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CAMS

Ha No oT

Waawcueaue N0 3anoNHeHHIO (HOpMBbI nporoxoa
COIIacOBAaHMA LEH TMOCTABKM JICKAPCTBEHHDIX
[penaparos, BKIIOYEHHbIX B MEPEYEHb HMUIHEHHO
HeOOXOOMMBIX H BAKHEHIIHX JIEKAPCTBEHHBIX
npenapaTos

denepanpHas aHTUMOHOINONbHAS CITy)k0a B CBA3H C MHOTOYHCIICHHBIMY 3alIpOCaMH
OpraHu3aLyi ONTOBOM M PO3HMYHON TOPIOBJIHM JIEKAPCTBEHHBIMH IpernaparamMy JOBOAUT
mo csemenus nosummioo PAC Poccuu 1o Bompocy 3amoiHeHHs (OpMbI IIPOTOKOJA
COMIAacOBaHUA LIEH ITOCTaBKM JIEKApPCTBEHHBIX IIPErapaToB, BKIIFOYEHHBIX B IEPEYCHBb
)KH3HEHHO HEeOOXOJMMBIX M BaXKHEMIUMX JIEKAPCTBEHHBIX MPENapaToB, YTBEPKACHHOH
mocranoBnesneM IIpaButenscTBa Poccumiickoir Pexepauum or 16.12.2019 Ne 1683
«O BHeCeHMH M3MeHeHUi B HexoTopble akThl [IpaButenscTBa Poccuiickoit Penepanun B
YaCTH IOCYJapCTBEHHON PEerHCTpalldM U MepeperucTpaliy NpeAeNbHBIX OTITyCKHBIX LeH
Ha JIeKAapPCTBEHHbIE IIPENaparhl, BK/IIOYEHHBIE B IEPEYeHb XU3HEHHO HEOOXONMMBIX H
BaKHEHIINX TeKapCTBEHHBIX Tpenaparosy (Janee — ITpOTOKON COMIACOBAHUS LEH).

1. 3anonnenue nocrapmnkom rpad 1-8 IIporokosna cornacoBaHus 1eH.

IocTaBmKK (OpraHW3alMs ONTOBOM TOPrOBJM JIEKAPCTBEHHBIMH CPEACTBAMH),
KOTOpPEIA nNpuo0pest JieKapCTBeHHBLIH mNpenapar y NPOH3BOAMTEJISA, 3allOJIHAET
rpadgsl 1-8 TIpoTOKoJa COIIaCOBaHMA LEH C y4YeTOM MH(OpMalMH, COAEpKAalIeHCHs B
COIPOBOAUTEIBHOM JOKYMEHTAIMH IPOU3BOAUTENS Ha JIEKapCTBEHHBIH Ipenapar.

Jlare peajiM3anuy JIEKapPCTBEHHOIO IIpenapara HHOCTPAHHBIM NMPOH3BOIHTE/EM
Ha TeppuTopun Poccuiickoit @egepaunu COOTBETCTBYeT JaTa BBINYCKa TOBApOB,
yKazaHHas B Jeknapauuu Ha ToBapel (rpada «C» (GoOpMBI AEKIapaldd Ha TOBAapHI,
yTBepxaeHHo# Pemennem Komuccuu TamoxeHHOTO corosa ot 20.05.2010 Ne 257).

Bce nocnenyromue opraHM3alMH ONTOBOM TOProOB/IM, peanusylolue STOT
NeKapCTBEHHBIN Mpenapar, Ipyu coctasieHuy [IpoTokona CoracoBaHus LeH B rpagax 1-8
oTpaxkaroT 6e3 u3MeHeHUH MH(OpMaLuIo, yKa3aHHyo B IIpoTokone coracoBaHus LEH, C
KOTOPBIM JIEKApCTBEHHBIH Mpenapar 6611 UMM PHOOpETEH.
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JlekapcTBeHHBIH  mpemapar, OpUOOpeTEHHBI  IOCTABIUMKOM Y  €ro
NPOM3BOAMTEJISI, PeallU30BaHHEIN B aapec rnonyyarens (OpraHU3alHus ONTOBOH TOPrOBIH
HIIH OpraHu3auds po3HWYHOM Topromnu), Ao 17.12.2019 mnpu namuyun IIporokona
COINIaCOBAHMS LIEH, COCTABIEHHOIO 10 (opMe, yTBEpXKIEHHOH MpeabIayllell penakinei
nocradosnenus IIpaBurensctea Poccuiickoit @enepanuu ot 29.10.2010 Ne 865, To ects
0e3 yka3zaHUs JaThl peaju3allii JIeKapCTBEHHOIO IIpernapara IPOM3BOIAMUTENIEM, MOXKET
ObITh peanu30BaH JPYTMMH YYaCTHUKAMH TOBAapOMpPOBOAALIEH LEmM peanusaluyd 3TOro
TIEKapCTBEHHOTO Ipenapara NpH Hanu4duu IIporokona cornacoBaHMA IIEH, B KOTOPOM B
rpage 8 ykasaH npoyepk.

