[Nlpnka3s MuH3gpaea Poccum ot 20.12.2012 N
1175H
(pea. ot 31.10.2017)

"O6 yTBEpPXAEHMN NMOopsiIKa Ha3HAYEHUS U
BbIMUCbIBAHUS NIEKAPCTBEHHBIX MPenapaTos, a
TaKke PopM peuenTypHbIX 6/1aHKOB Ha
fleKapCTBEHHbIe npenapaThbl, NopsaKa
odopMeHnst ykasaHHbIX 61aHKOB, UX y4eTa U
XpaHeHus"
(3aperncrpupoBaHo B MmnHiocTe Poccum
25.06.2013 N 28883)



HcTounuk mydamkannu
B nmanHOM BHJIe JOKYMEHT OIyOJMKOBaH HE ObLI.
[lepBoHavaNbHBIN TEKCT JOKYMEHTA OIYOJIMKOBaH B U3JaHUU
"Poccuiickas razera", N 142, 03.07.2013.
Wudopmarinio o myOmKanuy JOKYMEHTOB, CO3/IAl0NINX JAaHHYIO PEAaKIUIO, CM. B CIIPaBKE K 3TUM
JIOKYMEHTaM.

IIpumeyaHue K TOKYyMEHTY
Hauano aeiictBus pegakuum - 20.01.2018.

N3menenus, Baecennsie [Ipukazom Munsapasa Poccun ot 31.10.2017 N 882H, BCTynuiu B CUILY
no wucreueHun 10 gHel mocne AHA OQUIMATBHOTO OMYONMKOBaHMSA (OIMyOJMKOBAaH Ha
OdurraabsHOM HHTEPHET-IIOpTaIe IpaBoBoi HH(popMaruu http:/ www.pravo.gov.ru - 09.01.2018).

C 1 urona 2016 roga Ha M3rOTOBICHHE W OTIYCK JIEKAPCTBEHHBIX IIPENApPAaTOB aNTEYHbIMU
OpraHu3alsIMd ¥ HHIMBUAYAIbHBIMHU MPEANPUHUMATEISIMU, B TOM YHCJIE MO pelentaMm Ha
JIeKapCTBEHHBIE TperapaThl pacnpoctpanstorces [IpaBuina U3roToBieHus U OTIYCKa JIEKAPCTBEHHBIX
npenaparos, yTB. [Ipukazom Munszapasa Poccun ot 26.10.2015 N 7511.

O npuMeHEHHMH JaHHOrO JOKyMeHTa cM. mnucbMo MunzapaBa Poccun ot 17.10.2013 N
25-4/10/2-7719.

Ha3Banne noxymenra
[Ipuka3z Munsapasa Poccun ot 20.12.2012 N 11751
(pen. ot 31.10.2017)
"O0 yTBep)KIIEHUU MOPSAIKAa HA3HAYCHUS M BBINKCHIBAHHS JICKAPCTBEHHBIX MPEMapaToB, a TaKkKe
¢dopM penenTypHBIX OJAaHKOB Ha JICKAPCTBEHHBIC IpPENaparthl, Mopsaka oGopMiIeHHs yKa3zaHHBIX
0JIaHKOB, UX y4eTa ¥ XpaHeHus"
(3apeructpupoBano B Muntocte Poccun 25.06.2013 N 28883)



3apeructpupoBano B Muntocte Poccuu 25 uronst 2013 r. N 28883

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EOQEPALINU

NMPUKA3
ot 20 pekabpsa 2012 r. N 11751

Ob YTBEPXAOEHWUU NMOPALOKA
HA3SHAYEHWA U BbINMUCbIBAHUA JIEKAPCTBEHHbBIX MPENMAPATOB, A TAKXE
®OPM PELEENTYPHbLIX BJIAHKOB HA JIEKAPCTBEHHbIE MNPEMNAPATHI,
NOPAOKA O®OPMITEHUA YKA3AHHbIX BJIAHKOB, UX YHETA
N XPAHEHUA

Cnucok U3MEHSIIONUX IOKYMEHTOB
(B pen. IIpukazoB Munszapasa Poccun ot 02.12.2013 N 886H,
ot 30.06.2015 N 386H, ot 21.04.2016 N 254H, ot 31.10.2017 N 882H)

B cooTtBercTBuM ¢ myHKTOM 16 yactu 2 ctathu 14 @enepanbHoro 3akoHa oT 21 HosiOps 2011 r. N
323-®3 "OO ocHOBax OXpaHBl 3I0pOoBbi TpaxmaHn B Poccuiickoit ®enepanun" (Cobpanue
3akoHomarenbcTBa Poccuiickoit @enepamuu, 2011, N 48, ct. 6724; 2012, N 26, cr. 3442, 3446) u
nyHktoM 5.2.179 Ilonoxenuss o MunucrepctBe 31apaBooxpaHeHusi Poccuiickoit @Penepanuu,
yTBEpKJIEHHOTro nocraHoBieHueM I[lpaBurensctBa Poccuiickoit @enepaunn ot 19 utona 2012 r. N 608
(Cobpanwme 3akononarenscTBa Poccuniickoit @enepammm, 2012, N 26, ct. 3526), npuka3biBaro:

