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NEKJAPALIUA O COOTBETCTBHHA

AEKJAPAHT, NPHHAMAIOUIAI JEKJIAPAITHIO O COOTBETCTBHUM

340 "CAHIJO3"

Ceedenus 0 pe2ucmpayuy OpeaHu3ayui. MeoicpationHas UHCNEKYUs Dedepanbroi Harozoeoti crysicte Ne 46 no
2 Mockee 01.01.2008, OF'PH 1027739159601, dama npuceoerus OrPH 06.09.2002.

Aopec: 125315, 2. Mockea, Henunzpadckuti npocnexm, 9.72, xopn. 3. Tenegpon: 8(495)660-75-09.

B auye: Pyxosodumens omoena R02UCmuKy (flpuxaz GX-601 00/18 om 15.11 .2018) Enucees Huroraii
Braoumupoguy

ZASIBJISIET, YTO

Aexapcmeennoe cpedcmeo; AMOKCUKAAS, NOPOULOK ONAL NPUROMOBREHUS CYCNEHIUY OASL RPUEMA BHYMPb 125
me+31.25 m2|5 ma 25 2, hraxonst memHo20 CMeKna (1), 6 komnrexme ¢ QOIUPOSOHHOU 2padyuposantoll
nunemxoil, nawxky kapmoxnvie, PY Ne IT N0I121 24/03 om 29.06.2011 (dama 3amenwt 23.09.2016), cepus

JG 1768, napmun 9715 ynaxoeok, 200en 00 30.09.2020, npousgodcmea Jlex .9., Crogenus, Lek d d., Perzonali
47, Prevalje, 2391, Slovenia x0d OKITA2 21.20.10.191, xoo TH B3O 3004100008, xonumpaxm MNe 02/Canodos
AI712 om 01.02.2012, uneotic Ne 4190473968 om 04.01.2019

COOTBETCTBYET TPEBOBAHHUAM

T N012124/03-230916

JEKJAPATIAA IPUHATA HA OCHOBAHUH

ceprmugpuKam ananu3a nPou3eo0Umens om 10.10.2018, Cepmudbuicam coomeemcmeus CUcHmemul
menedareMeHma kavecmea @ Cucmene 00BposoRbHOT cepmudurayuu "PAPM-PETHCTP" Ne POCC
SI.DIKI0.K.00169, cpox deticmaua ¢ 10.04.2018 2. no 31.05.2019 2., OO0 "OxpyscHoh yermp KOHMPORA
xauecmaa”, Poccus, 115280, 2. Mocxea, ya. Macmeproea, O. 4, sm. 5, nom. I, kom. {

IIATA TIPUHSITHSA JEKJAPALHAH 15.01.2019
HMs JENCTBUTENBHA [0 30.09.2020
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" CBEJEHUSI O PETHUCTPALIIN

OPT'AH IO CEPTHO®HKAINN, 3APErMICTPAPOBABIIHN JEKTAPAIIAIO

RA.RU. 11 ©MO08 OPIAH 110 CEPTH®HKALHH ITPOA VKIJHH OFLECTBO C Or, PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPYXXHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yi. Macmeproéa, 0. 4, am. 5, nom. 1, xom. 1, adpec op2ana no

cepmucpurayuu. 115280, POCCHA, 20pod Mockea, ya. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
y L 1y, M,

\jPAIJ,I/I'ﬂ (”)f“_ ROTBETCTBHH 3APETUCTPHPOBAHA M POCC RU J-SL.®M08.B.1 2420/19
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| CAHZIO3

Ccoinka: 1210180803

. CEPTUOUKAT COOTBETCTBHS1

BoinyweH:

Nek dapmacsioTkanc a.4.
BeposLukosa, 57

1526 MwbnaHa, CnoseHwA
Ten.: +386 1 580 2111
daxe: + 386 1 5683517
www.lek.si

JMUEH3UsA Ha NPOU3BOAGCTSO.
800-45/2017-11

HpoayxT

HJo3upoBKa

dopMa T03UPOBKH
YnakoBKa

O6neM YyNaKOBKH

Koz

Cepun Canaos

Jara npoH3BOACTBA
CpoK TOAHOCTH

A/jpec DPOH3BOAUTENS

Toprosoe HauMeHOBaHHE

AMOKCHKIIAB 156,25 mr/5Mn 100m5 POS Pd
AMOKCHKIIAB 156,25 Mr/5mn 100M1 POS BO
125 Mr + 31,25 mr /5 ma

[TopoIoK i MPUTOTOBICHHH CYCNIEH3MH JUIA MPHEMA BHYTPb
dnakoH

1 yo x 100 M

44019868 Tun BLINYCKa: DBeIMycK Ha PRIHOK
JG1768

25.,09.2018 JiaTa Brimycka: 12-10-2018
30.09.2020 Koanuecrso: 9715 yi.

