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3A0  «DapmauesTiuecrinii mpon ICHCy

( EG]S 1106 - Benrpus, Byaanewr ya. Kepeerypn 30-38,

Tenedou: (36) -1-803-5554 Tenedake: (36)-1-803-5556

Ceprudmrar kavecrsa Ne.: 1087K/2021/NR

Haumenonaune itpenapata:  Beraanu® PACTDOP ANA MCCTHOrO M HAPY:KAOTO npuscrenns 10% 1000 ma

Cepusn Ne: 3206A0221 Aura nponsmoscrna: 02.2021.
Hamep anannaa: KGY/2021/1327 Toagen ao: 02.2024,
Hdata anammnia: 03.03.2021,
AeficTuyomee semeerno Monnnon-iton
Mponisoanteas AeltcTRYI0WEro peLeeThA ISP Chemicals LLC, CLUA
Hoxaiamenu Kauecman; fToayyenisre Tpefiveanng;
CIVBIIANINL

Onncanne: Coots. 1pes. Pacroop TEMHO-KOPHMHEBOTO 1BETA ¢ tanaxey Hoan
MogunuoeTn:

- LUBCTHRA peakuna ¢ pacthopom  Coors, Tpeb. TeMHO-CHHAR OKPACKa pacTopa

Kpaxmana:

- Peakuun na ceodoaunii foa;: Coota. 6, Cunan oxpacxa Gymasxioro ¢hunwTpa He zomkna

NOABJIATLCA B Tetienne 60 ¢

pH: 5.0 o1 3,0 10 6,0
Maotnocrn: 1,03 rfman ot 1,02 10 1,04 r/na
OGuem coaepxumoro ynawosku: 10152 mn He Menee 1000,0 sa

Mukpobnonornueckan uncrora';
- of1uee wnem0 Mpobubix

MUKPOCPINHIHIMOD: Menee 10/r He Gosee 1070 | ¢ npenapara

= 0bmiee uneao rpnGon: Metiee 10/r He Gostee 10" a ) npenaparg

- Pseudomonas acruginosa: HE BhIADNECIO oTeyrerane B 1 r npenapara

- Staphylococcus aureus: HC BLIABACTHD oTeyTCTHNE B | 1 npenapaTa

g?;:;'}::;ﬁ:ge Rk Iene: 1.0Lr ot (0,85 10 1,20 r aktinnore flona s 100 Mma npenapira

Ynakonka; Mo 1600 ma Mo 30 ma, 120 ma 1000 ma npenapaTta Bo dutakon i3
npenapata RO NOMITHACHR 3CIEHOTO UBeTd, CHABKCHNKI KaneLied
dnakome 3 3 GecusctHore moamaTmpena u HABHIMUBAIOINETicH
nouuITHICHA npofkoll 3 Genoro MPONICHA ¢ KONTpOneM nepuoro
ICNCHOTO 1RETH, BERPHITHA, DrakoHbl 10 30 Ma u 120 wma HIOMEAIOTCA B
cHab#xennoro KAPTOHKYIO NauKy BMecTe ¢ HHCTPYKUMCH no NPHMEHEHINIO.
KaneabEnueli 13 Ha durakon no 1000 mn HARNCHBAETCA OBE ITHKETKH, K
Gecusetnoro taakony npukpennsercs HHCTPYKUHKA MO NpHUMeneiuio.
ROME3ITHICHR 1 hnakown a KAPTOMEYIO MAYKY HE BKAAILIBASTCS,

HRbHIYHBatOMelica
npobkofi ns Genoro
NPOMLIEHR ¢
KONTpOneM neprora
BCKPHITHA, Ha
(pnuxone no 1000
M HAKNECHB fne
ITHKETKH, &
dnakony
NNHKPEIYIEHR
HHCTPYKUHA No
NPHMEHEHHID,
Guinkon o
KaPTOHKYIO nus Ky
HE BIOXKCH,

DKODS2S_1.7
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«DapmatenTuacekmii
1106 - Benrpua, Byaancur va. Kepecrypu 30-38,

3apoa ATHC»

