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Jakpuitoe akuioiepioe obiuectno «Dapaanentiieckss npua « IFKKOn (3AQ «IFKKO»)
601125, Bruansmpexag 06, NeTywuneknh p-1, toc. Boasiurexi, NI 3awoncxas crp 278

Jwpexrop no kaectay. Anewmna E.FO., Ten. (49243) 71-552 (806.3604), c-mail: eyaleshina@pharmstd ru
Havansuink OKK. Bpenuyruna M.B ., Ten. (49243) 71552 ( 006.3745) . ¢-

Haumenosanme npenapara Moxcudaokcaunn-Ontink, Kaniu rnaliste 0,5 % 5 vn ;
Ko/inyecTso npoaykunn a cepuu (yn.) 30 42

Homep

JlaTa nponisonctra 09.07.2020

cepun 010720

MACIIOPT N: 593

logew 0o 07.2022

mail: mvbrenchugina@pharmstd ru

COM OKK-067/E-2020 (u.4}

AHBIHILI/MCNBITAHHR NPOBEACH 8 cOOTBeTCTBHM ¢ H JIM-004637-1501 18, uam. Nel

rmssu_m,m r.Banawmuxa, MukpopanoH Canteikosxa, HocoBUXUHCKOE wocce, BnageH1e 253, 1 atam, nomewenne N1 000 "ApxuMen”

aTH Huumenosanue . Pesyaetars:
-fuum uoxnlave/iei Tpebosauun wopmarusuoro ASKYMEMTN BHRNNIOB/ MO BITRM KA ’
06.08.2020 | Onucanue Busyansuwd. [pospaunsi  Wan crerxa onanecimpyiouinh | Cootsercrsyer ’
PACTEOP JIENCHOBATO-KENTOrO LBETA [ipoipaunsiit pactaop 1cnenosaro-xenToro usera
Hoanuunocrs BINX Bpema yaepxusamis nixa MoxcHdrokcawina ia Xpo- | BIXKX. Bpemn YACPKHUBBIHA [THKA MOKCHONOKCAIsHE |
07.08.2020 | -moxcupnoxcayun MUTOTPAMME  HCHIWTYEMOTO PacTBOPA, HPHIUTOBACHHOIO MU | Ha XPOMATOrPAMME HCNBITYEMOrO PACTBOPA, NPHIOTOR- |
KOMAYECTBEHHOND  ONPCABAEHIA, NOMKMHO COOTBETCTROBATL NEHHOIQ ANR KOJIHYECTBCHNOTO ONPEAENEHHA, COOTDET- 1
BPEMEHH YACPMHBAHIR NHKD MOKCHNOXCAUMHA HA XDOMBTO- | CTBYET Bpemein YACPKHBARHUA NHKA MOKCHOAOKCAUHHE |
rpamMme pacrsopa | Ha XpoMaTorpamse pactsopa |
06.08.2020 | -Bopnar kucroma Kauectsennan peaxus. Coorsercrayer
OGpIoBANKE MNBMEHH, OKAAMICHHOID JENEHbIM UBETOM. O6pasoBanie NAAMEHH, OKAAMACHHOND 1eeH M upe-
TOM.
06.08.2020 | Mpoipaumncens I Xill, ODC.1.2.1.0007.15 Coorsercrayer
Mpenapar aomkex GbiTe NPOIPAUHSIM HAH €FO OnieCUEHUNA He | [Tpenapat npolpayHmp
Zomxwa ApesT: ranou Ii
06.08.2020 | Lsernocrs ' X1, metoa 2. OPC.1.2.1.0006.15 Cooraerctayer
Oxpacka npenapata He 20n%Ha NpeHLIWLATS TTUAOK GY, Oxpacka npenapara saacpmunact CPABNCHHE C
Jranosom GY,
06.08.2020 | pH @ X1, O©C.1.2.1.0004.15, noresusometpusccxuft Cootsercrayer
. 0163073 6.8 N
06.08.2020 | OcmonmnniiocTs '@ XI1I, ODC.1.2.1.0003.15, kpuockonuuecknh
L O 260 A0 320 wOcw/xr 270 uOcwur 4
06.08.2020 | Mexanmsecwue o Xit, O0C.1.4.2.0005.15
H BRONCHIA B coomsercTaum ¢ Tpebosarnanit Bunepuusaet TpeGosaius
{ 06.08.2020 | O6unem conepumumora | [ XIlI, OGC.1.4.2 0007 15 CootsetcTayer Tpebosalinan
L YORKOBKH B cooTmercTamm ¢ Tpebonanmanm Cpenree 3nnuenue 5.2 mn N
07.08.2020 | PoacTmesnnie BIXX.
npHsMeen {Tpusecu ¢ omwocumessisiiu CLRMEHUMI YORD NCUUNLA MEHEE (Tpumecu ¢ omnocumenswvisu speMeNanu yoepxusa-
/18 Hux menee [ 8
- DpHMecs |- e Gonee 0,2 %, - NpuMeck |- otcyrcrayer,
- 1¢xkapBOKCH -CORAMNEHHE - He Bonce 0.3 Y: - ackapBOKCH-COLHHEHHE - OTCYTCTAYET,
- npumeck 2 - He Gonee 0,3 %; - NpiMech 2 = oTCyTCTRYET,
= O0ER CAMHHYIAR HEHASHTHAHUIPOBAHIIAY npiMeck - e - MOGAR CAMHHYHAR HEWACKTHIDHLMPOBAHHER NPHMECH -
Gonee 0,1 %. OTCyTCTRYET
MMpusecu ¢ omuocumensismn speMenasu yoepacusanun Boree Tpusecu ¢ ommocumensm oy SPEMENONMU YOEPICIEa-
1.8 wuR Goree |.8:
- 8-rinpoxcu-cocanHeHie - He Gonee 0,2 % - B-ruapokcH-coenunenve - oTCyTCTRYET,
= NpUMecs 3 - He Gonee 0,2 %, - IpHMECH 3 ~ oTCyTCTRYET,
= MpHMech 4 - he Gonee 0,2 %, < PHMESL 4 — OTCYTCTBYET,
- MOGAR EANMHMIER HEHALHTHHHUKPOBAIIAS MIPHMECH - He * 7002 EAMHHYHAR HEHAEHTH DI LWIPOBAIIHAA npHMecs
Gonee 0,1 %. ~ OTCYTCTRYET, |
CyMmMa npuMeceft, onpeasncHHaR MRyME MCTOABMH - He Gonce Cymma npunecefi, onpeicicHHan ByMa METORAM - |
| 15% OTCYTCTaYyET |
27.07.2020 | CrepuabHocTs ' X1il, ODC.1.2.4.0003.15, meton MemMBPaHNOA diuteTpaLmMn,
’ [penapat aoameH B CTepHabHN | Ipenapat crepuenui —J
07.08.2020 | KoauyecTennoe i
onpeaenenme: BIXX.
= MOKCU@ROKCauUN Ot 4,50 Mr/mn 10 5,50 Mrimn 487 Mrinn
THIpHMETDHA.
Orr 2,40 mr/mn 10 3,60 Mr/Mn 3.20 mr/un
{105 Mn, 10 M0 80 aaxoHbI-KENE b UL HOAHMEPHBIE 13 o= [To 5 ma B0 aakoHLI-KENEBHHLN NORKMEPHBIE HI

