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Ha oT
PyxosoauTe/iam
anTeHkIX opraHm3anHi
(o coMcKy)
Hudopmanuonnoe nHCEMO
VpaxaeMule pyKoBOAWTEH !

peANM3ANAM NIEKAPCTBEHHEIX IIPENApaTtoB, BKMOYEHHHX B [EPEUCHb JXKMIHCHHO HEOOXOMMMEX
¥ BAOKHEHMWX NEKapCTBEHHBIX Npenaparos (manee — nepevens JKHBJIIL, JKHBIII), ecns zxo
Brecenus B mepevens JKHBJI npenapars Ghume npHOGpETEHE MO BEICOKOH ! AKyNOYHON LEHe, a
Toclie BHECEHHKS B lTEpeueHn IpeesHas OTIycKHas [eHa Ha HEX CTAla MEHBIIE 3aKyIIOUHOH Nadke C
Y4eTOM NpeeNbHLIX ONTOBOA Wiv po3HEHOM HanbaBoK, HHPOPMUPYET. '

denepambHad anTHMOHONONbHAs cnyx6a Poccm B muchMe 0T 29 WMIOHA 2018 r.
Ne Al/49132/18 «O (hopMHpOBAaHMH OTMYCKHBIX IEH Ha JECKAPCTBEHHBEE NPENAaparhi, BKIIOYCHHBIC
B Ilepesens JXKHBJIII» noschser, 9ro NpOJaBATH TAaKWe NpEenapaTH II0 IEHE, YCTAHOBICHHOH
zi0 BHEcenns B mepedern JCHBJIII sanpemeno: U auieps, 1 anTexu peanusyior npenaparsl XHBJII

TOJALKO 0O [EHAM, YPOBEHh KOTOPHIX HE IDEBENIACT CYMMY daxruueckodt oTIIYCKHOH HEHBl

IpoH3BOIMTENS (HE BHINE 3apPerMCTPHPOBAHHON NpeaenbHOH OTIYCKHOH LEHHI) H HPEAEILHOrO

 pasmepa TOProBeix Han0aBoK, YyCTAHOBIEHHBIX -nocmmegﬂeg;@'_:;ﬂpapmtﬁmm Mockss

ot 24 despans 2010 r. Ne 163-I11T «O6 yCTaHOBIEHMH NPEAETHHEX PA3MEPOB TOPrOBEIX Han6aBoK K
| IeHaM Ha JeKApCTBEHHbIE IPenapaTes (B penakimu ot 09.03.2021 Ne 272-THT). :
Bce npesensHEE OTTYCKHBIE IIeHb! A npenapaTs: mepedns XHBJII 8 o6a3aTembHOM nopsIKe
BHOCATCA B [OCYZapCTBGHHBIA peecTp OpeleNsHEIX — OTHYCKHBIX IeH Npou3BoAMTENCH
Ha JEeKapcTBEeHHBe Ipenaparsl, BKIIOYEHHLIC B IEPEYEHH JKM3HEHHO HEOOXOMMMBIX H BaXKHeAIHX
NeKAPCTBEHHBIX Openaparos (fanee — I'ocynapcTBeHHBIA peecTp).

B paccMaTpHBacMOM CJIyYac PeeCTpOBOH 3alMcH HA MOMCHT 3aKyIKH npenapata He OBLIO.
OnHaxo Ha MOMEHT [PONAXH Nperapara 3alKCh O IIEHE YXKe BHECEHA B ['OCYJApCTBEHHEIH peecTp
i, CleNOBATENLHO, JAeHCTBYET 3aKOHOZATENHHEIN 3aNpPET IPOAAXH JCKAPCTB N0 ILECHC BHIIC
MaKCHMAJIFHO Pa3pelieHHOM.

IoaTOMY B pacCMaTpHBAEMOM Ciiydae HeobX0AUMO:

e INPOH3BECTH MEPEOLIEHKY YKA3aHHOrO JIEKapCTBEHHOrO npenaparad ¢ COOIIIOACHHEM HOPM,
TIpeAyCMOTpEHESIX 4. 2 CT. 63 Denepansroro 3akora ot 12 anpens 2010 r. Ne 61-03 «O6 obpaimeHnn
NeKAPCTBEHHEIX CPEJCTB» (B CTOPOHY YMEHBIIEHAA), '

e cocrasnTs [lporokon cornacosanms nen mocrasku JXHBJIII (nanee ~ [Iporokon). Ilpn
»TOM, e/ TaKoii Npenapat IpHOGpETeR y IpoU3BOAMTeN, B rpade "PakTHyeckas OTHYCKHASA LCHA,

ycTanoBneRHas mnpoussomureneM, 6es HJIC (pybnein)” IIporokona ykaseiBaercs (axTHtIeckas
OTIyCKHAS WeHA, HE NPEBHINAINAS 3aPeTHCTPHPOBAHHYIO NPEACIBHYIO OTHYCKHYIO UEHY
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IPOM3IBOJMTENA, a B rpade “"3aperncTpHpoBaHHas NpenebHAs OTTYCKHAs LieHa, yCTaHOB/IEHHAs
npousBozmTeNeM (pybinei)” yKadbiBaeTCss 3aperMCTPHpOBAaHHAS MpENCIbHAY OTHYCKHAS IieHa
TIPOM3BOZIMTE/IA HA ITOT JIEKAPCTBEHHBIH Mpenapar. A eciu Mpenapar npuobperen y mauepa,
TO B rpade "QakrHueckad OTNMYCKHAs 1EHA, YCTAHOBJIEHHAS npoussomutenaeM, 6es HIC (py6.)"
YKa3hIBACTCA LieHA IPHOGPETEHHS JIEKAPCTBEHHOTO NpENapaTa 1ol opraHu3anuel, He MPeBHINAIOMAS
3apETMCTPHPOBAHHYIO PENENBHYIO OTIYCKHYIO LieHY TPOH3BOAMTEI.,