1. YTBepauTh:

NOPSAIOK Ha3HAUYEHHUS U BBINHUCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB COMNIACHO NMpuiokeHuto N 1;
(opMBI perienTypHBIX 0JaHKOB COrMIaCHO MpUIIoKeHuto N 2;

MOPsIIOK 0(hOPMIICHHS PELIENITYPHBIX OJIAHKOB, MX yU€Ta U XPAHSHUS COTJIACHO MPUIIokeHuio N 3.
2. Hacroamuit npuka3 Bctynaet B cuiy ¢ 1 nrons 2013 roga.

Munuctp
B.N.CKBOPILIOBA

[Ipunoxenne N 1
K npuka3zy Munsapasa Poccun
ot 20 nexabps 2012 . N 1175u

NnoPAOOK HABHAYEHUA U BbINMNCbIBAHUA NEKAPCTBEHHbBIX NMPEMAPATOB



CuCOK N3MEHSIONINX TOKYMEHTOB
(8B pea. IlpukazoB Munzapasa Poccun ot 02.12.2013 N 886H,
ot 30.06.2015 N 386H, ot 21.04.2016 N 254H, or 31.10.2017 N 882n)

|. Obwme nonoxeHus

1. Hacrosimuii mopsiioK peryiupyeT BOINPOCHl HA3HAYEHUS M BBIIHUCHIBAHUS JICKAPCTBEHHBIX
MPENapaToB MPU OKa3aHUW MEAUIIMHCKOW MOMOIIM B MEUIIMHCKUX OPTraHU3alMsaX, HHBIX OpPraHU3aIUsX,
OCYUIIECTBJISIONIMX  MEIULUMHCKYI0  TOMOIIb, W  UHAUBUIYAJIbHBIMU  TNPEAIPUHUMATEISIMHU,
OCYIIECTBIISIOMUMH MEIUIIMHCKYIO ACATEIBHOCTD (anee - MeIUIIMHCKAs Opranu3arus). <1>

<1> Crarps 2 ®enepanpHoro 3akoHa oT 21 Hos6ps 2011 r. N 323-®3 "OO6 ocHOBax OXpaHbI
310poBbs Tpaxaan B Poccuiickoin @enepanun” (Cobpanue 3akoHogarenbeTBa Poccuiickoit denepanuu,
2011, N 48, ct. 6724; 2012, N 26, cT. 3442, 3446).

2. Ha3HaueHue U BBINHCHIBAHHME JIEKAPCTBEHHBIX IMPENapaToB OCYILIECTBISAETCA JIEUALUM BPAuOM,
¢enpamepom, aKymepkoid B cilydae BO3JIOKEHHS HAa HHUX ITOJHOMOYMH Jieyallero Bpada B MOPSIKE,
YCTAaHOBJIICHHOM NPHKa30M MUHUCTEpPCTBA 3APaBOOXPAHEHUS] M COLMAIBHOIO pa3BuTus Poccuiickoi
@enepanm ot 23 mapra 2012 r. N 2520 "O06 yrBepxkaeHun [lopsiaka Bo3ioxeHUs Ha (ermpamepa,
aKylIepKy pYKOBOIUTEJIEM MEAMIMHCKOW OpraHu3aluyd 0OpU OpraHu3alydyd OKa3aHUs IEePBUYHOMN
MEJIUKO-CAHUTAPHOW MOMOIIM U CKOPOW MEIUIIMHCKON MOMOIIU OTACNbHBIX (DYHKIIMII jedalero Bpaua
[0 HEMOCPEICTBEHHOMY OKa3aHHMI0 MEAMIIMHCKOW MOMOIIY MAIMEeHTY B MEPHOJ HAONIONCHUS 32 HUM H
€ro JIEYEHHs, B TOM YHCJIE [0 HA3HAYEHWIO U NPUMEHEHHIO JIEKAPCTBEHHBIX IPENaparoB, BKIOYas
HAapKOTUYECKHUE JIEKAPCTBEHHbIE IIpenaparbl W  I[ICUXOTPOIIHBIE  JIEKAPCTBEHHBbIE  IMpernapaThl”
(3apeructpupoBan MunnctepctBoM toctuniuu  Poccuiickoir  ®enepanuu 28  ampens 2012 T,
peructpaumonuslii N 23971), uUHAUBUAYaNbHBIMU MPEANPUHUMATENSAMU,  OCYIIECTBISIIOIIMMHU
MEAUIMHCKYIO IEeATEIbHOCTh (Jajiee - MEIULUHCKUE PAOOTHHUKH).