AHITHACHA BLICOXOrO AABICHHUA C BHHTOBOM ropnosHHofl, npob-
KOR-KANCABHHUCA HI NOMHITINACIA MIIKOTO AGHIIEHUA H
HABHIMHBACMOR KPLILIKON € KOAKIIOM NEPROTD BCKPLITHE W3
NOAHITMARHA HUIKOTO Japnelina no TY 9464-003-20670820-
2009.

(Mo 5 ma, 10 M B0 QNUKOHbI-KaANENLHMULI NONHMEpPHBIE HI
NOMITHACHA BHCOKOID JAN/IEHHA BIHTOBOA ropriosuiof,
HACAAKOM-L03ATOPOM U3 MONHITHACHE BLICOKOIO A4BNEHHA I
KPBIWKOR HABHIYHBACMOR € KONTPOALHBIM KONBLOM nepsoro
BCKPLITHA W3 nonHNponuacHa no 1Y 9467-001-1061 1644.2013,
HAH B0 (AABKOHM-KBNCThHHLIM NONHAEPHBIE MY IOAHITHACHE
BLICOKOrO NABNEHHA C BHHTOBON FrOPROBHHON, HacaaKkofl-
AUIJATOPOM i13 NONIITHIEHA BLICOKOIO ABRACHHA H HABHHYHRA-

MONHITHAIEHS BWCOKOTO NABACHHA BHHTOBOR rOPACEM-
HOA, HECAAKOA-N0IATOPOM W3 NOAKDTHAEHA BBICOKOIO
ARBICHUA W KPMIIKOA HABHHUHBAEMOH C KOKTPONLHLIM
KO/aLIOM [IEPBOIO BCKPRITHA W HOAKIPONIHICHE TY
9467-001-10611644-2013.

