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IIPOTOKOJI 3BACENAHUS PETHMOHAJILHOII BPAYEBHOW KOMICCHUI
' «0 HASBHAYEHUU JIEKAPCTBEHHOI' O
NPENAPATA. IO )KU3HEHHBIM-HOKA3AHUSIM»

22.11,2019p. Ne,210
[Ipéacenarens: ~0.10.Horuna, - 3aM! pyxoBoaurens o KOP
HYinensl BK:

~T:H. Kamytckast, 3aM. pykoBofiurens o OMP

- O.YO.[lenvicoBa, 3aB. 1eTCKAM
KapJINOJIOFUYECKUM OTHEICHUEM

~E.W. Bepenmackasi, 3aenyromas IIPUEMHBIM
OTZeNeHUEeM

-¥0.I".Yypaxkoga, 3aBényromias

HEBPOJIOTUYECKUM OTHEIICHHEM

Hata, ‘BpemMs. u merro mpoBegeams BK: 22.11.2019 r., 13.40 ‘BromkeTHOE
yupexaeHne XaHThl-MaHCHICKOTO aBTOHOMHOTO okpyra-tOrper. «HmwkHeBapTOBCKAA
OKpPYXHas KJIMHUYECKa!l AeTCKas OOJIEHUIIAY,

IIpuunna coswisa BK "«0O Ha3sHa4YCHUH JIEKApCTBEHHOTO Npelapara 1o XU3HESHHBIM
IIOKa3aHUsAM, HE BXOISDIETO B CTAaHAAPT Je4eHUs 1T0.CMA».

JaHHbl€e 0 nanuenTe:

®.1.0.; Xomuenko Aness Baagumuposnua,
JaTta poxacnns: 01:12.2014-1.p., (4-rona).

Alpec’MecTa JKHTeAb¢TBA: XaHTH ~ MAatenicKuii ABTOHOMHEI okpyr— IOrpa r.
Cypryr, yn. Kykyesunxoro; x,9\1,xs. 3.

Hanable 0 COCTOSHAN IalHenTa:
Anarnos ocHoBHoM KiltaMYeckuii: CliuanbHas Mbiueytas arpo¢us, tar 11
OG6ocHoBaH e Ha3HAYE HHSI AAHHOTO JIeKADCTBEHHOT0 Hpenapara:

Kputepuu dbdexruBrocTu: Crunapasza (HycHHepceH) < 0MuroceHcHbIH HYKJIEOTH T
JUlst ICYCHUS MMAllUeHTOE CO CIIMHANBHONR MBIIIEIHOMN aTpodueit c MyTanueil Ha



XpoMocome 5@, KoTapas BeieT K neHIHTY -Gemia; SMN CrnmHpasa yBenuunsaer
BKIIFOYeHHe 7. 5k30Ha 3 MPHK u YBEJIMHUBACT IPONYKLHIO TIOJHOLEHHOTO Oerka SMN
M ABIACTCA EAMHCTBEY HBIM NIPEapaTomM st [TATOr€HETHHECKOTO JIEYSHHMS.

OddexTurHOCTE CHH:épa351 (Hycunepeena) 6s11a TIPOACMOHCTPHPOBaHa B ABOHHOM,
CIICTIOM TLale00-KOH "POIIHDYEeMOM ‘HeCITeN0BAHMH ¥, CAMIITOMaTHYECKUX HaI[HEHTOR
€0,CMA 1,2 W 3 ruiia 1 6s010 TIOATBEPIKAEHO “'B.- OTKPBITOM IIPOIOKEHHOM
HCCIICIOBAHUH | NPECHMITTOMATHYECKHX. 1 CUMITOMaTHYECKHX. TallHeHTOB ‘6o, CMA.,
Hccnenopanns TIOKA3IH, 4TO Haubonsitias. >¢hekTHBHOCTE npenapara B rpymme
JeTeH, KOTOpEIe Haua) 1 TOJIyIaTh JIe9eHHE [0 3-X JIeT, ONHAKO-OLII6 MOKa3aHo, YTo
ACTH, Haxonusmumecs 4a VBJL He 6buin cisithy o AOCIMOJIHUTETbHON ' BEHTHIIIHOH HOH
MOAEPIKKH;

IIpenapar omobpen dapMakonorigeckmit areHrTerBaMu FDA w'EMA 1is Bcex Trmon
CMA

Kputepnu _Gesonachocrn: aBCOMMOTHBIX IPOTHBOMOKASAHHMH -k MIPUMEHEHHIO
Cnmtpazer - Her. Hepen BBenenmeym PCKOMEHIYETCS - IPOBECTH = HecnenoBatue:
OIpEACNICHIE KONuIeC Bar TPOMOOIUTOR -1 KOAaryiorpaMmy” B. CBSI3U'C- BO3MOMHEBIM
KPOBOTEHEHNEM ) M  HCCIIeNOBaHME - dHATNSE MOdH B CBA3M ¢’ BO3MOXHOCTEIO
He(POTOKCHHHOCTH. JaperucTpupoBano - 5 CJIyMaeB - pasBUTHA  cooBIaromeiics
raaponedayun.” V nmauuenta  ma A@HHBINA . ‘MOMEHT _ K /BBeeHHIO Ipenapara
NPOTHBONOKA3aHUN HeT;

Komnanus-npoussoinreis NpenapaTa " He cYMTaeT _NpPOTHEONOKAZaAHHEM K
Ha3sHAYEeHHIO Hycunepcena (Cnunpaser) . = naaugne COMYTCTBYIOHIEr 0
3a0oneBanns (PKY).

DapmakodKOHOMHU e C Hii npoduiib: - hapMaKosKoHOMITYE KL aHAIM3 ~HE
IIDOBOJUIICS, ‘TaK KaK aHJIOrOB IIpeTapara HeT:

PEINEHUWE BK:'B coOTRéTCTRIIY ¢ Ilpukazom MunucrepcTpa 3IpaBOOXpaHEeHUs U
COLMaNBHOrC pa3BuThsa Poccuiickoii Qenepatmu . ot 9. aBryeta 2005w, Ne494 «O
HOpsANKe NMPUMECHEHHs  JIEKAPCTBEHGBIX CPCICTB |y ‘OOMBHBIX' [0 KHM3HEHHKM
TIOKA3aHUAMY; PaspelInTs, K MHAABHIYAIIEHOMY IDUMEH@HHIO Tpenapar «Criuapaza
(Hycunepcen)» - no “skianennsim HOKA3AHUAM AT OKa3aHMA MeXHIHHCKOM
nomomm natmeHTy XoN Y€HK0 AMENTHK Baagumuposne; 01.12:2014 r.p.,'(4 roga).

Pacuyer kommuectsa npenapata;: . 120 mr (5wn) * Ha' omHO BBefieHme (ans
HHTPATEKAIBHOI'0 BBez[ereim). ITepBrie Tpu 10381 BBOANTE C UHTEpBaaMu 14 nueii, 4-s
Ao3a uepe3 30 nueit moen: 3-éro BBEHEHs. 3areM HONNEPXUBAIOLIME 1035 Kaxbie 4
Mecsna. "
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