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10 MEJUIIMHCKOMY ITPUMEHEHHUIO IIPEIIAPATA
MH®OPMAIIMSA JJI51 IMAIIMEHTOB)

COJIKOCEPUJI

COTJIACOBAHO
MUWHUICTEPCTBOM 3IPABOOXPAHEHNA
: PECIIVBJIUKY BEJIAPYCDH
Tpikas MuHICTEPCTBA 3APaBOOXPAHEHNA
Pecnybauxu Benapych
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Toprosoe Ha3panue: COJIKOCCPUIT

JlekapcTBeHHas GopMma: Tellb i HapyKHOro MPUMEHEHHS 1 Mash [T HapyKHOTO [IPUMEHEHMS

Onucanue

Conkocepu 2eib 0Nl HAPYAHCHO20 NPUMEHEHUA
oMoTeHHBIH O€CIBETHBIN IPO3PaYHbIH reNb.

Cnabeiii 3anax Conkocepuia (3amnax MACHOTO OyJIbOHa).

Conkocepun Maszb OIS HAPYICHO20 NPUMEHEHUA
Benas Wiy clerka XejaToBarasi, TOMOTeHHas Macca.
Cabsii 3amax Conxocepuia, ciaabbiil 3anax BaseluHa.

CoctaBHalr

CoNKOCEpHIT Tellb JTsl HAPY)XHOTO NpuMeHeHns 1 COJIKOCEpHIT Masp JUIs HApyXKHOTO NPUMEHE-
HUS COZEpKaT:

AxmugHblll KOMNOHEHM!

Cokocepul (IeNPOTEHHU3UPOBAHHBIA IMAIH3aT M3 KPOBH MOJOTHEIX TENAT), B MEPECUETE HA
cyxoe BemecTso 4,15 mr/r u 2,07 MI/T COOTBETCTBEHHO.

BcnomoeamenvHule gewjecmsa:

Coskocepuin TeJb ISl HAPYXKHOTO IPUMEHCHHS — meTtuimaparuapoxcudensoar (E218), mpomnm-
naparuapokcubensoar (E216), kapMeniosa HaTpys, TIPOIAICHITHKOIb, KaJIbIHA JIaKTaT MEHTa-
THIpAT, BOJA U MHBEKLHH, MOJIOUHAS KMCIIOTA W/HIIK THIPOKCHIL HATPHSL.

Conxocepun Ma3b IS HAPYXHOTO TNPHMEHCHUS — meTuaparuapokcudensoar (E218), mpo-
numaparuapokcuoensoar (E216), UeTHIOBBIH CIUPT, XOIECTCPHH, napaguH MATKHH Oebli,
BOJia JUIS HHBEKIUH.

IToka3zaHus K NPAMEHEHHIO

- HE3HAYUTENBHBIE TOBPEXICHUS (TAKHE KaK CCAINHBI, MEJIKUC MOPE3BI, T[aparnuHel)
- BEHO3HBIC TPOPHUUECKHUE SI3BBI

- oxorH 1 # 2 cTeleHH (TEPMHIECKHE 0XKOTH)

- 0OMOpPOXEHUS

Cnoco® npuMeHEHHs H 103b1

HaHOCHTH TOHKHM CIIOEM Ha paHy 2 pa3a B ICHb.

BraskHElE W CBEXUE CCANMHBI TPEABAPHTENBHO CIEIyeT NPOMOKHYTh CTEPHIBHOH MapieBoH
caneTkoi win 06paboTaTh Ae3MHYULHUPYIOIMM PaCTBOPOM.

OMBIT MCIIONB30BAHMS TIOKa3as, 4T0 CONKOCEPHI relb [UIsl HAPYXKHOTO TIPUMEHEHNs 0COOCHHO
TIPAMEHMM U PaH WK 53B C BJIAXHBIM OTACIAEMBIM, B TO BPEMs Kak Masb Ui Hapy>XHOTO
TIpMEHEHHUS 0COOEHHO MPUMEHIMA JUTS CYXUX paH.

