JIEKJIAPAIIISI O COOTBETCTBUM

JEKJIAPAHT, IPUHHUMAOIIUHA JAEKJIAPAITMIO O COOTBETCTBUHU

340 "CAHO3"

Ceedenun o pezucmpayuu opeanuzayuu. Meacpationnas uncnerxyus Dedepanvroti Hanozo8ot cayicbvr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739159601, dama npucsoenus OI'PH 06.09.2002.

Adpec: 125315, 2. Mocksa, Jlenunzpadcruii npocnexm, 0.72, xopn.3. Tenegpon: 8(495)660-75-09.

B nuye: Pykosooumens omoena nozucmuxu (npuxas Ne GX-60100/18 om 15.11.2018 2.) Enuceeg H.B.

3ASIBJISIET, UTO

nexapemeenHoe cpeocmeo: Juyuron, mabnemiu 250 mz 10 wm., ynaxosxu auedixossie xonmypuuie (10), nauxu
xapmonnvte, PY Ne II N013946/01 om 26.11.2007 (0ama 3amenwr 29.11.2016) suidano Candos 0.9, cepus
JW7046, napmus 7776 ynaxoeox, 200ex do 30.06.2024, npousgodcmea Jlex 0.0., Cnoeenus, Lek d.d,
Verovskova 57, 1526 Ljubljana, Slovenia / Jlex 0.0., Cnosenus, Lek d.d., Trimlini 2D, Lendava, 9220, Slovenia,
k00 OKIT/[2 21.20.10.132, koo TH B3] 3004900002, xonmpaxm Ne 02/Candos AI712 om 01.02.2012, uneoiic
Ne 4190511114 om 13.08.2019

COOTBETCTBYET TPEBOBAHUSAM

IIN013946/01-261107 (H/J 42-377-07 usm. Ne 1-6)

AEKJIAPAIIHAS TPHHSATA HA OCHOBAHUH

cepmugpuxam ananusa npouseodumensn om 01.08.2019, Cepmugpuxam coomsememeusn cucmems
Menedoicmenma xauvecmea 6 Cucmeme 006pogonsroti cepmugurayuu "®APM-PETHCTP" Ne POCC
SIL.OX0.K.002135, cpox Oeticmeus ¢ 31.05.2019 2. do 31.05.2022 2., OO0 "Oxpyoicroti yewmp konmpons
kayecmea"” (OO0 "OLKK"), 115280, . Mocxea, yn. Macmepkosa, 0.4, am. 5, nom.I, xom. 1

QZ Emucees H.B.

[IOANHCh O H.0

CBEJIEHMSI O PETCTPAIINN

OPTAH ITO CEPTH®HKAINHA, SAPETHCTPUPOBABIIHI JEKJIAPALIUIO
RA.RU.11®M08 OPI'AH 110 CEPTHOHKALIHH ITPONYKIIHH OFLJECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTBIO ' 'OKPY)KHOH LIEHTP KOHTPOJIA KAYECTRA "

S onzmegayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, kom. |, adpec op2ana no
Dhagies 15280, POCCHA, 20pod Mockea, ya. Macmepxoaa, 0. 4, am. 5., men.:(495)788-02-88, ae6-

@L/ Hunenxo U.B.

TOATHUCE Pykosomutens OC




(9) 10866/30-20 r.Banawwuxa, mkp-H CanTeikoeka, HocoBuxuHckoe wocce, Bnagexue 253, 1 atax, nomewenmne N21 000 "ApxuMep"

CAHJIO03

Ccbinka: 02081581206

Bhinywen: S
Nek ®apmaceloTHKanc 4.4. /,/;;/\’\S;E 2Ellige
Beposwekosa, 57 ;’j/( ey
1526 NMwbnana, Cnosexus i 2 ]{(.‘
Ten:+386 1 5802111 _;‘r;‘ X S
Pakc +386 1 5683517 =1 . .8
VA r‘k (:‘ tl ' x| : i ‘l'. '7'1’
Nuueraus Ha NpoU3IBOACTEO: WA o
800-21/2018-10 WA
“\*u,} b
CEPTU®UKAT COOTBETCTBUS e

