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Jlex ®apmacbloTukanc a.a.
BeposLukoBa, 57

1526 JobnsHa

CnoBeHus

Ten.: +386 1 5802111
dakc: + 386 1 5683517
www.lek.si

Ccebinka: 1206261705
CEPTHO®UKAT COOTBETCTBUA

HaumenoBanue npoaykra LINEX FORTE(JIMHEKC ®OPTE) 42HGC V1 RU
Toprosoe naumenoanue JIMHEKC® ®OPTE
Jo3upoBka 1000000000 KOE+1000000000 KOE
JlekapcTBenHasi gopma TBepbie Karncybl
Tun ynakosxku biucrep
Pa3mep ynakoBku 6 OucTepoB X 7 Kamcys
Koa matepuana 44131671 Ceprupuxar GMP: 450-12/2024-3
Homep cepun RG1473 Tun Beinycka: Ceprudukanus cepun
Jdara npousBoacrsa 15.05.2026 Jara Bbimycka: 12.06.2026
T'onen no 30.04.2029 KouanyectBo: 13390 ym.
IIpousBoacTrBeHHas Jlex dapMacbOTHKAIC 1. 1. JInuensus: 800-6/2024-14
ILIOLIAKA Kolodvorska 27

1234 Menges

CnoBeHnus
Boeinyckarwmuii kKOHTpob Jlek @apmacblOTUKAIC 1.1, Junemsusi: 800-6/2024-14
Ka4ecTBa V1. BeposckoBa 57

1526 JIioOnsna,

CnoBeHnus
Crtpana-umnoprep Per. YaocroBepenue No: H/I/U3m. No: JITT-Ne(011816)-(PI'-RU)-
Poccuiickas @en. JIII-Ne(011816)-(PT'-RU) 230925

KoMnoHeHThI:
HaunMeHoBaHue MPOIYyKTA LINEX FORTE(JIMUHEKC ®OPTE) HGC SI114 MS
Koa maTepunana 42029107 Hepacdacosannsriit nponykr  Homep cepum: RF2829
Oo0mumii 00eM 570732 mur.
Hepac(acoBaAHHOIO MPOAYKTA
IIpousBoacTBeHHast Jlex ®apmaceroTUKAaC 1.1. JInunensusi: 800-6/2024-14
IJI0IAKA KomoxBopcka 27
1234 MeHnrer,
CrnoBeHus

Crp.: 12 *B 1aHHOM JIOKYMEHTE MOCTABJICHA JJIEKTPOHHAs MOJINUCH B COOTBETCTBHUHU cO cTaniaapToMm CaHo3



S A N D o Z ﬁ;&ng:::\:a;cuomxanc a.a.

BeposLukoBa, 57

1526 JobnsHa
CnoBeHus

Ten.: +386 1 5802111
dakc: + 386 1 5683517
www.lek.si

Ccebinka: 1206261705
CEPTHO®UKAT COOTBETCTBUA

HaumenoBanue npoaykra LINEX FORTE(JIMHEKC ®OPTE) 42HGC V1 RU
Toprosoe naumenoBanue JIMHEKC® ®OPTE
Koa matepuana 44131671 Homep cepun: RG1473

3akioyenne k Cepruurary:

Hacrosimum noarsepkaro, 9To MIpUBEIECHHAS BBIIIE HHPOPMANHS SBISICTCS JOCTOBEPHOMH U TOYHOM.

JlanHas cepust NpoayKTa ObLIa IPOU3BE/ICHA, BKIIIOYAs YIIAKOBKY/MapKHUPOBKY M KOHTPOJIb Ka4eCTBa, Ha BHIICYKA3aHHBIX
IUTOIIAIKAX B IIOJTHOM COOTBETCTBHU ¢ TpeboBanmsMu [IpaBmin Hauexareil mpon3BoACTBEeHHOM npakTuky EBpasniickoro
SKOHOMHYECKOTO COI03a M CIeNU(PHUKANNIMH, YKa3aHHBIMH B PerncTparmoHHOM yI0CTOBEPEHHH CTPAHBI-UMIIOPTEpa. 3aIHCH O
MPOU3BOJICTBE, YIIAKOBKE M KOHTPOJIE KauecTBa ObUIM MPOaHAIN3UPOBAHb] H IPH3HAHBI COOTBETCTBYIOIINMH TPEOOBAHUSIM
[IpaBun Hagexalel NpoOU3BOICTBEHHON NPAaKTUKU EBpazuiickoro 3KOHOMMUYECKOTO COH03a.

[TepBuunas u BropuuHas ynakoBka: Jlexk @apmacerotukaic 1.1. Kolodvorska cesta 27, Menges 1234, CroBenusi.