Tenedon: (36) -1-803-5554 Tenedarke: (36)-1-803-5556

Ha arukeTke dmakoma  ma  pveesom 1K

Mapkunposka: Ha wuketke  duakona  wa PYCCKOM _ f3bike

Xpaunenne
Cpox ronnocn

YRAHO; TOProDOE HAWMEHOBAMME mpenapata ¢
npeaynpeanteabiof MAapKHponkoli ®,
TPYNNRPOBOMHOE HAUMCHOBAIIHE, nexapeTsensan
dopma,  koMieHTpalna, oBben pacTeopa Bo
Gnakoke (8 M), HaIBaHue coacpwanme (Mr)
RefCTRYFOLIETO BRlWeCTRa M ero coaepwanme (mr)
B NEPCCHETe A AKTHRHLE Hon 6 | ama pacTropa,
yenoeus XPAHCHUA, npeaynpeIHICan ble
nannmien: «CyMoTpeTs yka3auna u HHCTPYKUHH! 3,
«XpaHuTs B NEAOCTYNHOM ana geTelt mecrels,
«Orxpuruit  dnaxon Xpaunte ue Gosee 3
MECALICR.M, NOrOTHN  (NATHHCKIMN Oykaam),
HAIRAHUE 1 cTpawa PupMu-npoinsomiTena,
HBNARIWEHCH  AepRaTeseM  perucTpanmonioro
YAOCTORCpCHIA, NoroTun (JaTHHCKHMY
Oyxmastu), nassanue, ropoa u CTpana GpUpMm-
JAHUeHIONATENN, HOMEp cepi, nata
HITOTORACHUA, CPUK roanocTH («Foack aomm),
32BONICKHE TEXHHYECKIE THAKIL,

Ha__ otikerke dnakowa o 1000 MI
JdonoanureasHo YKRIAHO; nepevicHs
BCMOMOTATCALHLIX BEIECTB, VCaORNA OThyCKa,
1TPHX-X0, nomep PErHCTPaLHOHKOrO
YAOCTONEPEHMR, KPATKOE Ha3paAie Hpmee
APONIRORUTEAR JIATHICKUMH By kRamn (EGIS),
HOMCp cepunt (N2 cepuns), ntata neTevenus cpoxa
roanocTi (Fonen no:), cpencrao nacutudkam
(2 D xoa), raoGatyui HISHTHOHKALIMOH KB
omep  Toprosoil  emmmmina  (GTIN:),
WHANBRAYZIbHBIE cepuitinit nomep TOproacii
cammmunt (SN:1). la dwakon no 1000
HakneeHn  NBC  ITHRETKH, K taaxouy
NPHKPCINEHA MHCTPYRIAR Mo NPHMEHENHIO,
Coots. Tpeé.

3 rona. OtkpuiTuifi dnaxon XParuTh He Gonee 3
MecHLUCS.,

AIbINE
YEKRIKIBRIOT; TOProRoge HaHMEHCRaNE npcnap:n { -
NpeaynpeaART&nEHOT M2PKHDOBKOT
FPYNNHPOBOUKOC HAHMEHOBAHME, AcKapeTBEINIO
dopuy. KonueHrpmuno, ofmen pacraopa ko
dmaxone (8 ma), paisawie u coaepaaime (mr)
NefiCTEYIONErO REUIECTRA 1 cro concpxanmne (M) s
lepecyeTe Ha aKTHBHLIA ifoa r 1 ma pacTsopa,
YCAOBUR XpaHeHHY, npe::ynpe,mrmmme HAQMmMTH:
«CMOTPCTS YRAIANMS B HHETPY Kunn!n, «Xpanirs o
HENOCTYNHOM JnA aeTed mecTe!sn, aOTKpurTwil
$raxon Xpaunts ve Gonee 3 Mecsues.», aororin
(ratiuckumy Gykeamn), HA3BAKHE o CTpaky
tpupmu—upmnno:nfrem. ASNROIEACH
AePAATENEM  PECUCTPALNOLIOND vaocToRepenia,
JOFOTHN {(AaTHUCKIMNI GyxRamu), Haisanye, ropoa
# cTpany dupMbI-AnLensonaTens, HOMER CCPHM,
NaTy WIrOTORNEHNA, CPOK roaHOCTH («TCoaen noon),
32N0ACKHE TEXHHMECKHE THAKH,