Ilpoayxkr

Mo3upoBka

®opma 103MPOBKH
YnakoBka

O0bemM ynakoBkH

Kon

Cepusa Cangos

JaTta npousBoacrea
Cpok roaHocTH

Anpec npoH3BoaHTE IS

BbinycKalowmi camr:

Tectupyrownii cainT:

ToproBoe HanmMeHOBaHHe

JULIMHOH 250 mr 100 Tabnerok  P®

JULTMHOH

250 Mr

Tabnerku

bauctep

10 6:amnctepoB x 10 tabnetok

90573 Tun Beinycka: Beinyck Ha pelHOK
JW7046

04.06.2019

30.06.2024

Jlex ®apmachlOTHKAIC 1.1
Tpumauuu 2 1

9220 Jlenaaga,

Cnoeenus

Jlex ®apmacblOTHKAIC 1.1
Tpumannuu 2 J]

9220 Jlennapa

CnoBenus

Jlek ®apmacelOTHKAIC 1. 11.
Beposiukosa 57

Hdara Bbinycka: 02-08-2019
KoanyectBo: 7776 yn.
Jinnensus: 800-21/2018-10

JInunensus: 800-21/2018-10

Jinuensus: 800-21/2018-10

Alnpeg, omnounrenﬂ

1526 JIrwobisiHa
CrnoBeHus
Cocras:
MMpoayxT STAMBUIJIAT tadnerku 250 mr SI03 EU
Kon 42027224 Cepus: JV6626
O6ui 00bem 788796 .

Jlex ®apmacerotukaic a.a.  Jlunensusi: 800-21/2018-10
Beposuikora, 57
1526 JlroOnsHa,

CnoBeHus

1410, uTO Bee MPOM3IBOICTBEHHBIC 3Tanbl ITOR NAPTHH rOTOBOH MPOAYKUHK GLIIM TIPOBEIEHBbI B MOTHOM
‘JOBaHHﬂMH GMP u tpeGosausm GMP EC u (xoraa ne B EC) ¢ TpeGoBaHHAMH peryasTopHbix OpraHos




(9) 10866,/30-20 r.Banawwuxa, Mkp-H CanteikoBka, HocoBuxuHckoe wocce, BnageHue 253, 1 atax, nomewenue N21 000 "ApxuMen”

CAH}]O3 ; BbinyweH:

Nek ®apmacsoTkanc a.4.

Bepoewekoea, 57

1526 Nwbnaxa, Cnoserus

Ten:+386 1 5802111

®akc:+386 1 5683517
Ccebinka: 0208131206 vavw ek s

nHuE.‘HSVIFI Ha NPOW3BOACTBO:

800-21/2018-10

CEPTH®HUKAT COOTBETCTBUA

IlpoaykTr JULIMHOH 250 mr 100 Tabaetok PdD
Toprosoe naumenosanue JJUIIMHOH
Kona 90573 Cepusa Canno3: JW7046

Kommentapun:

B npouecce npousBoacTBa H yNakoBKH NPOAYKTa He GbI10 3aHKCHPOBAHO KaKHX-1HBO OTKJIOHEHH A,
KOTOpbI€ MOT/IH Obl BIIHATE Ha BbINYCK MPOAYKTA.

Beinyck cepun / CepTudmkar cosuan Kacmuua Knen , ynonHoMmoueHHoe nuuo
Berinyck cepuu / Jlata cepTudukara / Bpems  02.08.2019 / 10:06:24
[Mlara co3nanua ceprudpmkara / Bpems 02.08.2019/ 10:06:53




(9) 10866/30-20 r.Banawmxa, mkp-H Canteikoeka, HocoBuxuHckoe wocce, Bnagexune 253, 1 atax, nomeuiedne N21 000 "ApxuMen”

KoHTpons kauecTea roTosbix
NEKapCTBEHHBIX OpPM
Beposwekosa, 57

Cn-1526 Nwénana, CnoeeHus
Ten.: +386 (0) 1 580 26 81
®akc: + 386 (0) 7 568 45 21

Nek ®apmacbloTukanc 4.4a.

