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PELIEHUE
00 OTKasze B COMIACOBAHUM MPEAETbHBIX OTITYCKHBIX LEH MPOU3BOAUTEIICH

Ha JICKapCTBCHHBLIC IIpCIIaparbl, BKIIIOUYCHHBIC B MTICPCUYCHDL KU3HCHHO HEOOXOIUMBIX
1 BaKHEHUIIIUX JICKAPCTBECHHBIX IIpeIiaparoB

B coorBercTBMM ¢ IyHKTOM 6, mnoamyHkrom «O» nyHkra 11 IIpasuu
rOCY/IapCTBEHHOI PEerucTpaluy  MpeieIbHBIX OTIYCKHBIX L€H IIPOM3BOJAMTENIEH Ha
JIEKApCTBEHHBIE TIperaparbl, BKJIIOUEHHBIE B IEPEUeHb JKU3HEHHO HEOOXOUUMBIX U
BasKHEHIINX JIEKapCTBEHHBIX IpenapaTros, VTBEPIKIEHHBIX MMOCTAHOBICHHEM
I[lpaBurenscrBa Poccuiickoit @eneparun or 29.10.2010 Ne 865 (nanee - Tlpasuna).
denepanbHas aHTUMOHONONIbHAS ciayx0a paccMoTpesa MAOKYMEHTBI, [peICTaBlIeHHbIE
nmuckmMoM Munszapasa Poccun ot 17.07.2015 Ne 20-4-487162, n npunsna peuienue o0
oTkase B coriacoBaHuu mpeaenbHbx oTiyckHbIX 1eH «K.O. Pompapm Kommann C.PJL»,
PyMbIHMS, Ha CJIEYIOIIHE JICKAPCTBEHHBIE [IPENaparkl, BKJIIOYEHHBIE B IIEPEYEHb KH3HEHHO
HEOOXOIMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX MPENaparos:

|. Tponukamuz, karu riasaeie 0,5%, 10 M — ¢uiakonst /¢ npoOKoii-KanenbHULeH
M 3aBUHYMBAIONIMMCS 3alIUTHBIM  KOJIIAQUKOM, CHa0KEHHBIM IIPEJOXPAaHUTEIIbHBIM
KoJibioM/ (1) — mauku kaproHusie B pasmepe 77,30 py0.

2. Tponukamuy, karu rnasasie 0,.5%, 10 min — daakoHsl /¢ npoOKoii-KaneapHulei
M 3aBUHYMBAIONIMMCS 3alIUTHBIM  KOJIMAUKOM, CHAaOKEHHBIM IIPEJIOXPaHUTEIBHBIM
kospIioM/ (1) — mauku xkapronueie B pasmepe 108,50 py6.

[IpenenbHble OTIYCKHBIE I[€HBI HAa YKa3aHHBIC JIGKAPCTBEHHBIE [peraparsl He
COIIACOBBIBAIOTCS MO CIEAYIONIMM OCHOBAHHAM.

Ha ocuoBanuu nyHkra 8 IlpaBmn npou3BOAWTENIO YKA3aHHBIX JICKAPCTBEHHBIX
npenaparoB HampasieH 3anpoc or 27.07.2015 Ne AK/37926/15 B uensx yTouHEHUs
CBEJICHUM, COJIEPKALMXCS B IpeJCTaBlICHHbIX J0KyMeHTax. Bmecre ¢ tem orser OOO
«POM®APMA », nanpasinennbiii nuceMoM o1 31.07.2015 Ne 105/15, comepxkut Henoanyo
uHoOpMaLMIO (HE TIPEJCTABICH pacyeT M JOKYMEHTaJbHOE IOATBEPKACHHE BeJIMYHH
VJI0pOXKaHMs [1I€H Ha JaHHbBIC NPEraparsl), B CBA3W C YEM IPOBECTH YKOHOMMUYECKHUIT aHATIH3
3aABJCHHBIX K pPETHCTpAlMy [eH B COOTBETCTBMM ¢ MeToankoil ycTaHOBICHUS
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MPOU3BOAUTEISIMU  JICKAPCTBEHHBIX  IIPENapartoB  IPEJC/bHBIX  OTHYCKHBIX 1ICH Ha
JIEKapCTBEHHbIE IMperaparbl, BK/IIOYEHHBIE B IEPEYEHb JKU3HEHHO HEOOXOAMMBIX W
BOKHEHIIMX  JICKAPCTBEHHBIX IIPENaparoB, YTBEPXKAEHHOW COBMECTHBIM [IPUKa30M
Mumspasconpasurus Poccnn u @CT Poccun or 03.11.2010 Ne 961n/Ne 527-a, ne
MPE/ACTABIACTCH BO3MOKHBIM.

B coorBeTcTBHM ¢ TOAITYHKTOM «O» nyHnkra 11 IlpaBui HerojanoTa npeacraBIeHHbIX
JIOKYMEHTOB ~SIBJISICTCS OCHOBAHMEM Uil OTKa3a B COIVIACOBAHUHM TOCYAapCTBEHHOM
pEerucTpalu npeiebHOM OTITYCKHOMN LEHbI IPOU3BOANTEII Ha JICKapCTBEHHBIM MIpernapar.
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