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TAMOXKEHHBIH COIO3
PECIHIYBJIHUKH BEJ[AP}’CI:, PUF,C NYBJIHUKH KA3AXCTAH
U POCCHUCKOHU ®EJAEPALIUN
®efepanbHan cnyxba no Haa30py B cchepe 3aLuThI Npas noTpebutenei u Gnarononyyns Yenoseka
3amecTuTenb MNaBHOro rocyaapcTBEHHOro caHutTapHoro spava Poccuitckoit depepatinu
Poccuiickas ®epepauvs

{VHOAHOMOEHARIE OpraB CTOpONss. PYESEOTITE T, ¥IOTHOMOUSRHOTT OPraEt, HaiMERGRHRE A CT PATIRHO-TEPRHTOPHL BT OOPRIOEIHAR]

CBUIAETEJBCTBO

0 TOCYIApPCTBCHHON perucTpanun

o RU.77.99.88.003.E.002346.07.19 07 03.07.2019 1,

SHBHGrECKA akTuaHas aoBaska K nuwe "BUPETUKC OPAN" ("BIRETIX ORAL") (kancynsi Maccoi 715

Mr). MsroToBneHa B COOTBETCTBUM C AOKYMEHTaM: cneyudukauuns npoaykra. Msrotosutens

(npouzsoguTens): "IBSA Farmaceutici Italia S.R.L" (Via Martiri di Cefalonia, 2-26900 LODI). Utanusa ans

"Industrial Farmaceutica Cantabria, S.A." (Spain, Santander, Carretera de Cazona - Adarso s.n),

Wcnanusa. Monyyarens: OO0 "ACTPEA UMM3KC" 125252, npoesa Bepesoroil powun, 4.8, 3 atax,
~nom. Il, kom. 9-10, Poccuitckas degepaumns.

{ HACHMERCUARE POy RITHH, SOPMITIERLE 1L (M0 ) TEXMHUECKNE | Y MOTTEL B COUTBCTCTHITE C ROTOPLMM HITOTORICHE MPOTYIIRK, BIHMETIMUME |FMects HELOHICHIE OB TSN LA PaHIRITE O YT

- TeXhhbeckvin’ pefnamentam TamoxenHoro coiosa: TP TC 021/2011, TP TC 022/2011

NPOIITa TOCYAapCTBEHHYIO perucipauuio, BHeCceHa B PeecTp CBHACTEILCTB o
rocylapCTBEHHOM pErucTpailHi W paspeilicHa jUis DPOH3BOACTBA, peanu3lanuil H

A peanit3aLn HaceneHuio B kauecTse BUONOTNYECKY aKTUBHOM A0BABKY K NULLE - AONONHUTENLHOMO
MCTOYHUKA BUTaMWHa E, HukotTrHamuga (ButamuHa PP), UMHKa 1 cenexa (aanee cornacHo npunoXeHno)

Hacrosiee CBHAETEALCTBO BBIIAHO HA OCHOBaHHMM (NCPCYUCINTL PACCMOTPEHHBIC
HPOTOKOABI HCCIIEAOBAHWN, HAMMEHOBAHHE OpPraHH3aliu (mcnprTaTenbHOIN TabopaTOPUH,

HEeHTpa), IPOBOAMBIICH HCCHEOBAHNA, APYTHE PACCMOTPEHHBIC IOKY MEHTHI): :
‘B3aMeH cBMaeTeNnbCTBa O rocygapcTeeHHon peructpauyun Ne RU.77.99.88.003.E.002212.06.19 o1
25.06.2019 r.; akcnepTHoro sakniovenns ®rEYH "®UL nutanus u GuotexHonoruu” Ne 410/3-282/6-19 ot
06.06.2019 . :

. : CpDK IIEIL"ICTBHH CBHUIAETCIBCTRA D ]"()C}"II&I)CTBGHHO?! perucIpanHu YCTaHaBAMBACTCA HA BCCh
nepuoji HM3roTOBIACHHUA NPOAYKHHH HAH HOCTABOK MNOAKOHTPOIBHBIX TOB&_ : Ha
TEPPUTOPHIO TAMOYKEHHOTO CO1034 i o "

tloanucs, DHO, aoimkHOCTE YHOIHOMOYEHHOTO JiHlA,
BARIIABIIErO JOKYMEHT, H [e4arh OpraHa (yupexjaenus),
BBLIIABINETO TOKYMEHT
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TAMOXKEHHBIHN COI03
PECIIYBJIMKH BEJAPYCh, PECITYBJHUKHA KA3ZAXCTAH

U POCCUUCKOH GOEJIEPALIUU
~ ®epgepansHas cnyx0ba no Hag3opy B chepe 3awnThl Npas noTpebutenei n 6narononyq us qenoaexa
3amecTuTens [MaBHOro rocy1apcTBEHHOro caHuTapHoro Bpada Poccuiickoit ®enepauiun
Poccuiickas ®efepauus

{vabanoMoseriiai opran CTopoikl PYKOBDANTEE ¥ IOTHOMGICHHOTT Oprads. HEHMEHOBIHNE SIMENRCTRATHRN - TEPPHTODEATRINTO VO PUIOBANILA]

K CBHIETE/ICTBY O r@cmamrg HHO¥

Ne _RU_??__QQ .88. 003 E 002346 07 19 oT 03.07.2019r.

‘!!I]d}ﬂp.\!iﬂl“ﬂ‘ HE BOIMENAN B TEECT CRMISTENRCTRA O I'OC}'AEIPCTEI.'IH(UI-! ]:‘(.‘THCT})RIIH[”

- O6nacTe npuMeHeHnA (NpoaoKeHne, Hauyano Ha GnaHke cBugeTenbCTEA):

MecTa peanusauuv onpeaenaTca HauMoHanbHbIM 3aKOHOAATENLCTBOM roCy4apCTB - YNEeHoB :
'EBpasuincKoro 3KoHOMUYECKOTo Coo3a. PekomeHaaLun no npuMeHeHuto: BapocnsiM no 1 kancyne 1
pas B feHb BO BpeMsi efbl. [pofomkuTensHOCTs npuema - 1 mecsy. Mpu HeoBXo[UMMOCTH nNprem
MOXHO NOBTOPWTL Yepes 2 Mecsua. [poTUBONOKa3aHusa: MHAUBUAYaNbHAA HENEPEHOCUMOCTL |
KOMMOHEHTOB NPOAYKTa, DepeMeHHOCTb, KopMeHne rpyabto. MNepea NPUMEHEHUEM PEKOMEHAYETCS
MPOKOHCYNbTMPOBaTLCA C Bpa4oM. Cpok rof4HOCTM - 2 roga. XpaHuTb B CYXOM, 3aLUULLEHHOM OT
MPAMBIX COMHEYHBIX NYYen N HeAOCTYNHOM ANS AETei MecTe npu TemnepaTtype He Bbilwe 25°C.

|\ eBPaS

TICII{HHCB ®HO, n0MKHOCTH YHNOIHOMOYEHHOI'O
Wila, BBLIABIIEr0 JOKYMEHT, M Iie4arh OpraHa
{yt[pe:&c,ueﬂuﬂ), BBIIABLICTO JOKYMEHT