3. MenunuHckie paOOTHMKM BBIMUCHIBAIOT PELENTHl Ha JIEKapCTBEHHBIE Mpenaparhl 3a CBOEH
MOJTHUCHIO.
(8B pen. IIpukaza Munsnpasa Poccuu ot 30.06.2015 N 386H)

Hasnauenne ¥ BBINHCBIBAHWE JIEKAPCTBEHHBIX IPENAPATOB OCYLIECTBISAETCS MEAULUHCKUM
paOOTHHKOM MO MEXAYHAPOJHOMY HEMAaTeHTOBAaHHOMY HAaMMEHOBAaHHWIO, a IpPU €ro OTCYTCTBUHU -
IpPYNIIMPOBOYHOMY HAMMEHOBaHUIO. B ciydae OTCYTCTBUS MEXAYHAPOJHOIO HEMATEHTOBAHHOTO
HAaVMEHOBAHMSA W TPYIIUPOBOYHOIO HAMMEHOBAaHHs JIEKAPCTBEHHOIO IIpenapara, JIEKapCTBEHHBIN
IpernapaT Ha3HA4YaeTCs ¥ BBITUCHIBAETCS MEAUIIMHCKUM paOOTHUKOM 10 TOPrOBOMY HaUMEHOBAHMIO.

[Tpy HanMuMM MEIUIMHCKUX TOKa3aHUM (MHIUBHIYyaldbHAas HENEPEHOCUMOCTh, MO KU3HEHHBIM
[IOKA3aHUSAM) [0 PEIIEHUI0 BpayeOHONM KOMHCCHUU MEIUIIMHCKOM OpraHu3aldyd OCYLIECTBISIETCS
HA3HAYEHUE M BBINHUCHIBAHUE JIEKAPCTBEHHBIX IIPENApaTOB: HE BXOAIIMX B CTAHAAPTHI MEIUIMHCKOU
IMOMOIIIH; MO TOProBbIM HAMMCHOBAHUSM. Pemenne Bpaqe6H0171 KOMUCCH MGHI/IHI/IHCKOﬁ opraHru3aln
¢bukcupyercss B METUIIMHCKUX JJOKYMEHTAX MalMeHTa U KypHajie BpaueOHOH KOMUCCHH.

(B pen. [Ipukaza Munznpasa Poccuu ot 02.12.2013 N 886H)

MCJII/II_II/IHCKI/IG paGOTHI/IKI/I OCYHICCTBJIAKOT HA3HAYCHUC W  BBIIMUMCBIBAHUC JICKAPCTBCHHBIX
mnmpemaparoB, MNOJJICKAIINMWX H3TOTOBJICHUIO W OTIYCKY alTCYHBIMHW OpraHu3alusaMUu (na.nee -
JICKApCTBCHHBIC MPLCIIapaTbl UHAUBUAYAJIIbHOT'O HSPOTOBHCHI/IH).



3.1. Ha3HaueHMe JIEKapCTBEHHBIX IIpENapaToB IIpU OKa3aHUM MEIUIMHCKOM IIOMOIIM B
CTALlMOHAPHBIX YCJIOBUSAX M HX BBINHUCHIBAHWE B TpPeOOBAaHUSAX-HAKJIAJHBIX B COOTBETCTBUH C
WHCcTpyKuneii o mMOpsAKe BBIMUCHIBAHHS JIEKAPCTBEHHBIX IpErnaparoB M O(OPMIICHUS DPELENTOB U
TpeOOBAaHMI-HAKIIAJAHBIX, YTBEP)KICHHON IpHKa3oM MuUHHCTEpPCTBA 3pPaBOOXPAHEHUS U COLMAIBHOIO
pazButus Poccuiickoii ®enepanuu ot 12 ¢epans 2007 r. N 110 "O mnopsake Ha3HAYCHHS U
BBIIUCBIBAHUS ~ JIGKAPCTBEHHBIX  NpenapaToB,  M3ACIMM  MEIULMHCKOrO  Ha3HAa4eHUs U
CTIEUANM3UPOBAHHBIX MPOAYKTOB JeueObHoro mutanusa" <l.1>, oCyIIecTBIsIETCS MO MEXIYHAPOTHOMY
HEMaTeHTOBAaHHOMY, I'PYIIIUPOBOYHOMY MJIM TOPTOBOMY HAaUMEHOBAHHUIO.