Ha atuxerxe duiakonga no 1000 ma nonoa MTEARHO

¥
Wi

YKAILIBAIOT: 1EPLUICHNL RENOMOTATENLHRIX ReliceTs,
YCA0BHA OTAYCKG, IWTPHX-KON, HoMep
PEPUCTRALIONIOIO  yOOCTORCpeHIs, xpaTkoc

HAIBANNG  QUPMLI-TIPOUIBOIHTENT  AATHHCKINGY
Gyksamit (EGIS), HoMep cepun (Ne cepun:), zan
HETeHEHNE Cpoka roanocTi (Ioach 10:), epenctao
mcHTHmKauN (2 D KOa), rnobansusii
HACKTHOHKALUKONIMI HoMmep TOProBOM ezminu
(GTIN:).  wnansuoyanuimaii cepuitanii  omep
TOProRod camnititel (SN:). Ha dnaxon no 1000 sy
HakncHpaeTey Ape ITHKCTKH, K Q)."l.‘lk(.‘l[:w'
NPHEPEINAETCR HHCTPYKUHS 1O NPHMEHEHMIO,

Npuw remnepatype me suime 25 °C

3 rona. Orkpuitiili $nakoH xpanuts e Sonee 3
MecHleR,

"~ Nepesyarpuoe e maNe, BRACTHSONCR NPOlIcodmeI et Aix REPUOE CopRtt cRecadng, uree Oan kavedol 1051 cepuy,

ROIMAMY Ddtititiest noxtyament, soveen: Buintu ne axaronen o cepmughunem waveemag Dupaie caparntiygnem gavecnias
RPERUpLG o Sannauy nosIames .

NMpomsoantein: 300 « D puauesTHRECKNH 33n0a ITHCy,

Hungary

Gacormnk.ynakonumns: ;
kiraly ut 65, Hungary

Bunyckamomuil xourpo.y waueerns 340 «apyanemwieckin 12non I,
Matyas kiraly ut 65, Hungary

Dripyia IAOD «ebapmanics rimeckuh aroA MTHC» (By aaneur - Benrpua) rapaenipy e,
UPCNApATA, BKMONAS Cro

YOZKORKY W RONTPON

TPOIBROACTRE IO fipaxticm (GIMP),

DupMa rapaHTHpyeT, 4T0 KauseTro YKA32110r0 B HACTON I
yruepacaeinnof HI Ne 11 NO15282/03-220119, a Tasowe

Keépmena,

Ok0/0525_1.7

10 03. 2011

Bewrpus / Egis Pharmaceuticals PLC, 2900 Kormend, Maryas kiraly ul &5,
A0 «DapmancsTivconn 3an0a IMNCw, Benrpun ! Egls Pharmaceutleals PLC, 9900 Kormend, Maryas

Benrpmn / Fgis Pharmaceuticals PLC, 9900 Kormend,

IO IPRBROACTIO Y KAHIMHOIO B 18 10RITe M cephirhukare

katecma, moanocILe CoOTRETCTEVET Tpefionaniam actiemyiomnx «lMpania waxrexawen

1M cepTiduikate npenapara COOTRETCTRVET TpeSonaam
Himenenno Nel or 22, 10,2019 x HJ1.
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Hanmenopanye:
Cepus: 521021

Konuyecrno: 39 390
Hara Buimycka:
Xpauuts B CYXOM, 3aLIUIIIEHHOM OT CReTa MECTE, npu TeMnepatype ue Hixe 8 C u He Brme 25 °C

Hcnbrranus IPOBeAeHH 10 JIC-001 746-190911; Uam. Ne I, u3M. No

3A0 BEJEHAS
AHAJINTHYE

«TemapuHoBas mass, u

10.2021

yn. (mo 25,0 r)

Cpox rommocty: 3 roga

YBPABA»
CKHU TTACIIOPT N: 52/21

a3b JULT HAPYXKHOTO NpHMeHeHusy)