Jlex apMacbOTHKAIC 1.1,
Mepzouanu 47
2391 [Ipesanne,

JTunensun: 800-45/2017-11

CinoseHHA
Cocras:
TpoaykT AMOKCHK/IAB I'PaHYJIbI JUIs IPHIOTOBICHHS CYCNeH3MA T
fpyeMa BHYTph
Koa 338249 Cepus: JF9077
Oomai o0bem 403 xr

Ajipec NPOH3BOAUTEISA

Jlex PapmacsroTHKANC ..
Tlepsonaiu 47

2391 IlpeBansbe,
CnoBeHHs

JIunenszun: 800-45/2017-11

IIpoaykT
Koxa
Anpec IpoM3IBOTHTE/IS

Knasynanat kanus (Kalijev klav-D AB(ZB)PN 100% - P)
783544 Cepun: B486232

Jlek o.a. Jlennasa rutant API JIumensun: 800-45/2017-11
Tpumaunu 2D

9220 Jlennasa

CroBeHHs

Crp.: 1/2

*B A1aHHOM JOKYMEHTC NOCTABJICHA JJIEKTPOHHAs MOAIHCE B COOTBCTCTBHH CO

cTanaapToM Canaos



BoinyiieH:

CAHJI03 Nek dapmaceioTUKANC A.A.
BepoBwkosa, 57
1526 NMoGnana, Cnosexwa
Ten.: +386 1 580 2111
daxe; + 386 1 5683517

Ceblnka: 1210180803 www.lek.si
JIMUEH3NA Ha NPOU3BOACTBO!
800-45/2017-11

CEPTUO®UKAT COOTBETCTBUA

MpoaykT AMOKCUKJIAB 156,25 Mr/5Ma 100mn - PO
Toprosoe HANMEHOBAHRHE AMOKCHUKJIAB 156,25 mr/5mn 100m1 BO
Konx 44019868

Cepns Canpes: JG1768

Ipoaykr Amokcunpuaa Tpuruapat N ES31 PW C1 UE
Kox 472191 Cepus: B480630
Anpec Npou3BOAMTE/isl Cannos Uaaycrpuais [pogaxte C. A.

Crta. Granollers Cardedeu
08520 les franqueses v.
Mcnanus
Cepusl BPON3IBOAUTEIA B480630

JaKa0UeHHE:
HacTOALMM NOATREPAAAI0, HTO BCE MPOH3BO/ICTBEHHEIC TAMBL 3TO# MApTHH TOTOBOH MPOAYKIMH SbLIIH IPOBEASHEL B NIOJTHOM

cooTaercTBHY ¢ TpeGoraniwivu GMP u TpeGosaHiiM GMP EC 1 (korna ne 8 EC) ¢ TpeGOBAHMAME pery ATOPHBIX OpraHon
CTpaHbl/CTPaH HAHAUCHHA.

KomMMeHTApHH!

B npouecce MPOHIBOACTEA N YTTAKOBKH MpeAYKTa He ObL10 3auKCHpOBAHO KAKKHX-THOO OTKIOHEeHUH, KOTOPBIE MOTIIH
Ob] BJINATL HA BBIMYCK MPOMYKTa.

Brimycx cepnu / CepTH(HKAT CO3MAH Tabpena Ocenek , PYKOBOAMTEND BHITYCKa,
YIIOTTHOMOUYEHHOE JIHIIO

Brimyck cepun / Jlata ceptuduxara / Bpema 12.10.2018 / 06:03:24

Jlata co3nanya cepTudukata / Bpems 12.10.2018 / 06:03:42

Crp. 212 *B naHHOM A0KYMEHTE NOCTAB/EHa MCKTPCHHAL NOANKCL B COOTRETCTBHH co crannaprom CaHnos



PNex GapmackioTAKANC A.A-
3agog No NPOUIBOACTRY NEHMUMANUHA

KoHTponb kavecrtsa

MepacHanu 47

Cn - 2391 Npeeanve, CnoseHiA
Ten.; +386 (0) 2 824 63 43
daxe: + 386 (0) 2 82317 75