(m. 3.1 B pen. Ilpuxaza Munszapasa Poccun ot 21.04.2016 N 254n)

<1.1> 3apeructpupoBadn MunucrepcrsoM roctuuuu Poccuiickoir ®enepauun 27 anpens 2007 r.,
peructpauroHHbii N 9364, ¢ U3MEHEHUsIMH, BHECEHHBIMH MPUKa3aMyu MUHHCTEPCTBA 3/IpaBOOXPaHEHUS
U couuanbHOro passurus Poccuiickoit ®@enepanuu ot 27 asrycra 2007 r. N 560 (3apeructpupoBan
MunucrepctBoM roctuniuu Poccutickoit @enepannn 14 centsadps 2007 r., peructpanuonasidi N 10133),
ot 25 cents0Opst 2009 r. N 794n (3apeructpupoBan MunucrepctBoM toctutiuu Poccuiickoit denepanuu
25 Hos6ps 2009 1., peructpanmmonnsii N 15317), or 20 suBaps 2011 r. N 13H (3apeructpupoBaH
MunucrepctBoMm toctuiiuu Poccuiickoit @eneparuu 15 mapra 2011 1., peructpauronssii N 20103),
npukazamMu MunHuctepcTBa 3apaBooxpanenust Poccuiickoit ®@enepaunun ot 1 aBrycra 2012 r. N 54u
(3apeructpupoBan MunucrepctBom toctunuu  Poccuiickoit  ®denpepanuu 15 asrycra 2012 r.,
peructpannonubii N 25190), ot 26 deBpans 2013 r. N 94 (3apeructpupoBaH MHUHHCTEPCTBOM
rocturu Poccuiickoit @enepanuu 25 urons 2013 r., peructpanuonssii N 28881).

(caocka BBenena Ipukaszom Munsapasa Poccuu ot 21.04.2016 N 254H)

4. PeuenT, BBITTMCAHHBIA C HapyYHIICHUECM YCTAaHOBJICHHBIX HACTOAIMIUM HOpHI{KOM Tpe6OBaHHﬁ,
CUHMTAaCTCs HEICHCTBUTCIIHLHBIM.

5. CsemeHuss O Ha3HAYEHHOM, M BBIIMCAHHOM JICKAPCTBEHHOM TIpernapare (HauMEeHOBaHUE
JIEKapCTBEHHOI'O Ipernapara, pa3oBasl /103a, CII0CO0 M KpaTHOCTb MpUeMa WM BBEICHMS, AJIUTEIbHOCTD
Kypca, 00OCHOBaHHME HAa3HAYEHHUS JIEKAPCTBEHHOIO Ipernapara) YKa3bIBAIOTCS B MEIUIIMHCKOM KapTe
MalueHTa.

Penent Ha JIeKapCTBEHHBIM IIperapaT BBIIUCBIBACTCS Ha HMs MAlUeHTa, I KOTOPOro
IpeAHa3HaYeH JIEKapCTBEHHBIN IIpenapar.

PerienT Ha ekapCTBEHHBIN MpemapaT MOXET OBbITh MMOJIy4eH NAIllMeHTOM WM €ro 3aKOHHBIM
npeAcTtaBuTeneM <2>. MakT BbIIauM pelenTa Ha JIEKApCTBEHHBIN Mpenapar 3aKOHHOMY MPEACTaBUTEIO
(buKcupyeTcs 3alMCchi0 B METUIITHCKOM KapTe MalueHTa.

<2> B OTHOIIEHUM JInIa, yKa3aHHoro B yacTu 2 cratbu 20 dexepanbHoro 3akoHa ot 21 HOsAOps
2011 1. N 323-®3 "O6 ocHOBax OxpaHbl 370poBhsl TrpaxknaaH B Poccuiickoir deneparuu" (Cobpanue
3akoHoarenscTBa Poccuiickoit denepanuu, 2011, N 48, ct. 6724; 2012, N 26, ct. 3442, 3446; 2013, N
27, c1. 3459, 3477; N 30, ct. 4038; N 39, ct. 4883; N 48, cT. 6165; N 52, cT. 6951; 2014, N 23, ct. 2930;
N 30, cT. 4106, 4206, 4244, 4247, 4257; N 43, cT. 5798; N 49, c1. 6927; 2015, N 1, cT. 72, 85; N 10, cT.
1403, 1425; N 14, ct. 2018; N 27, ct. 3951; N 29 (uacts I), cT. 4339, 4397, 4356, 4359).
(cHocka B pen. IIpukaza Munsapasa Poccun ot 30.06.2015 N 386H)

6. 3anpeu1aeTcsi BBIITHUCBIBATH PCUCHTHI HA JICKAPCTBCHHBIC IPCIIAPATHI:



