2k Yys

BOIRON

AHAJITHYHIN CEPTH®IKAT AKOCTI Ne 299663 six 08.04.2020

Mpenapar: TOMEQBOKC®, rabaerku BRpITI ofomonicoro Ne6lt (20 X 3} y Gnicrepax

Product: HOMEQVOX®, coated tablets Ne60 (20 X 3) in blisters ’

Kpatua sopobune Gpanin / Manufaciuring country: France : ;
Bupofumc/Biaacuuk pecerpaniitiioro nocsigeHHs: BYAPOII, Asenio jie 1’ Yeer Jlione, 2 - Meccimt 69510, ®@pannis
Manufacturer/Owner of registration cerfificate: BOIRON, 2 avenue de 'Onest Lyonnais- 69510 Messimy, France
Jlinensin, nomep / Manufuacturing authorisation, number: MM 19/031 sig 04.02.2019

Ceprudirar sianosianecti GMP [ GMP certificate: Ne 2019/HPF/FR/062

Creana / Composition: Ha | mabaesiy / For 1 coated tablei:

Jliioua peuosmua / Active substarces: Kinuiicrs / Anount.
Aconitum napellus 3CH 0,091 mr Lang
Aran triphylivn ~ 3CH 0,091 mr/mg
Belladonna 6CH 0,091 mr/mg
Bryonia 3CH 0,091 mr/mg
Calendila officinalis 6CH 0,091 Mr/mg
Ferrum phosphoricum 6CH 0,091 mr/ mg
Hepar sulft 6CH 0,091 Mr/mg
Kalins bichromicum 6CH 0,091 me/img
Mercurius solubilis 6CH 0,091 Mr/mg
Populus candicans 6CH 0,091 mr/mg
Spongia tosta 6CH 0,091 mr/mg

Bi Ta posmip ynaxosien / Type and size of package: no 20 Tabnetok y Gnicrepi; no 3 Gaicrepu B kKapToHuiH Kopobui 3
MAPKYBARIDIM YKPATHCLKOED Ta JIATHHCLKOIO0 Moami / 20 tablets in blister; 3 blisters in cardboard box with marking in Ukrainian
and Latin languages

Homep cepii / Bateh number:  M9120383 Kinnkicrs npoaywuil B naptii / Bateh size: 22749 ynaxosok / boxes

Jlara pupobumrsa / Manufocturing date: 17/12/2019 ‘ ‘Tepmin npugaruocti/ Expiry date:  31/12/2024

Pecerpauiitie nocsinuenus / Registration certificate:  UA/93 16/01/01 ‘ Rittene no / Valid: Heomenennit / Uniimited

Mowcasunk / Analyses Jlonyerumi sesxi / Acceptance criteria Pesyawtar / Resulls

Ounne / Characters Bisti, 3 SmicKyuo0I0 NOBEpPXHer0, AB0ONY KNI, BKpHTI | Bianosijae f Complies
o6osoHKeo TaGneTkir, Bes sanaxy / Shiny, white, bi-
convex, coated tablels; odourless.

Bisyanuunit Tecr #a oanopiauicTs / Bignorinae / Complies Bianosigae / Complies
Visual test for homogeneity

Cepenust macea £ Average mass 0.285-0315r/g 0301r/g

Posnapaunst / Disintegration He Ginswe 30 x8 / Not more than 30 min G xB / min.

Mikpo6ionoriuna uierora /
Microbiological qualify:

- Bakrepii / TAMC <10°KYO B Ir/ <10°CFU per 1g <6 KYOfr/ CFU/g
- [pngu f TYMC <10*KYO & I/ <10 CFU per Ig <6 KYOIr { CFUlg
- xcherichia coli Bigeyrnicts B 11/ Absence in {g Bisnosigac / Complies