YITIAKOBKA:

INepBu4Hast yrmakoBKa:

Mo 7 xanicyn B 6mmctep U3 An/An Gonsru.

Bropuunas ymakoBka:

Mo 6 GucTepoB BMeCTe ¢ MHCTPYKIHUEH 110 MEUIIMHCKOMY ITPUMEHEHHIO B KapTOHHYIO mauky. [IpruMedanue: ¢ neinbio
KOHTPOJISL IIEPBOTO BCKPBITHS € IBYX CTOPOH KAPTOHHOI! Ma4Ke JIOIMYCKACTCS HAIMYME IPO3PAYHBIX HAKIIEEK. /

MAPKHPOBKA:

MapxkupoBka cooTBeTCTBYeT yTBepxkaAeHHbIM MakeTaM JIII-Ne(011816)-(PT-RU) ot 23.09.2025.
VYcnoBus XpaHeHHUs:

B opurunansHO# yrnakoBke (O1mcTep B KapTOHHOM ITauke) IpH TeMuepatype Hike 25°C.

Cpok ronHoctu: 3 roja.

KommenTapun:

B Xx0z1€ MpOU3BOICTBEHHBIX OIEpalii He OBUIO BBISBICHO OTKIOHEHHUH, KOTOPBIC MOTJIH ObI IOBJIHATH Ha COOTBETCTBUE
tpeboBanusiMm GMP u/nnu TpeboBanusim peructparponHoro yaocroepenus. / AOC: PROBIOTEC (ITPOBMOTEK) AB64 N
CHRH PW UD GE, npousBojcreennas miomanka ADC: Kp. Xancen A/C, Aapec: Jernholmen 1-27, Hvidovre, I'epmanns/ Ko
matepuaina: 40006070/ Homep cepun: B796840/ Homep cepun npomnssogurens: 3823019/

Boim rcnons30BaHbI ClleyIOMUe YIIaKOBOYHBIE MaTepHaisl: MHCTpyKwms o npuMeneHnto: 46389675/ Kapronnas nmauka:
46390898/ dombra: 46353717/

3aperucTpupoBaHHbIN pa3Mep YIaKoBKH: 10 7 Karcy B Gnucrepe; o 6 GmuctepoB B kapToHHOH nauke. / Ceprudukar GMP
EADC: GMP/EAEU/KZ/112-07-2024 (JIek ®apmacsrotukaic a.1., Kolodvorska cesta 27, Menges 1234, Crosenust) /
TIpousBoaurens HepacdacoBannoro prpoxaykra: Ceprupuxar GMP EADC: GMP/EAEU/KZ/112-07-2024 (JIex
dapmackrotukaic a.4., Kolodvorska cesta 27, Menges 1234, Ciosenust) / Konrpoins kauectBa: Ceptuduxar GMP EADC:
GMP/EAEU/KZ/110-06-2024 (JIlek ®apmacsrotukanc a.x., Verovskova ulica 57, Ljubljana 1526, Cnoenus)/ IIpogyxr
NpOaHaIN3apOBaH, yIIakoBaH U MapkupoBaH B cootBercTBuu ¢ HJI JITI-Ne(011816)-(PI'-RU)-230925.

Boinyck cepun / Ceprudukar co3gan Marest CobouaH, Y OJTHOMOUYCHHOE JIULIO
Boinyck cepuu / Jlata ceprudpuxara / Bpems 12.06.2026 / 15:03:58
Jarta co3nanuns ceprudukara / Bpems 12.06.2026 / 15:05:11

Crp.: 2/2 *B maHHOM JOKYMEHTE IMOCTaBJICHA 3JICKTPOHHAS IOANKCH B COOTBETCTBUU O cTaHaaprom CaH03




SANDOZ @Iek

CEPTUO®UKAT AHAJIU3A

Jlex ®apmacbloTukanc a.a.

YJ1. BepoBLukoBa 57

Cn-1526 JliobnsHa, CrnoBeHus
Ten.: +386 (0) 1 580 21 11
dakc: + 386 (0) 1568 35 17

KoHTpornb kayecTBa roTOBbIX
nekapcTBEHHbIX hopM

YJ1. BepoBLukoBa 57

Cn-1526 JliobnsaHa, CnoeeHus
Ten.: +386 (0) 1 580 26 81
Pake: + 386 (0) 1 568 45 81