6.1. MEIMIIMHCKUM paOOTHUKAM:
IIPY OTCYTCTBUHU MEIULIMHCKUX IOKA3aHUM;
Ha JICKapCTBEHHBIE MPEIapaThl, HE 3apEeruCTPUPOBAHHbBIEC HA TeppuTtopun Poccuiickon ®enepanny;

Ha JICKApCTBCHHEBIC IIpe€rapaTrbl, KOTOPBIC B COOTBCTCTBHU C PIHCTPYKI_IPleI;'I o MCIUIUHCKOMY
MPUMCHCHUIO UCIHOJB3YIOTCA TOJBKO B MCAUIMHCKUX OPraHu3alugX;

Ha HApKOTHYECKHE CPEICTBA M TICMXOTPOITHBIE BeIIEeCTBa, BHeceHHbIe B crucok Il Ilepeuns
HApKOTUYECKUX CPEACTB, TNCUXOTPOMHBIX BEIIECTB M HUX MPEKYpCOPOB, MOJJICKAIIUX KOHTPOJIO B
Poccuiickoit @enepannu, yrBepKaeHHOro nocranoBiaeHuem IIpaBurenscrBa Poccuiickont deaepaiuu ot
30 uronsa 1998 r. N 681 <3> (manee - llepedensn), 3aperucTpupoBaHHbBIE B KaueCTBE JIEKAPCTBEHHBIX
MpenaparoB, B LEAX TPUMEHEHUS JIs JICUSHUST HAPKOMaHUU;

(B pen. ITpukaza Munznpasa Poccuu ot 31.10.2017 N 882H)

<3> Cobpanue 3akoHOAarenbcTBa Poccuiickoit @eneparmm, 1998, N 27, cr. 3198; 2004, N &, cr.
663, N 47, ct. 4666; 2006, N 29, ct. 3253; 2007, N 28, ct. 3439; 2009, N 26, ct. 3183, N 52, cT. 6572;
2010, N 3, ct. 314, N 17, cT. 2100, N 24, ct. 3035, N 28, ct. 3703, N 31, ct. 4271, N 45, c1. 5864, N 50,
cT. 6696, ct. 6720; 2011, N 10, cT. 1390, N 12, cT. 1635, N 29, cT. 4466, c1. 4473, N 42, c1. 5921, N 51,
cT. 7534; 2012, N 10, ct. 1232, N 11, ct. 1295, N 19, ct. 2400, N 22, c1. 2864, N 37, cT. 5002, N 48, cr.
6686, N 49, ct. 6861.

6.2. MHIMBHUIYAIbHBIMU MPEANPUHUMATENISAMH, OCYLIECTBISIOIIMMUA MEAULIUHCKYIO JESATEIbHOCTD,
Ha HapKOTUYECKUE CPEJICTBA U IICUXOTPOIIHbIE BemecTBa, BHeceHHbIe B ciucku 11 u III Ilepeuns (nanee -
HapKOTHYECKHUE U TICUXOTPOIHBIC JieKapcTBeHHBIE ITpenaparhl criuckos I u 111 Tlepeuns).
(. 6.2 B pen. IIpuxaza Munszapasa Poccun ot 30.06.2015 N 386H)

Koncynprantllinroc: npumeyanue.
B odumnmansHOM TekcTe NOKYMEHTa, BHIMUMO, JOIMYIIEHa oredaTka: (Gopma penentypHoro OJaHKa
umeet Homep N 107-1/y, a me N 107-1/1.

7. PeuenTel Ha JIEKapCTBEHHBIE TpENapaThl BHITUCHIBAIOTCS HA PEHENTYPHBIX OJaHKax 1mo ¢opmam
N 148-1/y-88, N 148-1/y-04 (;1), N 148-1/y-06 (;1) u N 107-1/1, yTBep>KJ€eHHBIM HACTOSIIIUM ITPUKA30M.

8. Hapkormyeckue ¥ INCUXOTPOIHbIE JieKapcTBeHHbIE mpenapaThl cnucka II Ilepeuns (nanee -
HapKOTHYECKHE U TCUXOTPOIHbIE JeKapcTBeHHble npenaparbl cnucka I Ilepeuns), 3a uckiaroueHuem
JIEKapCTBEHHBIX IpPENapaToB B BUJE TPAaHCAEPMAIbHBIX TEPANEBTHUECKUX CUCTEM U JIEKAPCTBEHHBIX
IIPENapaToB, COJAEPKAIIMX HAPKOTUYECKOE CPEACTBO B COYETAHMHM C AHTAarOHUCTOM OIHMOMIHBIX
PELEnTOPOB, BBIIUCHIBAIOTCS Ha CHEIUAJIbHOM pELENTYpHOM OjlaHke Mo (opme, YTBEp:KIEHHOU
npuka3oM MuHucTepcTBa 31paBooxpanenus Poccuiickoit denepanuu ot 1 asrycra 2012 r. N 54u "O6
YTBEPKACHUH (GOpMbI OJaHKOB PELENTOB, COJAEPKAIIMX Ha3HaYeHHEe HAPKOTHYECKHX CPENCTB WIIU
IICUXOTPOITHBIX BEIIECTB, NOPSAAKA UX U3TOTOBIEHUS, PACIIPEEIICHUs, PETUCTPALlUH, YUETa U XpPAaHEHU, a
Takke npasui odopmieHus" (3apeructpupoBad MunucrepcersoM roctuninu Poccuiickoit @enepanuu 15
asrycrta 2012 r., peructparronssiii N 25190).