Ha gaaxon-kanensimLy nonuMepisii naxaceHa ITH-
KETKA CAMOKNERULANCA,

| $AaKOII-KANEALIHUR BMECTE C HHCTPYKUMEA No npK-
MEHEHHIO NOMELLEHH B NAYKY H) KADTOHS AJIA NOTPEGH-
TeakckoA Tapsl o MOCT 7933-89. Mpynnosag ynakoa-
KA H TPANCNOPTHAR Tapa B cooTseTcTeuu ¢ TOCT
17768-90,
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COM OKK-067/E- 2020 (s 4)
Cmp2m2

Mowcudaocannn-OnruK, KINAK rARNbie 0.5 % § Mn

cepuu 010720

eMOfl KpBILIKOR C KOHTPOALHKIM KDABLOM NEPBOTO BCKPBITHA 13
NOAHITURCHA HHIKOMD JARNEHNE , NpoIBoacTsa Cerresheimer
Boleslawiee SA., Monniua. Ha hnaKon-KaNEARHAILY fOTHMED-
HBIA HAKEHBAIOT ITHKETKY CAMOKAERUIYIOCR no TY 9572-037-
11624078-99 unu umMnoprayio, paipewseHyIo K NpHMCHEHHIO
M3 Pd. | hrukoR-xanensuuLly N0AHMEPHLIA BNECTE C Hil-
CTPYKUHEH N0 NPHMEHENHI IOMELLAIOT B NBYKY I KAPTOHE AR
AOTpeOHTENLCKOA Tapst no FOCT 7933-89 wiu uMuopTHOrO,
PRIpEWENHON K npiMenenito M3 PO, [pynnosas ynakoska u
T%mogmu THpA A cooTacTeTRHN ¢ TOCT 17768-90.
29.07.2020 | Mapxuponxa 1) Mepaunnan ynaxosxa. 1) Mepanunan ynaxosxa.
Ha ITHKeTxe draxona-KanensHUUL yKAIIBAOT TORSPHKA Inak | |18 ITuKeTxe DNAKOHA-KANCNLHMUL YKRIBHBI TORAPHMIT
AQ «®apMCTaRAAPTY, COKPRILEIHOE HANMEHOBALIHE npeanpu- | 3xax AQ e@apuctanaapm, cokp o8a-
THR-NPOKIBOAHTENR, €r0 aapec (CTpana, wuaexc, obnacTs, pad- HHE NPEANPHATHA-NPONIBONHTENS, €10 Aapec (CTpana,
OH, MOCENOK), NONUTHI K TEN./(aKe, TOProsoe HaHMEHOBAHHE Hilzexc, o8nacTs, pakOH, NOCENOK), NOroTHN W
NPENAPATE, MEXAYHAPOAHOE HEMHTEHTOBANHOE HAHMEHOBAKKE, | Ten./DaKc, TOProroe HEMMEHOBS IHE NPENApATa, Mex-
NEKAPCTBEHHYIO OPMY, KOHUCHTPAUMIO, OGLEM B MHAAKAKT- AYHAPOAHOS HEMNATEHTOBAHHOE HAHMMEHOBAHNE, Nexap-
pax, yCnoBHA XpaHenis, «CTEPHIBHOD, NPCAYTIPCAHTENBHLIC CTBCHHAN (POPMA, KOHLIEHTDRUMA, OBVEM B8 MUARKANT- |
HaanicH: «XparHTe B HEJOCTYNHOM 1R J€TER MeCTen, pax, ycnosus xpaneuns, «CrepuasHon, npeaynpean- 1
«BexpuiThi R dnakorl-kanenuitiuy xpainte e Sonee 30 cyTokn, | TeasMLIC HAANHCH: uXPAHHTS B HEAOCTYNHOM AN Ae- |