Haumenosanue 1 y
ToKasaTeneh TpeGobanug HIO Pesynvrar ucnsiranmuis
Onucanue Masp Genoro usera Masb 6enoro upera
C JKCATOBATIM OTTelKOM C JKENTOBATHIM OTTeHKOM
[Tonnnunocts: '

Tenapun narpus

Bensuniuiorunar

Bersokann (anecresun)

Bulonorwi_eckn,ﬁ, I'd X1
AHTHKOArYNANTIIO® [ieHcTnye. :
L3 LOVXE. V6 ahin

Bpems ynepucusanus nuka Geii-
3un‘|-|'uxbjrﬁ£r%11‘a_‘Hénblwéﬁéofo pac-
TBOpa u PCO Ha XpoMmaTorpamme
ROMKHb! COBNanath

LseTias peakwua, I'd XI

ITnasma B npoGupxke

He cBepHynacs,

Bpems yaepupanms nuka Gen-
SHITHHKOTHHATA HCNbITyeMoro
pactsopa u PCO Ha xpomaro-
rpamme cosnagaior

Opam:ceno—xpacnoe OKpauIupa-
HHC C 1uenouHbIM pactsopom p-
HagTona,

Macca coaepiHMoro
TY6BL, ¢

‘ocT 64-492:85

2572

He meHee 3,6 1 ue 6onee 4.4 %

Onnopoarocts Opmnonqn'mqgcxuﬁ, T'd X, c1.709 Mass onHoponHas

He meliee uem B Tpex npo6ax u3 ‘

4 HETBIpEX He JOMmiHO Habmonatkcs

_CrycTkop e

pH Horenunome'rpmeckuﬁ,_ [ X1 5.8
; " . ; -014,5 106,5 !

Mui obuonoruyeckas . TOXILyl, ¢ 160,
.qucrgra . Kareropus 2 Cootaercrayer J
‘Konuuecrsennoe :
copepxanue: ; ] '
Bensunuukorunara X, I'd X1. He menee 0,06 0,09 %

M He Gonee 0,10 %,
Tenapuna natpug Buonoruueckuit, Fd X1, ‘

| B1,0r npenapara He mexee 85 110 ME

M HeGonee IISME, .

BeHaokauna (anecresmm) ; HmpmbMeTth!ét:kHﬁ, I'd X1, 3,85 %

Ynakoska

ITo 10,0 unn 25,0 r B Ty65! anromn-
HHeBEkle ¢ GyLIoHamy ¢ BHYTpeH-
HHUM NaKoBLIM NOKpEITHeM, Kasi-
Ry1o Ty0y BMecTe ¢ HHCTpYKUHeit
110 IPHMEHEHHIO NOMELIAIOT B nay-
KY KapTOHHYyIO,

B cooTsercTsum ¢ OCII
Ilo250rs TY6bI AMOMHHHeBLIE
¢ Oywonamu ¢ BHYTPEHHHM fa-
KOBBIM nokphiTHem, Kasknas TyGa
BMECTE C HHCTpYKLMeii o npu-
MEHEeHH!IO noMelueHa B navky
KapTOHHYIO.

Mapxuposka
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Ha nepsuunoit ynakoske (Ty6e)
YKa3bIBAIOT : HAMMEHOBAHKe npo-
H3BOAHTENs, anpec Mecra npou3-
BOACTBA, Tenedion/daxe, TOBapPHBIf
3HaK npoussoauTens, TOprosoe u
TPYNMHPOBOYHOE HaUMeHOBaNHK
Npenapara, nekaperaennyio top-
MY, Maccy B rpammax, «AHTHKOA-

Ha nepauunop ynaxoeke (Ty6e)
YKa3aHO :  Haumenonanve npous-
BOAHTenA, anpec mecra npoms-
BoneTsa, Tenedon/daxe, TOBap-
HBIH 3HaK NponssonuTens, Top-
FOBOE M rpynNUpoBoYHOE Haume-
HOBaHHe Npenapara, nexapcree-
Has dopma, macca B rpammax,
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[ TynasuTHOE cpencTno npamoro aeif-

CTBUS JUIT MECTHOTO NpuMeHeyg
*+npoune npenaparsiy, HOMep ce-
PHH, CpoK rogHocTy, yenosus or-
f1yCKa, yCnoBus Xpanenns, npeny-
NpeauTensusle vanmuey - «Xpa- ‘-
HUTL B HeocTy oM A neTeit
Mecten, «He mpumensTs no were-
CHHH CpoKa ronHocTHy.