INPOAYKT: 44131671 TUHEKC ®OPTE 42HGC V1 RU
HOMEP P.VY: JITI-Ne(011816)-(PI'-RU)
CTPAHA: P®
HOMEP CEPUMNA: RG1473
HOMEP BAJIK: RF2829/42029107
| TAPAMETPBI METO/JbI KOHTPOJISI U HOPMbBI | PE3YJIBTATHI
Buemnuit Bux kancyn Benslit kopmyc, xEnTast KpbIIKa CooTBeTcTBYET
BHeurnuii BUJ coiep>kKUMOro Karcy [Toporok ot cBeTI0-0ex)eBOro 10 CootBetcTBYyET
CBETJIO-PO30BOTO L[BETA C TEMHBIMU
BKpAIUICHHUSIMH.
PacniamaemocTts He 6onee 30 MUHYT ¢ TUCKaMHU 14 MuH.
Pacnagaemocthb He 6onee 30 MUHYT ¢ TUCKaMHU CoOTBETCTBYET
pH 4.5-6.5 6.1
Cpennsisi Macca COIepKIUMOTO 211,5-258,5mr 232.5 mr
235 mr £+ 10%
OTKJIOHEHHS B Macce + 10 %, EBp. @. CooTtBeTcTBYyET
[ToTepst B Macce NpHu BBICYIIMBAHUH He 6oiee 3% 1.7%
[ToamMHHOCTE: MUKPOOHOIOTHYECKOE MoIo9HOKHCTTBIC OaKTEpUN CooTBeTCcTBYET
OTIpe/ieIIeHNe
[ommuHOCTE — OKpacka 1o ['pamy Lactobacillus acidophilus LA-5 CooTBeTCcTBYET
IonnuuHOCTB — OKpacka o I'pamy Bifidobacterium animals subsp. lactis CooTBeTcTBYET
BB-12
KonaecTBeHHEBIH cOCTaB He menee 2 x 10° KOE / kamc. 5 x 10° KOE/ karc.
O6mee urcsio OakTepuit

Crp. 1u32

/* VlctipITaH#e IpOBOIUTCS BEIOOPOYHO. VcIBITaHNE IPOBOIAMUTCS HA OTACIBHBIX CEPHUIX B COOTBETCTBUH C

YTBEPIKACHHBIM TpahUKOM
DJIeKTPOHHAS TIOITHCH



Jlex ®apmacbloTukanc a.a.

KOHTpOJ'Ib Ka4yeCTBa TrOTOBbIX

SANDOZ @ lek V1. BeposLukosa 57 §§K_asr’e°giﬁiiﬂéaq°s°7p“”
Cn-1526 JliobnsaHa, CnoseHus Cn-1526 JliobnsaHa, CnoeeHus
Ten.: +386 (0) 1 580 21 11 Ten.: +386 (0) 1 580 26 81
dakc: + 386 (0) 1568 35 17 dakc: + 386 (0) 1568 45 81
CEPTUOUKAT AHAJIU3A

MNPOAYKT: 44131671 TUMHEKC ®OPTE 42HGC V1 RU

HOMEP P.V: JIII-Ne(011816)-(PT-RU)

CTPAHA: P®

HOMEP CEPUM: RG1473

HOMEP BAIJIK: RF2829/42029107

| ITAPAMETPBI METOAbI KOHTPOJISI U HOPMbI PE3VJIbTATHI

KoanuecTBeHHBIH cOCTaB

He menee 1 x 10°KOE /kamc
Lactobacillus acidophilus LA-5

3 x 10° KOE/ karc.

KoanuecTBeHHBIH cOCTaB

He menee 1 x 10° KOE /karc.
Bifidobacterium animals subsp. lactis
BB-12

2 x 10° KOE/ xarc.

Oo1ee yrco adpoOHBIX OaKTEepHit He 6onee 10 KOE/r 1 KOE/r
OO6muIee 9rcio TPOXOKEH 1 TUIECHEBBIX OrtcyTtcTBHE/T COOTBETCTBYET
rpuboB

Enterobacteria OrtcyTtcTBHE/T COOTBETCTBYET
Pseudomonas aueroginosa: OtcyTcTBHE/T CoOTBETCTBYET
Staphylococcus aureus: OtcyTcTBHC/T CoOTBETCTBYET

Vcnopus XpaHCHUSA:

YITAKOBKE
CooTBeTCTBYET yTBEPKACHHOH crienudukanmn

Jara: 11.06.2026

1P TEMIIEPATYPE HE BBIIIIE 25°C. XPAHUTb B OPUT MTHAJIBHOM

Kontpons xauecTBa

Camupa Camapmxny

Ctp.2u32

/* UcnibITanue MMPOBOAUTCA BI)I60p0‘1H0. Hcneitanne MMPOBOAUTCA HAa OTACJIbHBIX CECPUAX B COOTBETCTBUMU C

YTBEPIKICHHBIM I'paduKoM
DJIeKTPOHHAS TTOIITHCH
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