HOMED CEPHIL CPOK MOAHOCTI Tefl MecTen, «BCKpTIA dRakoH-Kanes Hruy XPOHHTL
He Gonee 30 CyTOK», HOMEP CCPHM, CPOK MOIHOCTH.
1) Bropuuxax ynakoska. 2) Bropuynan ynakoska.
Ha nauxe ykaseisai0T Tosapusiil 3mak AQ «DapmcTanaapm, Ha nauxe yxazansi: Tosapusiil JHak AQ «dapmcTan-
COKPAILEHHOE HAHMEHORANKHE (PCANPHATHA-NPOWIROAHTENS, AapTY, coxp oe H NPEATIPHN THA=
€N anpec (CTpaHa, HIACKC, 00.18CTs, PAAOH, NOCENOK), NOrOTHN NPOINBOANTENR, €10 Afpec (CTpana, wHaekc, obaacTs,
H TeA./DAKS, TOProBOE HBIMENOBAIKE NPENAPATA, NEXLYHE- paion, nocenox), AOroTMN K Ten./faxe, Toprosoe
POLHOC HENATENTOBAHHOE HAHMEHOBAHMHE, HAIBAHHE ACACTRY- HAHMEHOBAHHC NPENAPATA, MCKAYHBPOLHOE HENATEH-
JOWIETD BELCCTBA, CID KONWYECTRO B | MA H NEPEuCHs HAIBAHUA | TOBAHHOE LIAHMEHOBAIINE, HAIBAHNE nAeRcTyOMEro
BCEX BCNOMOTATENLHMX BEUIECTS, ICKAPCTREHHYIO GOPMY, KOH- | BEWIECTBA, M0 KONHNECTRO B | M/ H NEPeyeHb HAIBAMMKA
UEHTPAUMIO, O6bEM B MHAN pax, 6 np A HCEX BUIIOMOTHTENLHbIX BEULECTS, NEKAPCTBEHIAN Op-
yenosHa xpancHua, «<CTEPHIBHOY, NPEAYNPEAHTENBILE HRANK- | Ma, KOHUEHTPaUHN, O0beM B MIWLTHAHTPAX, CNOCOD
CH: «XPAHHTE B HEIOCTYNIOM ANX ETEA MeECTEN, «BCKPLITSIR NPHMEHEHHA, YCROBHR Xpanerus, «CTepuasHO», npe-
baakoK-kanensRKLY XpaniTs He Sonee 30 cyTok », Homep LYNPEAHTENBHBIC HAANHCH: «XPAHHTS B HCAOCTYNHOM
CCPUH, CPUK FOAKOCTIL, HOMED PErUCTPALHOKKHOND yA0CTOBEpE- | ANA NeTeR MecTen, «Bexpurrufi thrnaxonkancnsumuy
HUA, YCNOBKA OTAYCKA, GADMBEKOL, UIMTPHA-KOLL xpaHuTe He Gonee 30 cyTox », HoMep cepyin, Cpok ron-
JloNONHHTENR 1O MOTYT HAHOCHTLCR CPEACTBA HACHTH(HKALMY HOCTH, HOMED PETHCTPALUHOHHOTD YAOCTOREpEIINR,
ANR CHETCMbI MOHHTOPHI A ABSKCHMA ICKBPCTACHILIX NPENa- YENOBHA OTOYCKE, GAPNEKOL, WTPHX-KOL
PATOB ANA MEHILMHCKONO MPHMCHCHHR, JONOAHHTENLHO HAHECEHO CPEACTRO MACHTHGHKALHN
ANR CHCTEMb! MOHHTOPHHIA ABHMOCHHMA NEKAPCTBCHHBIX
NPENANATOR AR MEAHUHHCKOND NPUMEHEHMA.
29.07.2020 | Xpauenme B opuruiansiioft ynakoske NpH TeMNepaType He Buiwe 25° C.
29.07.2020 | Cpox roamocTu 2 ropa.
Bexputuit prakos-kaneabkuuy xpannTs ne Goace 30 cyTok. o 31.07.2022

