JAEPIKABHA CJIYVIKBA 3 JIKAPCHKHUX 3ACOEBIB
TA KOHTPOJIXO 3A HAPKOTHKAMHA y M. KHEBI

npos. Hanii Citnimunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Kog €IPIIOY 37079055

BUCHOBOK
PO sIKiCTL BBe3eHoro B Ykpainy JikapebKkoro 3acoby

22.09.2023 Ne 48299/23/26

JIBOJIIH ®OPTE

(HafiMenyBaHHs JiKapChKOro 3acoby 3rinHo 3 peecTpaLiHHAM NOCHIEYEHHAM)
Kancymn no 10 kareyn y Guicrepi; mo 3 Gaicrepn B inausizyanbHoMy nakeri KapToHHIi
Kopobui

(popma Bunycky, no3yBass, BHA MAKyBAHHA 1iKAPCHKOTO 3aC06Y)
Homep peectpauiiinoro nocsinuenns UA/5581/01/01 CTPOK Ail peecTpauiiinoro noceinuenna HeoOMexeHHH

Cepia nikapcrkoro 3acofy Ne 23B23D1 Kinbkicts BBe3eHoro nikapeskoro sacofy 22622

BipoGunk Mera Jlalidcaiiencis Ila6aix Komnani Jlimiten, Talnann
| (nHaliMenyBaHHs BUpOBHUKA TIKAPCEKOTO 3aCo0Y, KpaiHA NOXOMKEHHS)

Baeseno B Vkpainy ToBapucTBo 3 06MeskeHO0I0 BixnoBigaabHicTIO ""Mera JIai“lc]JcaﬁéHcis",
inenr, woa: 39405050

(naltmenysanus Ta koa 3a €/IPIIOY jopranyHOT 0cobH abo NpissHile, iM'a, N0 GaTbkoBi (izHuHOT
0coGH - niAnpuemLs, ii Micue TIPOKHBAKKEA Ta peceTpauiiinui HoMep 06nikoBOT KApTKH NATHIKA
nonarkis afo cepis Ta HOMep nacropra)

ITpotokon Bisyansuoro kourpomo ein 17.08.2023 N 2372/2.
Jlabopatopuuii ananis skocri nikapeekoro 3acoBy 3aificHenmit:

Hepxapna HayKoBO-oC/HiiHA JiaGopaTopis 3 KOHTPOJIIO AKOCTI nikapekkux 3acobis JepxapHol
ycTanoBH "IHCTHTYT rpomMancekoro 3m0pos's iM. O.M. Mapseea HAMH Ykpaiun" (M. Kuis,
syi.ITonypenka 50)

(naiiMeHyBaHHg Ta MicnesHaxokenns naGoparopii, wo nposena naboparoptini ananis skocti)

BHCHOBOK 1010 AKOCTI NiKapcsKoro 3acoby, Bunanuii nabopatopieo sin 21.09.2023 Ne 2085

PesynetaTn naGopatopHoro aHanisy skocti nikapchKoro 3acoBy 3a nepesipeHuMH NokasHikaMy BIANOBIAAKITE
BUMOTaM METOIB KOHTPOIHO AKOCTI (aHANITHYHO-HOPMATHBHOT Z0KyMeHTalil).

3a  pesyneTataMu  EPHMABHOTO KOHTPOJIO BCTAHOBIEHO, INO fikapeshkuil 3aci6 BpeseHo B Ykpainy 3
HOTPHMaHHSIM BHMOr-3aKOHOIABCTRA WOA0 3a0e3nedeHHs SKOCT] JikapebKux 3acobis.
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Viera JlandpcarieHcia Ma6nik Komnani NimiTen
anpeca: 3ason | 384, Moo 4, Coi 6, Beurny Iupacrpien leteifr, [TaTrana 3 Poyn, ®paekca, Myinr
Camyrrnipakapa 10280 Tainaup -

CEPTUDIKAT AKOCT! / CERTIFICATE OF QUALITY
IIpenapar JIBOJIIH ®OPTE, Kancynu No30 (10x3) - mo 10 kancyn B Gnictepi, no 3 Gnictepa B
IHAMBILyansHOMY NakeTi B KapToHHIH kopobui. / LIVOLIN FORTE capsules
Ne 30(10x3) in blisters - 10 capsules in blister, 3 blisters in an individual package in a cardboard box.
Ne cepil/ Batch No: 23B23D1 ‘ O6’em cepii B ynakoskax/ Batch size (packs) : 22622
Koutponsuuit nomep/Controt No: 23-0330 Peectpauitine nocsiguenus/ RC of drug: NQUA15581I01;61
Harta suroroBneHHs/ Mfg date: 23/02/2023 Tepmin npunatrocrir Exp date: 22/02/2025

Jliuensia /License No: NeJ 1/2528 PIC/S GMP ceprudikar No: 1-2-07-17-19-00009
KoxHa kancyna mictute/ each capsule contains:
Pocharuannxonis / Phosphatidylcholine 300 mr
Bitamin £ / VitaminE 10,00 mr
Biramit B1 (Tiamuny momoniTpaty/ Vitamin Bt 10,00 mr
Biramin B2 (pubodbnasin)/Vitamin B2 6,00 mr
Bitamin B6 (nipunoxcury ruapoxnopua)Mitamin B8 10 mr
Bitamin B12 (yianokoBanamiv)/Vitamin 842 10 mxr
Hixorunamig/Nicotinamide 30,00 mr
Ne NOKA3ZHHWKY SIKOCTV/ BHMOT'Y CTIELH®IKATITTY PE3VIABTAT/
QUALITY ITEMS SPECIFICATION REQUIREMENTS RESULT
Onue / HosracTi, kopuuneni Henpor2opi M'ki cemaTHHOBI
Description Kancyau.  Bmicr  kancynu-  macnsmucta  maca | Bignoeinae/.