Jlassunt DIATBERDKYIO, WO BHLEBKataHA indopmauia ¢ focroBipnoto 13 Tounoio, Jlana cepis npogykuii Gyna BHpobieHa
(BKMOUAOWN HAKYRAHEL/MAPKYRAHTA) TA Npoiiuna pUNpPoBYBAHHI KOHTPOIIO AKOCTI HA BHLIERKAIAHOMY nignpueMcTai y nownii
pinoniauocti oo suMor GMP, BCTAHOBNEHHX MICUCBIM PEIYNATOPHHM OPraHoM, & TAKOXK Y slanosinnocti fo encwsrbikauiii
saTREpIKEHHX Y peecTpaliiinoMy focke. TlpoTokoni BHPOGHILTRA, NAKY BAHHA T2 KOHTPOMO sAKOCTI nepepipeni Ta signorifaioTs
gumoram GMP 7 [ hereby certific the truth and reliability of the information above mentioned. This batch was manufaciured
(including packaging and marking) and controlled on the above mentioned manufacturing plant in full compliance with GMP
requirements laid down in domestic legistation and specifications approved i the registration dossier. The manufacturing, packing
and quality control protocols comply with the GMP requirements.

[Tpizsiing Ta nocana/3sants 0cobH, SKa BIYIANA AO3BUL HE BHNYCIC cepii  Stéphane BECK / Pharmacist, Qualified Person
{ Newne and position/tidle of the persos: responsible for baich refease:

Hianmie ocobu / Sighature:

Jlara punycry cepit fo uponaxy / Dare of baich release! 0R/04/2020 A

Dak at M«th{mkbf\ /lofiele
Blanediar —ehen L QT Mandja

B s V1925 €y [ 40. ALRO 3/




JAEPKJIKCITYIKBA
AEPKABHA CJIY/KBA 3 IIKAPCbKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMH Y KHIBCHKI OBJACTI

npocnext Banepia JloGanoseskoro. 1. v, Kuie. 03 110, ren/daxe: (044) 2753030
E-mail: dls.kot@dls.gov.ua.https:/www.dls.gov.ua, Koa €APIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOI'0 B Y KpalHy JIKapebKOro 3acody

04.11.2020 Ne 54690/20/10

TOMEOBOKC®
(HAHMEHNBUHHS JIKAPCLEOI0 3:1C00Y 3riAHO 3 PEECTPALITHHM TOCBLAHCHEAM)
TadJdeTKH, BRPHTI 000/101K010, 110 20 TadJjaeror y duaicrepis mo 3 daicrep ¥ KApTOHHII
ROpOOLLI

1_[|)(1[‘.\I'.i HHINCRY. JO3YBUAHHA. B TAKY BUEHS .'IiKilI"Cl»I\'\J['U 'Slit.'ln‘}'\ )

Homep peectpauiitnoro nocsinuenns UUA/9316/01/01 crpok it peectpauiiinoro nocgiauenns 01.01.2099

Cepis aikapebkoro sacody Ne M9120383 KinbkicTb BBe3eHOTO Aikapehkoro sacooy J 180

BupoGuik bYAPOH. ®panis

(HATMCLIN B BIPOGHHKD HKAPCLEOTO 3UC00Y, KPaTHa TTONOACHIN )

Boeseno s Yipathy Cuisibie YRpATHebR0-¢CTOHCLKE NIANPHEMETBO Y hopmi ToBapHCTBA

3 00meskenolo Binosiaaasuicrio "'Onriva-Mapy, JITA", izenr. koa:
21642228

(naiisenyaanin 1a kol sa CAPTION jopianuHoi ocotn ado mpissiiie, iMa. no 6arsrosi gizudpol
OCOOIE = HEANPHENL. T ATCIE HPOAHBAHIN T PECCTPALTHHIT HOMEP OBIKOBOT KUPTRH [ THIER

HOAATRIB ab0 Cepid T HOMED Haenopia)

[pororoa sisyaisnoro konrpono sin 04.11.2020 No 3488/2.

30 pesVALTATAMH  ACPKABHOIO  KOHTPOAO  BCTAHOBACHO. MO JiKAPCLKMIT  3aci0o  BBeseHo B YKpalHy 3

JAOTPHMAHHSIM BHMOT 30KOHOIEBCTBY OO0 3a0C3ICHCHHHA A 2Ti NIKAPCLKIX 30C00iB.

Ouekciit COJIOJIPAT

(THTLI T (PI3BHIE)
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