B cBoro ouepens, PAC Poccnn obpanaer BHUMaHUE, YTO BKIIOYeHHe B [IpoTokon
coracoBaHHs IeH HHQOpMauuM O JaTe pealu3aldd JIEKapCTBEHHOIO IIperapara
NpoM3BOANTENIeM Ha TeppuTopHu Poccumiickoit @enepauuu obecriedMBacT peaH3aLuio
HOpPMBI, IIPelyCMOTPEHHOM YacTei0 4 mnocTaHoBiIeHUs [IpaButenbcTBa Poccuiickoi
Qenepanuu or 16.12.2019 Ne 1683, B COOTBETCTBHM C KOTOPOH IpenocTaBleHa
BO3MOXKHOCTh ~ [OpeaNu3alldi JIeKapCTBEHHBIX IIPerapaToB C Y4YeTOM TEeKYLIUX
3apErUCTPUPOBAHHBIX NPENENbHBIX OTIIYCKHBIX LIEH NPOU3BONUTENICH Ha JIEKapCTBEHHBIE
npenaparsl, TO €CTh peajH30BaHHBIX MX NPOM3BOAUTENIMH Ha TeppHTOpHH Poccuiickoi
Qenepauuyd 00 IAHA BCTYIUIGHHMS B CHIYy IIpuKasa MHHMCTepCTBa 34paBOOXpaHEHUs
Poccuiickoit ®enmepanuu o6 o6s3aTensHOi nepepeructpaunu B 2019-2020 rogax
Tpe/IeIbHOM OTILYCKHOMW IIEHBI IPOM3BOAUTEILS.

2. 3anonHenue nocrapumukom rpag 9-18 Ilporokona cornacoBanus UeH.

2.1 Tlpm peanusauuyu NOCTABIUWKOM (OpraHM3aLMs ONTOBOH  TOPIOBIH
JIEKapCTBEHHBIMM CpEeACTBaMM) B ajpec IoJydYaTels JIEKAPCTBEHHOro IIpernapara,
NPHOGPETEHHOr0 HM y NMPOU3BOAUTEJISI 3TOTO JIEKaPCTBEHHOTO NpemnapaTta, B [Iporokone
COIMIaCOBaHMsl LIEH yKa3bIBaeTCs:

- Brpadax 9 wim 10-11 (B 3aBUCUMOCTH OT NMPUMEHIEMOTIO MOCTABILIMKOM peXUMA
HaJI0roobNoXKeHN) - IeHa peaTu3alUuy T0CTABIIMKOM JIEKapCTBEHHOTO Ipenapara;

- B rpagax 17-18 - pasmep onToBo# HanGaBKU, IPUMEHEHHBIH IIOCTABIIMKOM.

2.2 Ilpm peanusauuu nNOCTAaBUIMKOM (OpraHu3aUMs ONTOBOM TOProOBIU
JIEKapCTBEHHBIMHM CPEACTBAMM) B aJgpec ToiydareNs JIEKapCTBEHHOIO IIpenapara,
npuoGpeTeHHOro MM Yy Jpyrod OpraHM3alMd ONTOBOH TOproBau, B IlpoTokone
COIIacOBaHHA LIeH yKa3bIBaeTCs:

- B rpajgax 9 wmmm 10-11 (B 3aBHCHMOCTH OT peXHMa HaIOroobJIoKeH!s
OpraHH3allid ONTOBOW TOProBIM, y KOTOPOH 3TOT JI€KapCTBEHHBIM Ipenapar ObuI
NpUOOPETeH IIOCTABIIMKOM) - IeHa IPHOOpEeTeHMs [OCTABLIMKOM JIEKAPCTBEHHOTO
mpernapara  (HE3aBMCHMO OT  KOJIMYEeCTBAa OpraHM3alMil  ONTOBO  TOPrOBIH,
Yy4acTBOBaBIUMX B TOBAPONPOBOAALIEH LENH PealH3alMid KOHKPETHOIO JEKapCTBEHHOIO
Ipenapara JIo €ro NpHoOpeTeH s IOCTaBILHKOM);

- B rpadax 14 wmmu 15-16 (B 3aBHCHUMOCTH OT peXHMa HaJOrooblIoXKeHHs,
NPUMEHAEMOro IOCTABIIMKOM) - II€Ha peaJH3alldyd IOCTaBIUUKOM JIEKapCTBEHHOIO
Trpenapara B aJipec Ioxyyarens;

- B rpadax 12-13 - pasmep onToBO# Haj0aBKU, IPUMEHEHHBIHN [10CTABIIMKOM;
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-B rpagax 17-18 ykassiBaercs cy
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OpraHu3auui ornToBoOiH TOPIOBIIH,

2.3 B rpacax 9 wm 10-11, a taxoxe B rpadax 14 wmm 15-16,
CBASH C  HCIONIB30BAHHEM  OIPeJeeHHOTO

3all0JIHEHH 10

B

HanorooG/ OXX€HMsI, YKa3EIBAETCA IpoYepK.
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Ton. anexTp 0 JOKY T8, MOANHCEHHOIO
BIl, XpaHKTEA B CHCTEME BNEKTPORHOMD
AoxymenrooGopora ®AC Poccun

CBEMEHIA O CEPTUDURKATE D11

Komy ebinak: Nouexko Anekced Bukroposuy
CepTuchukat Ne 09C54A52A5570408B1E91 1853005550123
HedcTeutenan ¢ 14.02.2019 no 14.02,2020
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MMapHBI pasMep ONTOBBIX HambaBOK

He MOAJIeKALIHX
BHIa  peXuma

A.B. Jlouenxo