BepoBwkoea, 57

Cn-1526 Nw6nana. Cnosexus
Ten.: +386 (0) 1580 21 11
®akc: + 386 (0} 1568 35 17

CEPTUOUKAT AHAJIU3A

IMPOJAYKT: 90573 TULUMHOH Ttab6.aerku 250 mr

HOMEPP.Y.: IT N 013946/01

CTPAHA: P®

HOMEP CEPUH: JW7046

HOMEP BAJIK: JV6626/42027224

| TAPAMETPbI | TEXYCJIOBHS | PE3VJILTATHI ]

LUBET benbie uau nourtu Gensle CootsercTayeT

BHEWIHWH BH/] Kpyrabie 1BoskoBbinykable TabneTkH CooTtBetcTByeT

MACCA 400 mr CootBetcTBYET

OJJHOPOJJHOCTb MACCHI = 5%, Esp.®. CoortBetcrayer

NOONIUHHOCTBb DTam3unar CooreetcTBYET

KOJIMMECTBEHHOE 225,0-275,0 mr/Tab dtamiunar: 250,0 2457  wmr/Tab

OINPEJEJIEHHUE mr/tad (90,0-110,0%)

[MPUMECH <0,1 % Menee 0,1 %
["'mapoxuuon

NMPUMECH 0,1 % Menee 0,1 %
[TponyKkThl OKHCIEHHs

PACTBOPEHHE Otam3unar He MeHee 80% (Q) 3a 30 MuH 101 100 101 99 99 100

PACTBOPEHHE / Cpennuit nokasatens 100

Obuee yucno adpobHeix GakTepit:
O6wwee umucno Ipoxokei H MIECHEBbIX

rpuboB:

He Gonee 10° KOE/r
He donee 10° KOE/r

Menee 100  KOE/T
Menee 100 KOE/r

‘-’ .-\:’(: \\\\

7 WS Loy 4 N
CAHO3N

YTBEPKAEHHbIM rpadHKomM.
DneKTPOHHAsA MOANHCH

Crp. I u32
CEPHAX B COOTBETCTBHH C



(9) 10866/30-20 r.Banawmnxa, mkp-H CanTeikoBka, HocoBuxmuHckoe wocce, Bnanexune 253, 1 atax, nomeweHue N21 000 "ApxuMen”

Nex GapmacoroTUKanNC 4.4 KoWTponb kayectsa roToBkix
nexkapcTBeHHbIX hopm

Beposuwikoea, 57 BepoBwekosa, 57

Cn-1526 Nobnana, CnoseHus Cn-1526 Mobnana, Cnosexvs

Ten.: +386 (0) 1 58021 11 Ten.: +386 (0) 1 580 26 81

dakc: + 386 (0) 1 5683517 ®akc: + 386 (0) 1 568 45 81

CEPTUOUKAT AHAJIU3A

IMMPOIYKT: 90573 TUILIMHOH Tabaerku 250 mr

HOMEP P.Y.: I1 N 013946/01

CTPAHA: PO

HOMEP CEPHH: JW7046

HOMEP BAJIK: JV6626/42027224

NNAPAMETPbBI TEXYCJIOBHUS PE3YJIbTATHBI
Escherichia Coli: OTCYTCTBHE / T CooTBeTcTBYET
XpaHeHue [Tpu Temneparype He Bbie 25°C

CoOoTBETCTBYET yTBEPXKACHHOH cneundHKaLHu

Hata: 01.08.2019 KonTponb kauectsa

Marexka HBanxkko

—
e 0 E_IH,EC%W

e

Crp.2u32
/* HcnbiTaHue npoBoaMTCA BLIOOPOUHO. MCMbITaHHe NPOBOAHTCA HA OTAENbHBIX CEPHAX B COOTBETCTBHM C
YTBEPH/IEHHBIM IPapUKOM.
DneKTPOHHAA NOANKCH



