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Ha No oT

I_Pa%ﬂmeﬂue 10 3aM0JHEHUIO (OPMbL npOToxm
COINIAaCOBAaHUS LEH IOCTABKH JIEKaPCTBEHHBIX
NpenapaToB, BKIIOUEHHBIX B IIEPEUeHb KU3HEHHO
HEOOXOOMMBIX U BDKHEHMINHX JIEKapCTBEHHBIX
npenapaToB

denepanbHasg aHTUMOHOIIONBHAS CITy)K0a B CBS3M C MHOTOYHCIIEHHBIME 3allpOCAMHU
OpraHu3alui ONTOBOM M PO3HMYHON TOPIOBIM JEKAPCTBEHHBIMU IperapaTaMy JTOBOIUT
no ceenenus noszunuio GAC Poccunm mo Bompocy 3amofnHeHUs (OpMbL IIPOTOKONIA
COIIaCOBaHU II€H ITOCTaBKM JIEKApCTBEHHBIX IIPENapaToB, BKIIIOYEHHBIX B IIEPEUCHb
JKU3HEHHO HEOOXONMMBIX M BaKHEWMIINX JIeKapCTBEHHBIX IMpPenaparoB, YTBEPKACHHON
nocraHoeineHueM [IpaBurensctBa Poccumiickoit ®enepaumm ot 16.12.2019 Ne 1683
«O BHeceHUM M3MEHEHUH B HekoTopble akThl [IpaButensctBa Poccuiickoil Penepanuu B
YacTH roCyAapCTBEHHON PErucTpalddl U MepeperucTpalyy NpedeslbHBIX OTIYCKHBIX LeH
Ha JIeKapCTBEHHbIE IIperaparbl, BKIIOYEHHBIE B IIE€pPEYeHb JXU3HEHHO HEOOXOAHUMBIX H
Ba)KHEHIINX JIeKapCTBEHHBIX MpenaparoBy (ganee — IIpoTOKON conTacoBaHUS LIEH).

1. 3anoanenune nocrapmukom rpadg 1-8 Ilporokosa coriacoBanus 1eH.

IMocTapmuk (opraHu3anus ONTOBOM TOPTOBIU JIEKAPCTBEHHBIMU CPEACTBAMH),
KOTOPBI mnpuoOpes JieKapcTBeHHbIH mpenapar y HNPOH3BOAMTEJS, 3aI0OJIHSECT
rpadgsr 1-8 Ilporokona cornacoBaHUsl ILIeH C Y4YeTOM WH(OpPMAalWy, Colaepxalieics B
COIIPOBOAUTENBHON JOKYMEHTALMU IPOU3BOAUTEIS Ha JIEKAPCTBEHHBIN Mpenapar.

Jare peanm3anuM JEKapCTBEHHOTIO Iperapara MHOCTPAHHBIM NPOH3BOIMTEJEM
Ha TeppuTtopun Poccuiickoii degepanum COOTBETCTBYET [aTa BBIIYCKa TOBapoOB,
yKazaHHas B JeKinapaluu Ha ToBapsl (rpada «C» Qopmbl mekiapaluud Ha TOBapHl,
yTBepxaeHHo# Pemennem Komuccnn TamoxkeHHOrO0 corosza ot 20.05.2010 Ne 257).

Bce mnocnepyromue opraHu3alid  ONTOBOW TOPIOBIM, pealH3yIOIIHMe 3TOT
JeKapCTBEHHBIN IIperapat, Ipy cocTaBneHuu [IpoTokona cornacoBanus 1eH B rpadax 1-8
OTpakaroT 0e3 U3MEeHEeHUH MHpopManuro, ykazanHywoo B [IpoTokose cornacoBaHus IEH, C
KOTOPBIM JIEKApCTBEHHBIH NpernapaT ObUT MU IPHUOOpeTeH.
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JlekapcTBeHHBI  mpenmapar, IPHOOPETEHHBIM  ITOCTABIUMKOM Y  €ro
NMPOU3BOAUTEs, PEATN30BAHHEIN B aIpeC IOTydaTens (OpraHu3alyus ONTOBOM TOPTOBIIH
WM OpraHu3alys pPO3HWYHOM Toprosuu), Ao 17.12.2019 npu Hamuuum IIporoxona
COIIACOBAHUS LIEH, COCTABIEHHOro mo (GopMme, YTBepP)KIECHHOHN MpeabIayIiell penakuuei
nocraHosnenus IIpasurensctea Poccuiickoit @eneparuu ot 29.10.2010 Ne 865, To ecTs
0e3 ykaszaHUsS JAaThl pealM3alldK JIEKAPCTBEHHOrO IIperapara IPOM3BOLHTENEM, MOXET
OBITh peaqu30BaH APYTMMU yYacTHUKaMH TOBApPOIPOBOMSIIEH LENH pealu3alldd 3TOro
JIeKapCTBEHHOTO Ipernapara npu Hanuuuk IIporokoma comracoBaHHs IIeH, B KOTOPOM B
rpacge 8 ykasaH mpouepk.

