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PEINIEHUE
00 oTKa3ze B COMIaCOBAHUM IPEICIbHBIX OTITYCKHBIX LIEH MTPOU3BOINTEIICH
Ha JIEKapCTBEHHBIE TIpEnaparhl, BKIOYEHHBIE B [IEPEUCHD JKU3ZHCHHO HEOOX0IMMBIX
Y Ba)KHCHIIIHUX JICKAPCTBCHHBIX TIPCIIapaToB

B coorBerctBMM ¢ myHKToM 8, ToAnmyHKTOM «B» nyHkra 13 [lpaBus
roCy1apCTBEHHOM perucTpauum 7 HepeperucTpanmm yCTaHaBINBAEMBbI
MPOU3BOAMTENIAMU  JIEKAPDCTBEHHBIX TIPENaparoB MpeIeIbHbIX OTIYCKHBIX LEH H4
JIEKapCTBEHHBIE TIpenaparhl, BKJIIOYEHHBIE B IIEPEUCHb KM3HEHHO HEOOXOAMMBIX i
BAKHCHIIMX  JICKAPCTBEHHBIX  TPENapaToB,  YTBEPKJEHHBIX  [OCTAHOBICHHEM
[TpaButennctBa Poccuiickoit @enepauun or 29.10.2010 Ne 865 (nanee - np‘dBH.!l'dl‘.
GdenepanbHas aHTUMOHONOJLHAS Cllyxkba paccMoTpena JOKYMEHTBI, IPE/ICTABICHHBI
nucsMomM Munzapasa Pocenun ot 28.09.2015 Ne 20-4-492855-¢, u npuHsia penieHue ()?E
OTKa3e B COIIACOBaHMM MpeaeibHbIX OoTnyckHbix 1en OAO «Horocubxumdapm»
(Poccust), 3asBIEHHbIE HA IMEPEPErUCTpPaAllMIO B ClAydyae W3MEHEHHUs! LIEH Ha ChIpbE
Marepuallbl, a TaK/Ke U3MCHCHMS HAK/IQJHBIX PACXO/I0B, HA CJICAYIOLIHE JIeKapCTREHHBIE
npenaparbl, BK/IIOYEHHBIC B TeEpevYeHb JKU3HEHHO HEOOXOMMMBIX M BakKHeMImmk
JIeKapCTBEHHBIX IIpernapaTos: ]

I. Onpancerpon (MHH — Omnjancerpon), pacTBop JUis BHYTPHBEHHOIO H
BHY TPUMBIIIIEYHOTO BBEICHMUS 2 MI/MJI, 2 MJI — aMIlyJibl (5) — yHaKOBKH SHEHKOBBIP
KOHTYypHBIE (1) /c HOXKOM aMIIyJIbHBIM MM CKapu(PHUKATOPOM 1O HEOOXOAMMOCTH/ —+
Mauyky KapToHHBIC, B pasmepe 153,49 pyo. I

2. Onpancerpon (MHH — Omnpnancerpon), pactBop st BHYTPHBEHHOTO .1
BHYTPUMBIIICYHOT'O BBEJCHUS 2 MI/MII, 4 MJI — aMmIylsisl (5) — VIIAKOBKH aqem(osbll.

KOHTYpHBIE (1) /¢ HOKOM amIryJabHBIM HJIM CKapUPHUKATOPOM IO HeoOXoauMOCTH/ 21
Mayky KapToHHBIE B pasmepe 226.16 pyo.

[lpenensupie OTIYCKHBIC [EHBI HAa YyKa3aHHbBIC JIEKapCTBEHHBIC Ipernaparbl He
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COITIACOBBIBAIOTCS T10 CJIEIYIOIIUM OCHOBAHUSAM.

[Ipy  npoBeseHUM  HKOHOMHMHECKOIO — aHAJIM3a  YCTAHOBIEHO, YTO  POGT
3apPErHCTPUPOBAHHBIX OTIYCKHBIX [€H Ha JIEKApCTBEHHBIH mnpenapar OHIaHCeTpaH
BBIILICY Ka3aHHBIX JJ03MPOBOK 3asB/ICH NIPOM3BOAMTENEM B pasmepe 12,2 %, npu stom, 3
pacyeToB BENMYMHBI YAOPOJKAHMs, IPEACTABICHHBIX IPOM3BOIUTEIEM CIEAyeT, 410
(hakTHYECKOe YBEIMYEHHME 3apEruCTPHPOBAHHBIX OTIYCKHBIX [IE€H HAa YKa3aHHb|e
npernapars! cocrasnset menee 12.2 %. '

B coorBercTBUM ¢ ToAnmyHKTOM «B» myHkra 11 TlpaBun rpesbimenye
MPpeACTaBICHHON JUIS TOCYIApCTBEHHOW PErucTpalMy IpeaeabHON OTITYCKHON IIeHpI
MTPOU3BOJIMTEJIs Ha JICKAPCTBEHHBIN Mpernapar Hajl LIEHOM, pACCUUTAHHOM B COOTBETCTBUM
¢ MeTonMKoH, JIeHCTBYIOIEH B MEpUOJ TNPOBE/ICHHS SKOHOMHYECKOTO aHajH3h,
SABJIAIOTCS OCHOBAHMEM JUISl OTKasa B COIVIACOBAHMM TOCY/IaPCTBEHHON perucrparum

[pe/Ie/IbHOM OTITY CKHOM LIEHBI MPOU3BOIMTENS HA JICKAPCTREHHD, enapar. \
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