Hemu u noopocmxu:

B nurtepaType OMMCaHHI Cirydan npuMeHeHns Conkocepunay neteil. Y geredl npeano4TUTENBRHO
HCIIONB30BaTh COMKOCEPUT Ma3b Ul HApY>XHOTO TIPUMCHCHHA.
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IloBerIeHHAs ‘-IYBCTBI/ITGJIBHOCTI: K OOHOMY H3 KOMTIOHEHTOB ITpenapara.

Mepb! NPeIoCTOPOKHOCTH

Ec/i IPOMCXOIHUT yXYMIIEHHS COCTOTHIA (moxasnpHas 60Ib, TOKPACHEHAC OKpYKaIOIICH KOXKH,
THOMHBIE BBIEJIICHHS U3 PaHbI, JIMXOpAJKa) MM €C/H M3JIEHCHHC HE HACTyIaeT B TCYCHHC 2-3
HeJenb, CIenyeT 0OpaTUThHCA K Bpaty.

ITpy BEHO3HBIX TPOYHUUECKUX A3BAX NPeTapat CIeyeT IPAMEHSATD TOJBKO M0 YKA3aHHIo BpadJa.
V3-3a HQIA4YASA B COCTABE MeTHITIaparnipoKcuOeH30aTa u TIpONMJITaparuPOKCHOCH30aTa BO3-
MOXHO pa3BHTHE JUIEPIHIECKAX peaxiuii (B TOM 4HCIIE, OTCPOYEHHBIX).

TIpOTHIEHIIHKOIb, BXOISIIMH B COCTAB Il MOXET pa3Ipaxarb KOXY.

I{eTHIOBBIA CIHPT B COCTaBE Masy MOXCT BEI3BIBATH MECTHBIE KOXHBIC PeaKuuy (HanpuMmep,
KOHTAKTHBIN IEPMATHT).

B3aumoaelicTBHE ¢ APYTHMH JICKADCTBEHHBIMH CPEICTBAMH H ApyrHe BHABI B3amMojel-
CTBHS

Bsanmoeiictere Conkocepuia ¢ IPYTHMHM JIEKapCTBEHHBIMH CpeIcTBaMH MECTHOTO JIEUCTBHUSA
HE YCTaHOBJIEHO.

@ epTHILHOCTD, 6€PEMEHHOCTD M JIAKTAUMS

VicclleoBaH#sl, IPOBEICHHbIE Ha JKUBOTHBIX, HE BBIABIIIA pHCKa JUTA TUTOJa; OJJHAKO KOHTpPOJIH-
pyeMBIe HCCIIEHOBAHUS Ha GEPEMEHHBIX JKCHIHHAX He TPOBOIMIIKCE. IIpy MCIIONB30BAHMA BO
BpeMs GEPEMEHHOCTH CIIEAYET COOMONATE OCTOPOKHOCTE. He BBI3bIBACT OMACEHUH MIPUMCHCHHAE
npenapaTta B IEPHON JIaKTalkH. B KaueCTBE MEPHI TIPeLOCTOPOIKHOCTH, BO BPEMA GepeMEHHOCTH
M KOPMJICHHS TPYABIO TIEpe/l MPUMEHEHUEM TIpeTiapata crenyet oOpaTHThCA 38 KOHCYJIbTAlMEH K
Bpady.

Bausaue Ha cnoco0HOCTHh YNPaBJIAThH TpaHCHOPTHbIMI/I cpeacTBaMH H paﬁo*ra’rb ¢ Mexa-
HU3ZMaAMH
HccienoBanus HE MPOBOAUIIMCE.

HexenaTeibHbIe peaKIIUH

Vndopmauust 0 HEXENATEIBHBIX DPEaKIUAX TpeACTaBieHa B COOTBETCTBHM C CHCTEMHO-
oprasHo¥ Kaccudukanmesn u 4yaCTOTOHM BCTPEYAEMOCTH: OUCHB 4acToO (>1/10), uacto (<1/10,
>1/100), rewacto (<1/100, >1/1 000), peaxo (<1/1 000, 21/10 000) u oueHb peKo (<1/10 000),
4acTOTA HeW3BeCTHA (TIpeACTaBICHHbBIE HEXENATENbHBIC PCAKIIHH OCHOBaHBI Ha CTIOHTaHHBIX OT-
geTax. UacTOTa BO3HUKHOBEHHUS HE MOXET OBITH OHEHEHA Ha OCHOBAHNH MMEIOIUXCS TaHHBIX).
Hapywienus co cmopoHbl UMMYHHOU CUCMEMBL.