B cBoro ouepens, ®PAC Poccun obpaiaer BHUMaHUe, YTO BKIFOUeHHe B [TpOTOKON
COINIaCOBaHMA IeH HMHG(OpMalUM O JaTe peanu3alydd JIeKapCTBEHHOro Iperapara
npousBoguTesieM Ha Teppuropun Poccuiickoil Penepanun obecriedymBaeT pead3aluio
HOPMBI, MpPeIyCMOTPEHHOM 4YacTelo 4 mocTtaHoBieHus I[IpaBurtenscTBa Poccuiickoii
®epepamuu ot 16.12.2019 Ne 1683, B COOTBETCTBUH ¢ KOTOPOM MpedOCTaBlIEHA
BO3MOXXHOCTE ~ [IOp€alM3allMi  JIEKAPCTBEHHBIX IIPernapatoB C Y4YETOM TEKyIIUX
3apErUCTPUPOBAHHLIX NPENENbHBIX OTILYCKHBIX LEH MPOU3BONUTENCH Ha JIEKApCTBEHHbIE
nperaparel, TO €CTh PeaJM30BaHHBIX MX NPOU3BOAUTENSIMHU Ha TEPPUTOPHE Poccuiickoi
Qepepauuu 10 AHS BCTYyIUIGHUS B CHJIy IpHKasa MUHUCTEPCTBA 3/1paBOOXPaHEHMs
Poccuiickoit ®enepauuu o6 oOs3arenpHOM mepepernctpanuu B 2019-2020 ropmax
IIPEEIbHOMN OTILY CKHOM LIEHBI IPOU3BOIUTEIIS.

2. 3anosHenue nocraBuHKkoM rpag 9-18 Iporokosa cornacoBanns meH.

2.1 Ilpm peanuzanuy NOCTABIUUKOM (OpraHU3aIyis OITOBOM  TOProBiIx
NIEKapCTBEHHBIMU CPEACTBAMM) B aApec MOiydareds JIeKapCTBEHHOIO IIpeliapara,
NpUOOPETEHHOro UM Y NPOX3BOAMTEsI STOTO JIEKAPCTBEHHOTO Ipemnapara, B [IpoTokone
COIVIACOBAHMs LIEH yKa3bIBaeTCsI:

- B rpadax 9 unu 10-11 (B 32aBUCHUMOCTH OT MPUMEHSAEMOTr0 [TOCTABIIUKOM PEXMMA
HaJIOr000I0XEHN) - LIeHa PealU3aLUY II0CTABIINKOM JEKapCTBEHHOTO [IPENapara;

- B rpadpax 17-18 - pasmep onToBOI HaMOABKH, IIPUMEHEHHBIH [TOCTABIIUKOM.

2.2 Ilpu peanusalyyd NOCTABIMIMKOM (OpraHu3alys OITOBOM TOPIOBIM
JIEKapCTBEHHBIMHM ~ CPEICTBAMH) B aApec IoNydaTens JIEKapCTBEHHOIO IMIperapara,
NpuoOpeTeHHoro MM Yy /Jpyrodl OpraHmM3allHd ONTOBOW TOProBju, B IIpoTOKoIe
COIVIaCOBAHMA LIEH YKa3bIBACTCH:

- B rpadax 9 wmmam 10-11 (B 3aBUCHMOCTH OT pEXUMa HaJOrOOOIOKEHHS
OpraHu3ally OMNTOBOW TOPTOBJIM, y KOTOPOM 3TOT JIEKAPCTBEHHBIA IIpermapar Obil
NpUOOPETEH MOCTAaBIIMKOM) - IleHa IIPHOOPETeHHs IIOCTABLUIMKOM JIEKAPCTBEHHOTO
npenapara  (HE3aBUCHMMO  OT  KOJNMYeCTBAa  OpraHM3alldii  ONTOBOM  TOPrOBIH,
y4acTBOBaBIIMX B TOBAPOIPOBOMMAIIEH LENK pealn3aliy KOHKPETHOTO JIEKAPCTBEHHOIO
npernapara 10 ero npruoOpeTeHHs TOCTABILHKOM);

- B rpadax 14 wmmm 15-16 (B 3aBUCHMOCTH OT pEXHMa HAaJIOrooOI0KEHMUs,
NPUMEHSAEMOro II0CTAaBIIMKOM) - II€Ha peaju3aldd IIOCTABLIMKOM JIEKAPCTBEHHOIO
npernapara B apec IoaydaTes;

- B rpadhax 12-13 - pasmep onToBOM Haa0aBKK, IPUMEHEHHBLH [10CTABIIUKOM:;
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-B Tpadax 17-18 ykas3elBaeTCs CyMMapHBI pasMep ONTOBBIX HAIOABOK

OpraHu3aluil OITOBOH TOPrOBIIH,
2.3 B rpadax 9 mmm 10-11, a taxxe B rpadax 14 mam 15-16, He mopsiekamux

3all0JIHEHH KO B CBs3HU C HCIIOJIB30BaHUEM OIIpEOCICHHOIO BUIa peXxumMma
H&HOFOO6HO)KGHI/IH, YKa3bIBacTCs NPOUYEPK.

IMog/HHHNK 31€KTPOHKOTO JOKYMEHTa, NIOKHCEHHOTO
I, XpaBHTCA B CHCTEME 3IIEKTPOHHOrO
KoxymerToo6opora PAC Poccuu A.B. ILOHGHKO

CBELEHHA O CEPTHOUKATE 911

Komy BbigaH: JoueHko Anekcen BUKTOPOBUY
Ceptudukat Ne 09C54A52A557940681E911653005550123
JevictButeneH ¢ 14.02.2019 no 14.02.2020
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