Ecmn npenapar JKHBJIII npojasancs nNpomssoauTencM 10 BHECEHHS "CHIDKAIOMIEX"
wivenenit B ocynapcTsennbit peectp (s peecTpoBoif 3amucH 5To oTpaxeHo B rpade “Jlara
peracTpanam neHs! (Ne pemenus)” xak oTMeTKa "cHUX"), TO NIPH peau3anum| STOTO JIEKapCTBEHHOro
Ipenapara BCel TOBapONpOBOAAIIEH HenoIKod (OPMHPOBATE OTOYCKHYIO LiEHy HeoOXomiMo Hcxons
3 (aKTHIECKOH OTIYCKHOM HeHh! MPOH3BOIATENS NIEKapCTBEHHOrO Npelapara, He NpeBbInaomet
33PETUCTPHPOBAHHYIO0 TIPEICNBHYIO LCHY HA JIATy Pealu3aiyuy [penapara NPOM3BOIMTENEM. B 3ToM
ciydwae B rpabe "“3aperucTpampoBaHHAS [pejieNBHAS  OTOYCKHAd  leHa, yCTaHOBIIEHHAas
npousBoureneM (py6.)" Ilporokona ykassisaercs 3aperucTpupoBanHas IpeebHas OTHyCKHAs LeHa
TIPOM3BOIATENI HA 3TOT NEKAPCTBEHHLIA NpEenapar Ha NaTy peanM3alHH 3TOro JIEKapCTBEHHOI'O
TIperapata NpPOH3IBOIMTEIEM, PEECTPOBad 3aMCh O KOTOPOM B YKa3aHHOM CIy<ae COAEPKHTCS
B I'ocynapcreerEOM peectpe. -

~ B cinyuae ecm mpenapar JKHBJII npro6perancs IO BHICOKOH 3aPErMCTPHPOBAHHON LEHe,
a BHOCHE/ICTBHH DEMEHHE O PErHCTPAlAM MM HepeperucTpaly 3ToH NpesensHON meHH Grul0
OTMEHEHO, TO TaKOlf JIEKAPCTBEHHEI NPENapar HENE3sS NPOJABATE — 110 TeX Top, Toka He Gyzer

- 3apeTHCTPHPOBAHA HOBAd NpeienkHas OTHYCKHad ueHa. B 3toM ciyuae JMIEPHl H anTekH, KOTOpHE
© 3AKYIWIH Npenapar 0 OTMEHb! peImeHus o PErcTpaiii NpeenbHol OTIYCKHOH LEHH, YKa3nBaloT

B Tlporokone B rpape "daxTuveckas OTHYCKHAY IEHE, YCTAHOBNEHHAS NPOM3BOAUTENCM, Ge3 HAC
(py6.)" nedy, He HpeBHIAIOLIYIO HOBYIO 3aperHCTPHPOBAHHYIO NPEACNbHYIO OTHYCKHYIO HEHY Ha
NIeKapCTBEHHRKIN IIpenapar. o -

JONOJNHHUTENLHO NOSCHSIEM, 9YTO Bbi MOXETE O3HAKOMHTHCS C YKA3AHHLIMH  BEIITE
HOPMATHBHLIMA IDABOBBIME aKTaMH Ha ofuimanbHoM caiite JlenapraMenta B pasjene
«PerHoHaNbHLE TOCYNAPCTBEHHBIH KOHTPOIh 32 NPAMEHEHMEM LieH Ha JXHBJII» B oTnensHoit
BKNanKe «JOKyMeHTEL». = =

Bee noxymenTs: npeacramnensi Ha odHUAANEHOM caifte JlenapramenTta B AOCTYIHOI
AUt CKaYHBaHUS GopMe. :

Hanpasneno ans umpopMHpOBaHus anTewwnX opraHusaumii B paMKax peamm3anuu
IlporpaMmel mpodunakTaky M B Uemsx HENONYIMEeHNs HapyImeHHH obs3arTenbHbix Tpebopamuit K
npuMeHennio LeH Ha JKHBJII], :

Ilo Bompocam cobmozenns obssarensusix TpeGOBAHME MOXHO oOpaTHTBCE 1O anpecy
anextponHoit nowrsr: UKPZLK @zdrav.mos.ru i 1o tenedony: 8 (495) 53 1-69-89.

- Ilpomy noeectw wuGopMammiO N0 /M, OTBETCTBEHHEIX 33 nenoobpaszosanme B Bammx
OpTraHH3aLMSIX.

Hauanpunx Yopapnenns
10 KOHTPOJIIO 32 NPHMEHEHHEM eH
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