Ouenb pedxo. aNIEpTHUECKHE PEAKINH.

B Takux CiIydasx CJeAyeT IPEKPATUTh JICUCHHE MPETIapaToM.

Obwue HapywieHUus U peaxkyuu 6 mecme 86e0€HUA:

Heusgecmno: MoxeT HabGIIONAThCs KPATKOBPEMEHHOE HOKCHHE B MECTaX HaHeceHus: Conkoce-
pua Tens JUisi HapyXXHOTO MPUMEHCHHUS, HTO HE TpebyeT OTMEHBI Ipenapara. Ecinu %#OKSHHUE
JOJITO HE IPOXOJUT, IPUMEHEHHE IeJis HODKHO OBITh IPEKPALICHO.

Ilepeno3upoBKa
He coobmuanochk 06 3¢ dexTax nepeno3upoBKy.

®apmaKoIornuecKue CBoHcTBA
dapmaKoTepaneBTHYECKast rpynna
CpezcTBa Uis JleueHHs paH M 538, [Ipone PaHO3@XHBIIAIOLIHE CPEACTBA.

COTJIACOBAHO

MMHUCTEPCTBOM 3 PABOOXPAHEHN
PECITVBJIVEKH BEIAPYCb

ITpukas MurucTepcTBa 3XpaBOOXpaleHU
Paenybauku Benapycs 2
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Kon ATX: DO3AX 7570 -2020
DapmaKoOUHaMU4eCcKue ce0ucmsa

CoNKOCEpHIT TIpeICTaBNseT CoOoH ACTPOTEHHU3NPOBAHHBIA IeMOHANHA3AT, KOTOPBIH CONECPIKHT
3HAYHTEIBHOE KOMHYECTBO HU3KOMOJNEKYIAPHEIX KOMIIOHEHTOB KJIETOK U CBIBOPOTKH KpOBH TC-
naT (oHanus/yneTpaduabTpalus, NpeelbHas MOJICKyIIpHas Macca 5000 Jla), XUMHYECKUE U
(papMaKoIOruuecKHe CBOMCTBA KOTOPBIX Ha CEeroHsITHUN J€Hb OTIMCAHBI NI YaCTHHIHO.
VccreroBaHHe Npenapara Ha pa3jIMyHbIX KyJIbTypax KJICTOK K TKaHeH, opraHax, a TaKxe opra-
HU3Me KHUBOTHBIX TIOKa3ao, 4To COoNKOCepuIL:

- TO/UIEP’XMBAET W/IJTH BOCCTAHABIINBAET a9POOHBIH SHEPreTHUECKHH 0OMEH, @ TaKKe IPOLECCH
OKHCIHTENBHOTO (OChOPHIMPOBAHUS B KIETKAX, JIAIICHHBIX JOCTATOIHOTO KOIMHECTBA MHTa-
TeJIBHBIX BEIECTB, TEM CaMbIM TOUICPXKUBAs H/UIIM BOCCTAHABIIMBAS cHa0)XeHHe BBICOKOIHEP-
reTuueckuMu ochaTamu,

- TIOBBIMIAET TIOTJIOIIEHHE KUCTIOpo/a (in Vitro), a Take TPAHCIIOPT IVIIOKO3bI B IHIIOKCHHYCCKUX
¥ MeTabOINYECKH HCTOIEHHBIX TKAHAX U KIETKaX,

- yIydIIaeT TPOLECCHl PENapalliy ¥ PEreHepalyy B MOBPSKACHHBIX TKAHAX H/WIIH TKaHAX, JIH-
[IEHHBIX JOCTATOYHOTO KOJIMYECTBA MUTATEIBHBIX BEIIECTB,

- [PeIOTBPAIAET W/WJIM CHIDKACT BTOPHYHYIO NCTEHEPAallWio M MATONOrHHECKUE M3MCHCHMS B
06paTHMO MOBPEXKICHHBIX KIETOYHBIX CHCTEMAX,

- yCHITMBAET CHHTE3 KOJUTareHa Ha MOJEIISIX in Vilro, a TAKxKe

- CTHMYJIAPYET KIIETOUHYIO IpOHdepaniio ¥ MUTPALIHIO in Vilro.

