAP

(initiany Tanpizeduze)

i
E




Prigsy e
WerNitERony (

Certificate of analyse/
Cepradikar axoeri

Turt vesisungn/Pack

i Name of the pre}ducﬂHa'ma r%pou))x'r}',r

| Acscusan® drops ofal drops./
L Eerysaei spanai epam opainag.

Activity/arunmicrs

100 g contain/ 100 MICTHTEY

Karany (5-7:1¥ - 4,725 g(r)

Abnarons kpanessaiein20 s Mo Hdropping bott
Dry horse chestnut extract/icyxuit sikc FPUKT HaciHHR KiHCRROIO

T hiamine Bydrochloridefriaviingy rlapuopnay - 0,5 gy

Country of origin!/Knaf i RoXoIKerHHA

Ciemiany/Hivewana

Reg, Certificate No/ Véce rpmbianiii sGWep

A 70101

Batch No/tiowep vepii. .

2089184

Batch size/Posmip cepli

24100 prekifvnorotan

Manuf.dméNam Bpuliama

21.10.2021

LExp. Date/Tepuin npsiaarioer

1072024

1 Manufacturer/Bupatuuy

Pharma Wemigerode Gmbll/
apya Bepuiiepoae Tu6X

f ' 'Add.réssm,ap'éca

- Dombergsweg 35, 38855 Wemigero&e, Gei’manyﬁ

Manuf. License No/BupoGnusa niuerai

7 | DE ST Ol MIA 202] 0015

GMP Cert. No/Ceprisspicar HBI]

LHopadieproeer 35, 3 8855 Beprnirepoite, Hiseyunna

| DE_ST 01 GMP 2031 0025

Ceprugixar HBIVGMP Cerfificate No. (niamesiato B
BHPOBHHETSA riKapchKHX 1ac06ia Busorayv HBIY/ In

N O112028/¢-30 si/dtd 12.01.202 4]

HCHOBKY LIONO0 LATBEPKERHS BIINOBINOCE: ymop _
accordance to the conclusion of confirmation of GMP in Ukraine

Limits/Bumory

Quality parameters/ _Resslt/Pesyaprar
Hapaserpu . s s e B e
Description (visual. prgancieptic)/ | Transparent or slightly opaque liquid from yellow
“Onuc (sisyaiono. epeanorermmnn) |t redd ish brown color with specific odor.
Precipitate may form in the process of storage/
| Tiposopa abo anerka kanamyrua piguna sin - Conforms/pinnosinae
KOBTOFD 20 YEPROHYBATO-KOPHYHEBOTO ROLOPY 3 |
| *apakTephi sanaxom. B npoueci 3Gepiranus
T L MOXUIHES YTBODEHHS OCAly. e
| pH (P Eur/E® 2.7 3) 3530 . _ 4.78
Density/Hilinunicrs - 0.978- 0.988 g/mi {/mn) 4 :
PhEw/cory e . Jopte el i)
| Content of cthanol/Bwict eranony 28.8% - 32.8% (viv} :
(Ph.Eur./€.2.2.28) & ( Ry

| Nominal volume fweighing,
conversion in miy/Hominagsunl
i o6'em (aasicyeainis ma
HEPepaxyrax Ha sl

Average - not less than indicated on the iéhel;_’

Cepcm{e - BC MeHIlIZ BKAIAHOTD Ha CTHXETUI 207 ml

Dose and uniformity of dosage
units (Ph. Ewr. "Liguids for oral use,
- Uniformity of dosage for oral

drops "j/Jtosa Ta oanopiasicrs
AosyBauns (Ph.Eur. « Pigki chopaiti
dna oparenozo aemueyvaanns. Jonu
I OOHOpIAHICIL dusveanss
CPUWIbHIL RPaneitny

' Any separate dose s?two'ii'l'd_'not differ from avefage _
-mare than by 10%. Total weight of 10 doses

- MOBHHNA BinpiTHATHEY Bil Cepeanbot Binpiie k.
2 10%. Zaransra maca 10 203 se nosunsHa
_BiapliugTHe BiN HoMinansHOE Macn |0 B03

should not differ from nominal weight of 10 doses -
more than by 15%. Monua expema oa ne

Binbite 5k fa 15%.

