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Brimucka u3 Enunoro peeCcTpa CBUAETEILCTB O

rOCyJapCTBEHHON perncTpanuu
Ne 06.000251

I'Y "PecryGnukaHcKuil LEHTp rHrHEHBL, SIUAEMUOIOI MU H O0LUECTBEHHOIO 310pOBbs" COOBILACT, YTO
CIEAYIOIas NPOAYKUMA MPOLITA FOCYAAPCTBEHHYIO PETHCTPALHUIO, BHECEHA B Ennnslii peecrp
CBHJCTENILCTB O TOCYNAAPCTBEHHOH PETMCTPALMK M pa3pelueHa s MPOU3BOACTBA, pPealu3aLmun 1
UCTIONb30BaAHNUS

0MONOrHYECKH aKTHBHAA N06aBKA K MUIIe "Optomons Butan ¢" ("Orthomol® Vital )
(maketuk, comepsxamuii: 1 TabieTky Maccoii 832 wmr, 1 TabneTKy Maccoii 824 mr, 1 Tabjerky
Maccoit 814 mr, 1 Tabnerky maccoit 508 mr, 1 TableTKy mMaccoii 451 mr, | Karcynay Maccoii
1000 mr, 1 xamcyiy maccoit 711 wr, 1 Karcysy mMaccoit 560 mr).

Ha COOTBETCTBHE TexHMYeCkUM periamentam TaMoxkeHHOTo coio3a TP TC 021/2011,. TP TC
022/2011.

Hsrorosutens: "Orthomol pharmazeutische Vertriebs GmbH", Tepmanna. Anapec:
Herzogstrasse 30, 40764, Langenfeld (azpec mpousoactsa: Elisabeth-Selbert-Strasse 12 D -
40764 Langenfeld) (Tepmanns).

OG6nacTh MPUMEHEHNUS: JUIS PEan3alty HACENCHHIO B KAYECTRE OMOJIOrMUYECKH aKTHBHOI
J00aBKH K ITHIIE IS KESHIIUH - (manee cornacHo TIPUIIOXKEHHUIO):

B cootseTcTBUM ¢ TP TC 022/2011. Pexomennanuu mo NPUMEHEHUIO: B3POCIBIM KEHIU[HHAM,
IpHHHMATbL COAEPXKUMOE | MakeTHKa B Te4yeHHEe AHSA, BO BpeMs MpUeMa NUILH.
[IponomxurensrocTs mpuema - 1 mecsu. Cpok rognocTn - 2 roma. Xpauuth B CYXOM,
HEAOCTYNHOM Ul AETeH MeCTe Hpu Temmeparype He Bbiwme 25°C. [IpoTuBonokasaums:
MHIHUBUIyalbHAs HENEPEHOCUMOCTh KOMIOHEHTOB BAJI, GepeMenHoCTS, KOPMIEHHE Py /Ibio,
Hapymenne yrnesomHoro oGmena. [lepen npumenenuem pekomeHayeTcs
TIPOKOHCYILTHPOBATECS C BPAuOM.

I'nruennyeckas xapakrepucruka

ConeprxaHue 6MOIOrHUECKH aKTUBHBIX BeLlecTB, MI/Tabd. (832 mr): Butamun C - 424,0-636,0
Conep:xanue GHOTOrHYECKH AKTHBHEIX BELIECTB, MI/Ta0L. (824 mr): maruwuii - 120,0-180,0
Conepxanue 6MONTOrHUECKH AKTHBHBIX BEIIECTB, MI/Tabu. (814 mr): kanbimii - 128,0-192,0
Coneprxanue GHONIOTMYECKH aKTHBHBIX BeIeCTB, Mr/Tabi1. (508 mr): iox - 0,12-0,18
Coneprxanvie OMOTOTHUCCKH aKTHBHBIX BELICCTB, MI/Tabmn. (451 mr): uuHk - 8,0-12,0, xeneso -
6,4-9,6, Mmapranen - 1,6-2,4, memp - 0,4-0,6, monubmeH - 0,048-0,072, xpom - 0,024-0,036
Conepxanue OHONOTHYECKH aKTHBHBIX BemecTs, Mr/kanc. (1000 mr): Butamun A - 0,36-0,54,
Butamun JI3 - 0,012-0,015, Burtamun K - 0,048-0,072, Butamun B1 - 4,0-5,0, sutamun B2 - 4,8-



6,0, BuTamuu B6 - 4,8-6,0, Buramun B12 - 0,0048-0,0072, uuauun - 48,0-60,0, thonuenas
kucnora - 0,32-0,48, manroreHoBas kucinora - 12,0-15,0, 6uoTuH - 0,12-0,15

Conepxanue GHONOTHYECKH aKTUBHbIX BewecTs, Mr/kanc. (711 mr): [THXKK omera-3 - 240.,0-
360,0

Conepxanue GHOJTOTMYECKH aKTHBHBIX BEIECTB, MI/KaTIC, (560 mr): Butamun E - 120,0-150,0,
KapoOTHHOW/IbI (B T.4. O€Ta-KapOTHH, TUKOMKH, JnorenH) - 4,0-6,0, ceiien - 0,04-0,06,

Cocras (tabnetku 832 mr): L-ackop6uHoBas Kuciota, THAPOKUCIIPOMUAMETHIILEITI0N034,
MAKPOKPUCTAILINYECKas UEJUTI0I03a, KYKyPy3HBIH ManbTONEKCTPUH, KPEMHUS AHOKCHIL,
CTCapUHOBAA KUCIIOTA, MarHKsA CT€APaT, MHAPOKMCIIPONHIMETHITLEIITION03a, MONHAEKCTPO3a,
THTaHa IHOKCHU], TalbK, KYKYPY3HBIH MaNbTOACKCTPUH, CPEAHELETIOYEUHBIC TPUTJIHLECPH b,
pubodaaBuH.

