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CybbeKTbl 0bpaLleHms

MUWHNCTEPCTBO 34paBOOXPaHEHUA

Poconiicoit ®enepan NeKapCTBEHHbIX CPeACTB
®EJEPANILHAS CNIYXKBA MO HAZI30PY
B COEPE 3/IPABOOXPAHEHNA TepputopuasbHble OpraHbl I
(POC3APABHA/ASOP) defiepasibHON CNyXK6bI MO HaA30py B
PYKOBOAMVTE/b cthepe 34paBOOXpaHeHUSs

CnassHckas nn. 4. ctp. 1, Mocksa, 109074
TenedoH: (495) 698 45 38; (495) 698 15 74 OpraHl/I3aL||V|l/| OCyLLIﬁCTBﬂﬂ}OLIJ,VIe
03.0 10 /0 Yu- /17 3KCMEPTU3Y KauecTsa

Ha Ne oT JIEKAPCTBEHHbLIX CPEACTB

MeAanumHCKIe opraHu3aLmm

O npu3Hakax ganscugpukaymm OpraHb' ynpasneHns
NeKapCTBEHHOTO CPeaCcTBa 3[paBOOXpaHeHneM CyObEKTOB

«Baiigasa» Poccuitckon defepauum

depepasibHad cnykba no Haasopy B cepe 34paBOOXPAHEHWS Ha OCHOBaHUM
CBefleHUA, nony4veHHbIX 0T PIrbY «VMMUIYAOCMI» Poe3gpaBHaasopa (Punvan
ropoga PocTtoBa-Ha-[loHy), COO06OLLAaeT O BbIBNEHUN MPU3HAKOB (Pasibcudukaymm
NeKapCTBEHHOro npenaparta «Baligasa, nnMoguamsar gnsa npUroToBIEHUS CYCNeH3Un 4/1s
NoaKoXKHoro BeefeHMs 100 mr, iakoHbl (1), Mayky KapTOHHble» cepun 7B965A, 0
MPUOCTAHOB/IEHUN peain3aunn KOTOPOM CYyObeKTbl 06palLleHns IeKapPCTBEHHbIX CPeAcTB
NH(OPMNPOBaHbLI NMCbMOM PoesfpaBHaasopa ot 16.10.2018 Ne 0211-2426/18.

depfepanbHas cnyxba Mo Hag3opy B Cdepe 34paBOOXPAHEHUs Mpensiaraer
CyObeKTam 06paLleHVs NIeKapCTBEHHbLIX CPeACTB, BKIOYAA MeAMUMHCKME OpraHusaumu,
MPOBECTV MPOBEPKY HA/IMUMA MEPEUYNC/IEHHBIX B MPUIOXKEHUN K [LAHHOMY MUCbMY
MPU3HaKoB (anbCUMKaLUMM BO BCEX WMEIOLLMXCA YMNaKoBKaxX YKaszaHHOW cepuu
NnekapcTBeHHoro npenapata. O pe3ynbTatax MpPOBeLEHHON pPaboTbl He3amen/IMTeslbHO
NH(OPMMPOBaTb TEPPUTOPUASIbHBIE OpraHbl PoesapaBHaasopa.

TepputopuasibHbIM opraHam Poe3fpaBHaj3opa B COOTBeTCTBMU C [lpaBunamu
YHUUTOXEHNS HEe[06pOKaYeCTBEHHbIX IEKAPCTBEHHbLIX CPeACTB, (PanbCUPULMPOBAHHBIX
NeKapCTBEHHbIX CPeACTB U KOHTPA(aKTHbIX JIEKAPCTBEHHbIX CPEeACTB, YTBEPXKAEHHbLIMY
noctaHoeneHnem [llpaButensctBa Poccuiickon Pegepauymmn oT 03.09.2010 Ne 674,
0becneunTb KOHTPO/Ib 33 M3bATUEM U YHUUTOXKEHMEM  (PalbCUPULMPOBAHHOIO
NneKapcTBeHHoOro npenapara. O pe3ynbTatax MNpoBeAeHHOW paboTbl MH(POPMMPOBATb
Poe3apaBHag3op.

MpunoxkeHue: Ha 2 n. B 13K3.

E.A. NamaHoBa 8(499) 578-01-88



OTnnunTenbHble

[MpunoxeHune K nucbmy Poc3gpaBHaasopa
OT N1BtO 3. AjD 7iff No O '/u

Npu3Hakn  pasibCUPUKaLMN  NIeKapCTBEHHOrO  npenapara

«Barpgasza, nuounmszat ansa NpuroToBleHMs CYCneH3uu AN MOAKOXHOro BBeAeHUs
100 mr, donakoHbl (1), Nayky KapTOHHbIE» cepumn 7B965A:

HassaHwue
MPU3HakKa
YnakoBka
I. KapToHHaga
navyka

2. WHCcTpyKUumnAa
no
MeLULUHCKOMY
NPUMEHEHU IO

Mapkunposka
Y. KapTOHHa#“d
nayvyka

OpurnHanbHbIA Nperapar danbcUUMPOBaHHbIA NperapaTt

- YroJ/1 KnaraHa

3a0CTpeH 3aKpyT/ieH

-A/IMHa NOJIoC (papmakoa ¢ 06enx CTOPOH MHCTPYKLMN
0K0M0 10 Mm OKO/10 8 MM
- HaHEeCeHwue nepeMeHHbIX JaHHbIX (4aTbl N3rOTOB/IEHMS, CPOKA FOAHOCTN)

- OCHOBaHVe LMQpbl «2» COCTOUT M3 5 - OCHOBaHWE LMGPbI «2» COCTOUT U3 4
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HassaHue OpurHanbHbI npenapar danbcUhUMPOBaHHbIA Mpenapart
Mpu3HaKa

MapkupoBka

2. 9 TUKeTKa -Pa3Had obopl\na INEMEHTOB PUCYHKa, PacrosioXXeHHOIro pa4om C |EI,O3I/IDOBKOI7I
hnakoHa

- IoroTvn BnagenbLa - loroTun Bagenbua
PErMCTPaLMOHHOrO Y/IOCTOBEPEHNSt HA  PEruUCTPaLMOHHOMO YAOCTOBEPEHMS Ha
natuHuue (Celgene) cuHero LgeTa natuHuue (Celgene) dmoneTtosoro
LiBeTa
- BCE 3/1IEMEHTbI MapKMPOBKM (OyKBbl, - BCE 3/IEMEHTbI MapKMPOBKU (BYKBbI,
LMcpbl, parmMeHTbl PUCYHKOB U Lmdpbl, parMeHTbI PUCYHKOB U
NOroTUNOB, MOJOCHI (hapMakoza) JIOroTUMOB, MOMOCHI (papmaKoaa)
BbIMO/THEHbI C OKAHTOBKOW KOHTYpA: BbIMO/HEHbI 6e3 OKAHTOBKW KOHTYpA:

- Pa3NNYHOe HamnmcaHWe Mpeg/iora «s» B 0603HaUEHUN NIEKAPCTBEHHOW (HOPMbI
«JIMOthMNn3aT AN NPUTOTOB/EHNS CYCMEH3NN A1 NOAKOXHOTO BBEEHMS
OYKBbI «1» U «/1» COBAVNHSIHOTCS: BYKBbI «/» U «/1» HE COBAUHAOTCS:

W