(B pen. [Ipukazo Munsznapasa Poccun ot 30.06.2015 N 386H, ot 31.10.2017 N 882H)

9. Peuentypusblit 0ank Gopmer N 148-1/y-88 npeanasHaueH /i BBINUCHIBAHUS:



1) HapKOTMYECKHX W ICUXOTPONHBIX JEKapCTBEHHBbIX MNpenaparoB cnucka II Ilepeuns B Buze
TPAHCAEPMAJIbHBIX TEPANEBTUUECKUX CHUCTEM, HAPKOTHMYECKUX JIEKAPCTBEHHBIX IpernapaToB crnucka Il
Ilepeunsi, coxepkaluX HAPKOTUYECKOE CPEACTBO B COYETAHMM C AHTArOHMCTOM ONMOUIHBIX
pEeLenTopoB, IMCUXOTPONHBIX BeWIECTB, BHeCeHHbIX B cnucok III Ilepeuns, 3aperucTpupoBaHHBIX B
YCTAaHOBJIECHHOM IOPSIAIKE B KauyecTBE JIEKAPCTBEHHBIX IIpemapaToB (Jajee - IICUXOTPOIHBIE
nekapcTBeHHbIe Tpenapatsl crucka 11 [lepeuns);

(B pen. ITpukazoB Munsznpasa Poccuu ot 30.06.2015 N 386H, ot 31.10.2017 N 882H)

2) WHBIX JICKAPCTBEHHBIX MPENaparoB, MOJUICKAIIUX IPEIMETHO-KOJMYESCTBEHHOMY Y4YeTy (3a
UCKITIOYEHHUEM JICKAaPCTBEHHBIX MPENapaToB, OTIYCKAEMBIX 0€3 pelernTa);
(B pen. ITpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

3) JeKapCTBEHHBIX MpEnaparoB, 00JaMaMUX aHAOOIMYECKON aKTUBHOCTHIO (B COOTBETCTBUHU C
OCHOBHBIM (papMaKOJIOTHUECKUM JICHCTBHEM);
(B pen. ITpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

4) nekapCTBEHHBIX IpENapaToB, yKa3zaHHBIX B NyHKTe 5 [lopsiaka oTmycka (QU3MYECKUM JHIIAM
JIEKapCTBEHHBIX IPENapaToB JUIsl MEIULUHCKOTO MPUMEHEHHS, COAEPKALIUX KPOME MAJbIX KOJIUYECTB
HApPKOTUYECKUX CPEJICTB, MCHUXOTPOMHBIX BEHIECTB M HMX MPEKYpCOpoB JApyrue (papMakoIOrHuecKue
aKTUBHbBIE BEIECTBA, YTBEPXKACHHOIO IpHKazoM MuHHCTEpcTBa 3]paBooxpaHeHus Poccuiickoit
Oenepanuu ot 17 mas 2012 r. N 562H (3apeructpupoBaH MHUHHCTEPCTBOM IOCTHIIMH Poccuiickoi
®enepauuu 1 urons 2012 r., perucrpanuonssiii N 24438);

5) nexkapCTBEHHBIX MpernapaToB HMHIWBUIYaIbHOTO H3TOTOBIEHUS, COAEpPKAIIUX HAPKOTHYECKOE
CpeACTBO WM NcUXoTporHoe BemecTBo crucka Il Tlepeuns, u npyrue ¢apmakogormuecKkue aKTHBHBIE
BEIIECTBA B [103€, HE MPEBBILIAKONIECH BBICHIYIO pa3OBYK 103y, M IpU YCIOBUU, YTO ITOT
KOMOWHUPOBAHHBIN JIEKAPCTBEHHBIH Iperapar HE SBISETCS HAPKOTUYECKUM WIIM TICHXOTPOITHBIM
JICKapCTBEHHBIM npenapatom criucka Il [lepeuns.

10. Penentypubie Omanku dopm N 148-1/y-04 (i), N 148-1/y-06 (;1) mpemHa3HAYeHBI IS
BBHIMIMCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB IpakAaHaM, WMEIOIIUM MpaBO Ha OECIUIaTHOE MOJTy4YeHHE
JIEKApCTBEHHBIX MIPEMapaToB WM MOJyYeHUE JIEKapCTBEHHBIX MPENapaToB CO CKUAKOM.