KOPUUHEBO-KOBTYBATOr0  Konsopy./ Long, brown | Complies
opaque soft gelatin capsules. The content of the
capsule is an oily mass of brownish-yellow color.

Cepear waca emicty Bi 1045 wr 10 1155 mr/

KaqcyﬂfAverage filled 10451 195 mfeapsils 1108 mr/mg
weight per capsule

3 OnnopiguicTs Macu +7.5% +2,9% -2 2%
BMICTY Kancyn/ Bid cepeaHbol MacH BmMicTy.He Sinbiue asyx 3 20 mac
Uniformity of weigh BMICTY KaNCyJl MOMKYTh MATH BifIXHISHHS Bif

CepeaHbLOT Mack BMICTY Bisbie 3a+ 7,5%, ase Hi ofHa
3 MAc HE Mac NCPeBUILYBATH BiAXMACHHS Bif,
cepeaHLOl MacH BMicTy na +15% /  +7,5% of the
average content of the mass. No more than two of the
20 capsules may have a deviation from the average
content of matter greater than + 7.5%, but none of the
masses should exceed the deviation from the average
content by + 15%
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. He 6iabure 30 x5/ 10 x&/ min
Disintegration time NMT 30 min

5 Ineatudikanis/ Hac  yrpumysannn  nikiB  Qocdarummixoniny, o
Identification Bitaminis B i E 1a nikoTHHamizy Ha xpomarorpamax Bignosigae /
(MeToan B3XKX) CTaHAAPTHHX | BUNPOOYBAHUX PO3UMHIB, OTpuMatux y | Complies

posaini “Kinskiche BH3ZHAYEHH”, TIOBHHH]

cuisnagaty./The retention times of the main peaks of
phosphatidylcholine, vitamins B and E, and
nicotinamide on the chromatograms of standard and
test solutions obtained in the "Quantitative
determination” section must coincide.

§ InenThdikauis a)3aniza OKCHAM - YTBOPEHHS CHHLOIO sabapsnenns 3 | a) Bianosigae/
SapeHukis(xiMiuHi PO3YMHOM Kanilo deppounannia. , Complies
Metoauy 6) Turana piokenn - yTBopewns sin sowroro o | 6) Bianosinae/
Identification of dyes noMapasuesoro 3abapenexts./ Complies
(chemical methods) a) Iron oxide - the formation of blue color with a

solution of potassium ferrocyanide, b)Titanium
dioxide - formation from yellow to orange color,

7 Kinbkicue BHaHavueHHs/

Assay:

7.1, Gocharnauaxonin 270,00 - 360,00 mr/kan 322,70 mr/xan

7.2. Biramin B1 9,00 go 15,00 mr/xan 14,19 mr/Kan
Biramin B2 5,40 - 9,00 mr/kan 7,87 mrfxan
Bi_TaMiH 136' 9,00 -15,00 mr/kan 13,80 mr/kan
Hixorunamizx 27,00 - 45,00 mr/kan 39,83 mr/kan

1.3. Biramin B12

o 9 po 15 mxr/kan 13 mKr/kan
7.4. Bitamin E 9,00 - 16,50 mr/xan 10,17 mr/kan
8 MikpoGionoriuna B Ir npenapary aonyckaerses Mentue10/r
yucTOTA/ we Ginbuwe 107 Gaxrepii i 10°  rpubisJ | Gaxtepid i 10
Microbiological NMT 10° bacteria, NMT 10? yeast and molds 2%65530 cfu/g,
purity He ponycxaersen Escherichia coli B 1 r npenapary/ | Biacytwi/
Not accepted Escherichia coli in 1g of formulation absent

Harta snpaui cepruchikara/ Certificate is issued on: 19/06/2023.

Livm a nigreepmxyto, Wo HasegeHa sutle indopmauisa & AOGTORIPHOO | ToYHOW. Lito cepiio
npoaykuil Gyno BUpoBneHo (BKNIOYa0YN YIIaKoBKY | MapkyBaHHR) | NPOBEAEHO KOHTPOMb 1T SAKOCTI
Ha BUWesranaHomy 3asodi BiANOBiaHO Ao cneumdikayi, Lo MICTUTLCH B peecTpauitHOMy [OCKHE
Ha npenapaT ANA AOCNiAMKYBaHOro MiKapcebkoro 3acoby. FlpoTokonu BUPOBHMLITEA, YHaKoBKMA T8
aHanisis Byni posrnsHyTi | BCTaHOBNEHO BignoBigHicTe GMP./ ’

By this | certify, that above mentioned information is reliable and correct. This batch of product has
been manufactured (including packaging and labeling) and quality control of it is done on the
above mentioned site in accordance with the specification from the registegration dossier of the
investigated drug. Protocols of manufacture, packaging and analyzes were reviewed.z
compliance has been established,

AupexTop KoHTpono AkocTi QC E}irec% b . CHexen
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