coorsetcTeyet H/I JIM-004637-1501 18, uam. Nel.
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[ara Bbinayuu 3akn0YEHHS 0 kavectse 10.08.2020 r.
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"Haumenosaume zepxatean (Basjiennia)

((Baaze1bUa) PErHCTPAUROHHOIO YIOCTOBCPCHHA
ACKAPCTBENIOro npenapara

JAeKApPCTREHNOIO npenapara

‘Cpox acHcTBHA perucTpaunonioro
 YAOCTOBEPeHHH JIEKBPCTBEHHOrO Npenapara

dara BHecenns WIMCHEHUI B perHcTpALMOHHOE
YI0CTOBEPEHHE NEKAPCTBENHOIO IPCHaparta
(1872 3aMenbl PEruCTPALHONHOTO ;
YAOCTOBEPEHUA NEKAPCTBCHNIOTO NpenapaTa)

:Tﬂpl oBoe unnmuonaum

vlexaptrsenaan ¢opm

A0JHPOBKA, NEPBHYHAR YIAKORKA, KO.THYECTRO
JekapersenHod dopmbl B nepsuynoi
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Pernct PUITHOHHOC YancToBepeue

JURGPCTBYHTONO Hpenapara L MeCIHIHC Koo HPHMOHeHig

JI1-004637
(HOMEP PErHCTPALIIOHHOND YAOCTOBEPEHHA JCKAPCTRENHOIO npenapata)
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PErMCTPALHONNOTO YAOCTOBEPEHHS .
JACKAPCTBCHHOIO NIpenapaTta

A;Ipt‘f MECTOHAXOK/(CHHYH JepaaTeIn

noc. Boabranckuii

Aara rocyaaperaennoi peructpawin aw S s 15.01.2018

€O CPOKOM jleficTBHA 5 sieT

BLIAAHO BIIEPBbLIC
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Hudmpuauua 0 mpemcrpupuammou ACKAPCTBCHHOM npenapaﬂ:
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\Ic.«mvuaponuoe HENaTrCHTOBAHHOE, HAH
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3aKpeiToe aKusoHepHOE OBLIECTBO “d)upuaucmwnccua{
: dupma “JIEKKO" (3A0 "JIEKKO"), Poccns

601125, Baaswsmupekas b, Merywnnexuii paiion, .

ht'iccchHHblﬂ COCTAB H KO. IM‘WL‘I’IHIHH{I cocran ‘leﬂl"l BVIOII[HX BCIUECTB H Ka‘ICCTBEHIIbm cocran

BCHOMOTATENbLHBIX BELICCTRH

'MOKCHDAOKCAUMAA PHAPOXIOPHL 5.45 MI [B fiepeciere Ha mokcndirokcaums 5.00 Mr]. BcnoMorare:mue
HEWECTBA (HATPUA X0PUI, KHCAOTE GOPHAS, XIOPHCTOBOIOPOMNOIT KiCa0TH pacTeop | M wan narpus
FIAPOKCHAR pacTBop | M, BO/LA OMIIEHIaN)

Mopya BeinycKa (muapcraemmn hopma,
5710 M x | (navka kapTonHas)

JIN-004637-150118
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(9) 10866/110-21 r.Banawmnxa, MMKpPOPaHoH CanTeikosKa, HocoBuxuHcKoe wocce, BnageHue 253, 1 aTam, nomelyeHue N21 00O "ApxuMen'




(9) 10866/110-21 r.Banawmxa, MUKpopaioH CanTbikoBKa, HocoeuxMHCKOE wocce, BnaneHue 253, 1 ataw, nomewenue N91 000 "ApxuMeg"

‘ S

Crpaiuua 2 peructpauuduioro vaoctosepenns Ne JIN-004637

[Ipon3BoscTBenHbIe IIOWAARY, YHACTBYIOLHE B NIPOLECCE NPOHIBOACTBR JIEKAPCTBEHHOID —]
npenapara, ¢ ykalauHes cranuii npouIBoictBa, HA3BaAHMI H DaKTHYCCKHY A/pecon
MECTOHAXOAICHHA

lponsscocmeo comoeot aexapemacunoit dhopaon 13aKpsiTOC AKUHOKEPHOE 061ICCTRBO
"dapmaucsThieckas dupma "JIEKKO"
(3A0 "JIEKKO"), Poccus

601125, Baanumupekas o6a., Teryumnekii paiton, noc. Boasrigicxuii

[lepauunas ynaxosxa 13aKpbiToe akLHOlEpHOE 0B1eCTBO
‘ "dapmauesTiieckas dupma "JIEKKO"
((3A0 "JIEKKQ"), Poccus

601125, Baapumupckas obn., Merymunckui pafion, noc. BosibruHekuii

Bmopuvnas/nompeGumensckan yiaxoska  3aKpLITOC AKUMOHEPHOE OBILECTEO i
. ~apmauesTHueckas pupma "JIEKKO"
{(3A0 "JIEKKO"), Poccus

601125, Baannmupekas o6a., Metvinnsckuii pafioi, noc. Bouruuckiii

Hpoussooumens (Bunyckawuiui koumpote kauecmea) 34aKpbiToe AKUHOHEPHOE 0BLICCTBO
"dapmauesTitieckas Gupma "JIEKKO"
((3A0 "JIEKKO"), Poccia

601125, Bnaaumupckas o6a.. [etywnucxuii pafion. noc. Bonsruuckii
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