11. Peuentypusiii 61ank ¢popmsl N 107-1/y npenHasHaueH i BBINUCHIBAHUA:

JIEKapCTBEHHBIX TpemnaparoB, yka3aHHbIX B myHkTe 4 Ilopsiamka ormycka (U3HUYECKUM JUIaM
JIEKAPCTBEHHBIX IPENapaToB JUIsi MEIULUHCKOTO MPUMEHEHHUs], COIepKAIINX, KPOME MalbIX KOJIUYECTB
HAapKOTUYECKUX CPEJACTB, MCUXOTPOMHBIX BEHIECTB U HMX MPEKYpPCOPOB, Npyrue (GpapMaxoJIOTrHIECKUe
aKTUBHBIE BEIIECTBA, YTBEPKJICHHOIO0 NpPHKa3oM MUHHUCTEpCTBA 3/paBooXpaHeHus Pocculickoi
®enepanuu ot 17 mas 2012 r. N 562H;

HWHBIX JICKAPCTBCHHBIX MPCIAPATOB, HC YKa3aHHBIX B ITYHKTAaX 8-10 HaCTOAIICTO HOprI[Ka.

12. Ilpu BBHINUCBHIBAHUM peIleNTa Ha JIEKAPCTBEHHBIN IpernapaTr WHIWBUIYaIbHOTO HM3TOTOBJIEHMS
HaVMEHOBAHMS HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKaPCTBEHHBIX NpenapaTos cnuckos I u III Tlepeuns,
VHBIX JIEKAPCTBEHHBIX IIPENAPATOB, NOJIEKAIIMX IMPEAMETHO-KOJINYECTBEHHOMY YyYeTy, IMHIIYTCS B
HayaJle pelernTa, 3aTeM - BCE OCTAJIbHbIE UHIPEIUEHTHI.

13. Ilpy BRIMMCBIBAHMM pELENTa 3alpellacTCs MPEBBIIATh MPEAEIbHO JOMYCTUMOE KOJIUYECTBO
JIEKapCTBEHHOI'O Ipenapara JUulsl BBINMCBHIBAHUS HA OJUH PELENT, YCTAaHOBIEHHOE NpuiiokeHneM N 1 k
HacTosemy [lopsnky, 3a HCKITIOUEHHEM Cllydasl, yKa3aHHOTO B yHKTax 15 u 23 Hacrosiuero [opsaka.



(8B pen. IIpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

He pekomeHzyercsi mpeBbIIaTh PEKOMEHIOBAHHOE KOJIMYECTBO JIEKAPCTBEHHOIO Iperapara Jyis
BBIMMCHIBAHUS HAa OJMH peleNT, YCTaHOBJIEHHOe mpuioxenuemM N 2 k Hactosuiemy Ilopsnky, 3a
HCKJIFOYCHHUEM CIIy4aeB, YKa3aHHBIX B TyHKTax 15, 22 u 23 nHactosimero [lopsiaka.

(8B pen. [Ipukasza Munsnpasa Poccuu ot 30.06.2015 N 386H)

14. IIpn BBINMCHIBAHUY HAPKOTUYECKUX U IICUXOTPOIHBIX JEKAPCTBEHHBIX MTpEnapaToB cuckos Il n
III Ilepeuns, UHBIX JIEKAPCTBEHHBIX IIPENApATOB, NOMJIEKAIIUX HMPEAMETHO-KOJIMYECTBEHHOMY YYeTy,
71032 KOTOPBIX MPEBBIIAET BHICIINI OJHOKPATHBIN NpueM, MEIUIMHCKUNA PaOOTHUK MUIIET 703y 3TOrO
rpenapara NponuchiO U CTABUT BOCKJIMLIATEIIbHBIN 3HAK.

15. KomnuecTBO BBIMCHIBAEMBIX HApKOTMYECKUX M IMCHUXOTPOIHBIX JIEKAPCTBEHHBIX IpPENapaToB
CIIUCKOB I =u III Ilepeuns, UHBIX  JIEKapCTBEHHBIX [Iperaparos, MOUIEXKAIIUX
MIPEAMETHO-KOJIMYECTBEHHOMY YYeTy, IpU OKa3aHUU NAlUUMEHTaM, HYXIAIIHUMCSI B JUIMTEIBHOM
JICYEHHUH, TIEPBUYHON MEIMKO-CAHUTAPHOW IMOMOLIM W TMAaJUIMaTUBHOM MEAUUMHCKOM IMOMOIIUM MOXKET
ObITh yBENMMYEHO He Oosiee 4yeM B 2 pa3a MO CPaBHEHHIO C MPEAENbHO JOMYCTUMBIM KOJUYECTBOM
JIEKApCTBEHHBIX TMPENapaToB JJisi BBHIUCHIBAHUS HA OJHMH PEIENT, YCTAaHOBJICHHOE mpuioxkeHuem N 1 k
Hacrosimiemy I[lopsinky, WiAM pPEKOMEHIOBAaHHBIM KOJIMYECTBOM JIEKAPCTBEHHBIX IIPEMapaToB s
BBITIMCHIBAHUS HA OJMH PELIEIT, YCTAaHOBJICHHOE TpuiiokenueM N 2 k Hacrosiiemy [lopsaky.