Conforms/piinoginae

Identification Aescin/
- LaenTudicanin ecupny
APh Eur/E® 2,2.27)

TLO/TWX |




PrHARMY D
WiErsiGErOope Ganl

T Identification Thiamine T TLOTII

S tPhEnr b 2237

hydrochloride/ -
Inesvudinauia viavminy Conforms/sianosinae
rinpoxaopay

- caleulated as acscinCyaa “samsaenol wiaskocri 09 — L1 g (oW 00 g () B
L TPHTEPIISHOBIIN FIROMAIR & 5 . 9f %
- nepepaxyHKy Ha eetuid '

L (PhEur D 2205

Sum of iriterpene giycdsides T190,0 < 1100 % from declared quantity’sin

Assay Thiamine hydrochloride? 90,0 110,6 % from deciared quantity/ain
Bmicr riaminy rizpoxropuay sanenerol kinpkocti (0,45 - 0,55 gr¥/100 g (r)) 102 %
{Ph Eiir ' 2.2.257) :

| Mikpobioaoriuna ancrora
APhEur /60 5.1 41

COUNt/IArANBHA KIALKICTS 36poGHUX | NMT per | g/

Gakrepif {TAMC) -ne BinpuwieHa [ r 10 KYOICry i [0 KYODICFU
Total comtbined yeasts and moulds

count/3aransHa; kinsricts NMT pertg/ - o
BPEKEKOBHX T2 ITICHABKY. rpubKis. | He Ginsme na 'l ¢ 16 KYO/CFU 1< W KYO/CFU
{TYMC) ’ ; ;
Escherichia coli _ : Absent per | ¢/Bizcyrnas | r R Absent/BigcyTas

Micrebiological purity/

Total acrobic micrsbial

Hixrsepaxenns signosianoeri/Confirmation of compliance:

UM 5 ninreepixyio, wo us napris Aikapeskax sacofis BHIGTOBRSHH T4 BpoiliTa nepenipky BIANOBIANG' A0 HETHYKNH
cTocorHs obiry sixapcbkix 3acobis. Incrpyxuii 3aK0BONBHAIOTE BHMOras 3akony npo aixapceki sacoBu (AMG). Ta
TlocTanesH Npo $HFOTOBNCHHS NikapeLanX Jacobin T ghowux peuosud (AMWHYVY),

‘Hereby 1 confirm that this medicinal product batch was manufactired and tested in -accordance with insteuctions on medicitial
products turnover. The instructions comply with requirements. of the Medicinal Products Act {AMUG) and Ordinance for the

Manufacture of Medicinal Products and active Substances {(AMWHVY

Oxpis 1soro, # HiaTREPIKYIO, IO HABEIena iHHOPMALEA € CHPARKHBOIO T4 NPABITLEOI, Cepix nipoayry Syna auroTosnena
{BmOouEIOMY  NAaKyRAHHA/MapKypanna) Ta fIEPEBipEHE  3A3HAYEHHM  BHIE TLAAPHEMCTEOM-BHPODHHKOM ¥  COBHIH

‘sinnonizsocti 3 Bumoramu wono Hanexuol Bupobuuuof Ppakraiy (GMP) sianosizatsHoro oprany iwcnexuii, a taxox

BLARORLANG N0 creHBikaUii, WO MICTATHCR ¥ peecTpanifinony nocse. Bupobinsa nokymeHtanis, NPOTOKONH NAKYBAHHA TR
IPOTORG KOHTPU/ G AKOCT] NPOHRILAY MEPenipKy Ta BiANOBiAdIOTE YCTAHOBIEHIM mapaMeTpam GMP.

Besides, [ confirm that the information presented is-true and correct. The product batch has been manafactured, ‘packaged,
fabeled and tested by the above manufacturer in ful] compliance with requirements of Good manufacturing Practice (GMP) of

the refevant inspecting autherity and in
compliance with specification in the registration dossier. Manufacturing decumentation. packaging. protocols and quality
control protocol are tested and comply with requirements of Good manufacturing Practice {GMP.

Yrnosuosawens ocoba/ Qualified person: {nume and signatiire, stamplseal}
{Kepisnunmao konmpomo axocmi)

13, JAN. 7022

Hara/Date: Dr. G. MeiBner

Pharmia Wern igerode Gmbyi
E}ornhergswegas
3 38855 Wernigerode
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