Mepaonanu 47

Cn - 2391 Npesansbe, CnoseHuA
Ten.: +386 (0) 2 824 63 31

dakc, + 386 (0) 823 16 66

 TUIECHEBbIX I'PHEOB:

CEPTUDOUKAT AHAJIM3A
IIPOAYKT: 44019868 AMOKCHKJIAB® nmopomok A/s IPUTOTOBICHAN
cycHeH3HH JIs IPHeMa BHYTPb 125 mr + 31.25 mr /S mMa
HOMEP P.Y TI N 012124/03
HOMEP CEPHM: JG1768
[ HAPAMETPBI [ TEXYCJIOBUSE PE3YJIbTATBI
OTTACAHUE (conepxumoe (pakoHa)  Kpuctaniuqeckuii opomok ot Henoro o CoOTBETCTBYET
S _ o _ XKEJITOBaTo- -(enore LBeTa . S o
" OMUCAHUE (roTosas CycTIEHINA) OT [OUTH GEN0ro IO KENTOro useta COOTBETCTBYET
. TOMOreHHAA CYCNeH3NA N - o
- BOJA C<1.5% i 21 %
pH ‘ 3.8-66_ o ) 53
[IOJIMHHOCTD | AMOKCHIIMIIUH _ o H _CogﬁergymsyETw
MOJUIMHHOCTD - Kanna Knapynosar . .. CocrsercTBYeT ..
- COJTEPKAHHE 112,5 — 150,0 mr/3mn 131,7 wmr/5mn
¢ Amokcuuunnud: 125,0 mr/5 mn :
£ (90,0 -120,0 %),
CONEPKAHUE 28133906 Mr/ SMT 3451 mr/Sma
. Knasynanosas kuciora: 31,25 Mr/ S MA
) £ (90,0 - 125,0 %), - L o
OBILEE YHCJIO ADPOBHBIX " ne Gonee 10° KOE/r Menee 1000 KOE/r
BAKTEPI/IM : S — - e s - .
OBMIEE YHCJIO JIPOXOKEH ¥ jte Gonee 102 KOE/T ‘ Menee 100 KOE/T

/% VcobpiTaHWe OPOBOANTCA BLIGOPOUHO.

YTBEPKACHHBIM rpad koM.
J7eKTPOHHAS TOJNMHCH

Crp. 1 m32

Hcnpitanie MNpeBOAMTCA Ha OTAENbHbLIX CEpUAX B COOTBETCTBHE €



Nek DapmacsoTUKanc A.4. KoHTponb kadecTea
3aBoj NO NPOWIBOACTEY NeHULMANNHA

MepaoHanu 47
Mepzonanu 47 Cn - 2391 MNpesanse, CnoBeHna
Cn - 2391 Npesanse, CnoseHuA Ten.; +386 (0) 2 82463 43
Ten.: +386 (0) 2 824 63 3 daxkc: + 386 (0)282317 75
dakc: + 3686 (0) 823 16 66
CEPTUO®UKAT AHAJIU3A
NPOAYKT: 44019868 AMOKCHKJIAB® nopomok aJ1s NpUroTOBJICHHA
CyCIeH3 MM 17l pHeMa BHYTph 125 mr +31.25 Mr / S mMa
HOMEP P.Y I N 012124/03
HOMEP CEPUN: J G1768
| TAPAMETPBI [ TEXYCJIOBMSE [ PE3VJILTATDI
Escherichia Coli: OTCYTCTBHE / T  COOTBETCTBYET
XPAHEHHUE [TPH TEMITEPATYPE HE BBILIE 25°C, B 3ALUULIEHHOM OT
BJIIATH MECTE
CoOTBETCTRYET YTREPKACHHOT cnenpudUKAIHA
Jara: 10.10.2018 KouTpons kKauecTRa

Tywmxa ©puce-Onepian

" Sf\‘,\iDOZ"

En’pmul,‘m Kamuo

* mMockeh

Crp. 2 M3 2
/* DicbiTanHe NPOBOAMTCA BHIOOPOHHO. WcnbiTaHne MPOBOAMTCA HA OTZEABHLIX Cepuix B COOTBETCTBHH €
YTREPXACHHBIM IPAQHKOM.
nekTpOHHAA NOAIUCE
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