Ha ropuynoi (notpeGurensexoit)
Ynakoske (nauxe KapToHHoH) yka-
3LIBAIOT ! HAaUMeHOBaH e pou3Bo-
AHTeNs, afpec Mecta NpoH3BoacTsa,
Tenedon/ake, TOBapHbIH 3HaK npo-
H3BOAMTENS, TOProBoe u rpynnupo-
BOYHOE HAUMEHOBAIHS npenapara,
NeKapCTBenHyI0 dhopuy, Maccy p
rpammax, Homep PerHCTpaUMOHOrO
YROCTOBepeHHs, “AHTHKOArYIAHT-

HOe €pencTBo npaMoro nefictais ans
MECTHOTO Npumenenua +npoune _
npenapare, HOMeD cepuy, CpoK
TOAHOCTH, cocTas, yenopus OTnycKa,
YCIIOBHA XpaHeHus, npeaynpeny-
TEAbHbIE HANMUCH ~ «XpanuTs g ge-
AOCTYNHOM An1a mereit Mectey, «He
TIPUMEATE N0 MéTeueuy cpoka

TOLHOCTHY, IITPUXOBOI Kop |
Honyckaercs Hanecenye DM-xopna
.(KOHTpONBHLIE HOEHTHOHKALHOH-
HbIif 3HAK, ABYXMEDHBil TpHxoBoi

KOR), CepHitHoro Homepa, GTIN,s

TOM YHC/Ie B BHLE cTHKepa,

«AHTHKOAryIHTHOE cpeacTeo
MPAMOro AeiicTsis g MECTHOro
MpHMeHeHus *+npoune npenapa-
TLI), HOMEp cepi, ¢pok ropio-
CTH, yen0BUa oTmycka, yenopus

‘XPaHeHH, npeaynpeauTentLie

HAAMHCH - «XpaHuTs B Hegoc-

TYMHOM 1151 neTei MecTten, «He

NPUMEHATD o HeTeyeHuy CpoKka
TORHOCTHY,

Ha Bropuynoi (motpeGuten.-
CKOH) ynakonke (nauke KapToH-
HO1) ykasano: HaHMeHOBaHue
TpoH3BonuTeNs, anpec mecta
npoussoacTaa, Tenedon/daxe,
TOBAPHEIH 3Hak npou3soamTens,
TOProBoe u rpynnuposoyiioe 1a-
HMEHOBaHHs Npenapara, Jekap-
CTBeHHas dopma, macca g rpam-
Max, HOMep perueTpauronkore
YIOOCTOBEpEHHA, «AHTHKOArY-
TAHTHOE CPEACTBO NpaMoro feti-
CTBUA A1 MecTHOrO NpUMeHeHus
*tTipouKe npenaparsiy, HOMep

'CEPHH, CpOK roaHocTH, cocras,

YCNOBHSA OTmycKa, yeaopug Xpa-
HEHHUA, MpenynpenuTensusie 1aj-
MHCH - «XpaluTh B HenocTymHoM
Ans neted mecren, «He npuMe-
HATb MO HCTeUCHHH cpoka roJHO-
CTHY, WITPUXOBOI Koy,

Hawnecen DM-kop (KOHTpOABHBLIi
HAEHTHOHKAUKHOHHEI] 3Hak,
ABYXMEDHBIH LITPHXOBOH Kom),
CepHiHbIit Homep, GTIN.

3axniouenue; I NapuHOBas Ma3sb, Masp qua HapyXXHOTo npuMenen
HC-001746-_1_9091 1, Uam. No 1, uaw, N9;2,( H3M. Ne 3. ik
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