CrenoBareabHO, COMKOCEPHUIT 3alHIAeT TKAaHH, TPEAPACTIONOKEHHBIC K TUITOKCHH W/MA UCTO-
mennio cy6erpara. CTHMYIHpYeT BOCCTaHOBICHHE GYHKIMA B 0OpaTHMO TIOBPE)XIECHHON TKa-
HH, & TAIOKe YCKOPSAET 3aKUBJICHHE TOPAKECHUN U MOBBILIACT KAYECTBO STOTO IPOLECCA.

Cpok roasocTH

5 net. He mpuMEHSTH 110 HCTEYEHNH CPOKA TOAHOCTH, YKA3aHHOTO Ha YIIAKOBKE.

CpoK TOMHOCTH BCKPBHITOH TyObl 28 NHCH NPH XPaHCHWH TPH KoMHaTHOM Temmeparype (15-
25°C).

YeaoBust XpaHeHHs
XpauuTs npu TemrepaType He Boiue 30°C.
XpaHuTE B HEIOCTYIIHOM JUTs A€Tel MecTe!

¥YnakoBka

Conxocepu reib Ui HapyXHOro TPUMEHCHHUA.

ConkocepuIt Ma3b I Hapy)KHOTO NPUMEHCHUS.

[To 20 r B amomMuHMeBble TyOBl. TyOy BMecTe ¢ MHCTPYKIHEH MO MPUMEHCHHIO ITOMEIIAOT B
KapTOHHYIO IIauKy.

YcaoBus 0TIyCKA U3 aNTEK
bes peuenra.

«MEJA ®APMACBIOTUKAJIC HIBENIAPHA I'm6X», IIBENIIAPUSL
Xernaymrpacce 60, 8602 Banren-Bprorruicenien, llIBefinapus

(«MEDA Pharmaceuticals Switzerland GmbH», Switzerland,
Hegnaustrasse 60, 8602 Wangen-Bruttisellen, Switzerland)

[IpousseneHo:

«JIETACU ®APMACBIOTHKAJIC IIBEULIAPYS I'M6X», LIBENIIAPUS
Prop6eprmrpacce, 21, 4127, bupcoensien, [eiapus

(«Legacy Pharmaceuticals Switzerland GmbH», Switzerland,

Ruhrbergstrasse 21, 4127 Birsfelden, Switzerland)

COI'JIACOBAHO

MUHUCTEPCTBOM 3 PABOOXPAHEHHUA
PECIIVBJIMKY BEJIAPYCh

IIpuxas MunucrepcTsa 3paBoOXpaleHns
Pecnybnuxu Benapych
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Ecnu Bam cmany uzéecmmol KaKue-1ubo HexcelamebHble peakyuy, C6A3anHbIe ¢ NPUMEHEHUEM
NpodyKma KOMHAHUY, 6 M. 4. NPUMEHEHUEM 60 8PeEMA bepemeHHOCMU UNU KOPMAEHUA 2pyonio,
QB0 BO3HUKWUE 8 pe3yTbmame MeOUYUHCKUX OUUBOK, HeNpasunbHO20 NPUMEHEHUR, 310yNno-
mpebiienus, neped03UpOSKU, NPUMEHEHUS He NO NOKA3AHUAM Ul gcnedcmeue GIUAHUA, C8A3AH-
HO20 C NPOgheccUOHaNbHOU U HENPOPECCUOHANLHOU OeamenbHOCMbIO, N0003pesaemMoti nepeoa-
ueli UHPEKYUOHHO20 AZEHMA WU OMCYMCmEUenM SQppexmusrnocmu, a maxoice accoyuupyemwie ¢
depexmom kavecmea, HeofX00uMo coobuyums 06 IMoM MUYy, OMEEMCMEEHHOMY 34 papmaxo-
HAoO30p, no Inexmponnomy aopecy info.safety@mylan.com

COTJIACOBAHO

MUHICTEPCTBOM 3 PABOOXPAHEHUA

PECITIVBJIMKY BEJAPYCH
TIpukas MunucTepcTsa 3APaBOOXpaleHUA
Pecny6nuxu Besapycs
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