Cocras (Tabnetkn 824 mr): maruus kapGoHar, MHUKpPOKpHCTaLIMIecKas nemnnonosa (E460i),
KpaxManl TpexeNaTUHH3IMPOBAHHBIH KYKYPY3HBIH, NOKpPBITHE TabneTKw
(THAPOKMCHPOTIMIMETHIILEIUTION03a, TIHIEPHH, TalbK, THTAHA IHOKCHJI, OKCHJL XKejesa
KpPaCHBIM), MarHUs CTeapaT, KPEMHHS JUOKCHUL

Cocras (Tabnerku 814 mr): kanpuus kapGoHar, MHUKPOKPHUCTAIMYECKAsA LENII0N03a, KpaxMall
MpeXKEeNaTHHU3UPOBAHHBIN KYKypY3HBIH, MarHuWs cTeapaT, KPEeMHHA AMOKC un,
TUIPOKUCTIPOMHIIMETHIILEIITION03a, TIIMIEPHH, TATBK.

Cocras (Tabnetkn 508 mr): caxaposa, MUKPOKPHUCTAIINYECKas LEJUIk0J103a, MarHK1s CTeapar,
THAPOKHCIPONUIMETHIILENII0103], [IHUEPUH, KAaNus HOIuL.

Cocrap (Tabuerkn 451 mr): MHUKPOKPHCTAUTHYECKAs LEIION03a, UMHKA TIIIOKOHAT, JKelesa
TJIIOKOHAT, KpaXMall MPeXKENTaTHHH3UPOBAHHBIN KYKYpy3HbIH, opTodochar kanbiins
ABY3aMEI[CHHBIH JABYXBOAHBINH, xpoma (lII) XJOPUJ IWECTUBOJHBIN,
THIPOKUCIIPONMMIMETAIILEIIII0103, MAPraHLa CyIb(aT, MarHUs CTeapar, Tajlbk, MEIU Cyib(at,
THTaHA THOKCHI, IMTUUEPUH, HATPHA MONUOAAT ABYXBOJHBIN, JKelle3a OKCHI YepHBIil, Keesa
OKCHJI XKEJITBIA, MEIHBIH KOMIIIEKC XJIOPOQHILIOB.

Cocras (kancymsr 1000 Mr): coeBoe Macyo, XenaTHH (M3 FOBAKbLUX WIKYp), TIHICPHH,
[1a7bMOBOC MacIIo, HUAMHAMAUI, TIIMLUEPHH MOHOCTEApaT, Kadblus D-aHToTeHaT, LINTPYCOBBIC
OunodnaBoHOMbI, NMUPUAOKCHHA TUAPOXIIOPUA, JIEUWTUH (U3 MOACOJHEUHNKA), THAMHHA
MOHOTHAPAT, pHOOQIABUH, THTaHAa AHOKCHA, pu6odmaBuUH, peTHHONA najbMHUTAT,
XoNeKanbUnu(epos, HuaHOKoOaTaMiH, BOJa OYUIIEHHAsA, (OTHEBAs KHCIOTA, OMOTHH,
(buroMeHaMOoH.

Cocras (xancynsl 711 mr): pbiGuil Kup, KenaTuH (U3 FOBAKbUX IIKYP), TIULUEPUH, CMECh
TOKO(EPOJIOB, BOJA OYHILEHHAS.

Cocras (xancynsr 560 mr): D,L-ansda-Toxodepona anerar, xenatun (M3 TOBAXKBUX LIKYP),
COCBOC MaCJI0, TIIMIEPUH, CMECh TOKO(DEPOIIOB, KPEMHUSA ANOKCH/, 6ETa-KapOTHH, JIIOTCHH,
JINKOIHH, BOJA OYHILCHHAs, OKCH] XKele3a KPACHBIH, OKCHJI JKeJIe3a KEITBIH, CelCHAT HaTPHs.
3asButens: OO0 "JIEKC", Poccuiickas ®enepauus. Axpec: OO0 "JIEKC", 140143,
MockoBckas 0611., PameHckui paoH, NayHbIi Mocenok Ponuukw, ya. Tpynosas, 1. 10
(Poccuiickast ®enepauns).

Opran, BbIAABIIMH JOKYMEHT, MOATBEPKAAIOMWNI GE30MACHOCTD HPOAYKUHU (TOBAPOB):
@enepansHas Cinyxba

Ceupnerenscto: Ne RU.77.99.88.003.E.000645.02.17 ot 09.02.2017

['masuerit Bpau I'Y "PecryGukaHCKui LEHTD TUTHEHE,

SMHUIEMHOJIOTHH U 0OIIECTBEHHOTO 310POBLA" A.J1. Cxypanosuu

EM Topxosa