(B pen. ITpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

B ciygasx, mpeaycMOTpeHHBIX ab3arieM MepBbIM HACTOSIIETO IMYHKTA, HA PEIENTax MPOU3BOIUTCS
Haanuch "llo coenuanpHOMY Ha3HA4YEHHUIO", OTAENBHO CKpEIUICHHAs MOMMUCHI0 MEIUIIMHCKOTO
pabOTHUKA U TIEYaThI0 MEUIIMHCKON oprarmu3anyn "J{s perentos”.

(a63arn BBeneH [Ipukazom Munsnpasa Poccun ot 30.06.2015 N 386H)

16. CoctaB KOMOMHMPOBAHHOTO JIEKAPCTBEHHOTO Tpernapara, 0003HaueHUE JIEKapCTBEHHOU (hOPMBI
U o0paleHne MEAUIUHCKOTO PabOTHHKA K (hapMalleBTHUECKOMY PaOOTHUKY 00 M3TOTOBIICHHU M OTITyCKE
JICKApCTBCHHOTO IpErapaTa BbINMMUCBIBAIOTCS HA JIATHUHCKOM S3bIKC.

JlonycTuMble K MCIONB30BAaHUIO PELENTYPHBIE COKPALIEHUS NPEAYCMOTPEHBI NpuiiokeHneM N 3 k
Hacrosiiemy [lopsaaxy.

He nomyckaercst cokpaiieHue OJM3KUX [0 HAMMEHOBAHUSM HHIPEIMEHTOB, COCTAaBIISIOLINX
JIEKAPCTBEHHBIN IIpenapar, He I03BOJIIOIIMX YCTAaHOBUTH, KAKOM MMEHHO JIEKapCTBEHHBIM Ipernapar
BBIIIUCAH.

17. Cnnoco0 mpuMeHeHHUs JIEKapCTBEHHOTO Tpenapara 0003HaYaeTcsl ¢ YKa3aHUEM JI03bl, YaCTOTHI,
BPEMEHH TpHEeMa OTHOCHTENHHO CHa (YTpOM, Ha HOYb) U €ro JUIUTEIBHOCTH, a IS JIEKapPCTBEHHBIX
[IpernapaToB, B3aUMOIEHCTBYIOIINX C MUILEH, - BDEMEHH UX YIOTPeOJIEHNs OTHOCUTEIBHO MpUeMa MUIIH
(1o enpl, BO BpeMsI €11bl, TIOCTIE €]IbI).

18. Ilpu HeoOXOoIUMOCTH HEMEIJIEHHOTO WM CPOYHOIO OTIIyCKa JIEKapCTBEHHOTO Ipernapara
MalUMeHTy B BEPXHEH 4YacTW pelenta MpOCTaBsioTcs 0003HaueHUs '"cito" (cpouno) umu '"statim"
(HEeMeUIEHHO).

19. HpI/I BBIITUCBIBAHUH PCHCITA Ha HeKapCTBCHHLIﬁ npenapat MHAUBUAYAJIBHOT'O HU3TOTOBJICHUSA
KOJIMYECTBO KHIAKHX q)apMaI_[eBTI/IquKI/IX Cy6CTaHI_[PII>'I YKa3bIBa€TCd B MUIUIMIIMTpAX, IpamMmax HWIH
KallIsiX, a OCTaJIbHBIX (I)apMaLICBTI/IquKI/IX Cy6CT€lHL[PIfI - B I'paMMax.

20. Penentsl, BbIIMCaHHBbIE Ha penentypHoM Onanke dopmbr N 148-1/y-88, neiicTBUTENbHBI B



TeueHue 15 qHel co THS BBIMKUCHIBAHUS.
(. 20 B pen. ITpukaza Munzapasa Poccun ot 30.06.2015 N 386H)

21. PenenThl Ha JIEKAPCTBEHHBIC IIPEMapaThl, BHIMMCAHHBIC HA PELENTYpPHBIX OnaHkax (opmbr N
148-1/y-04 (1) u dopmer N 148-1/y-06 (:1), nefictBuTeabHBI B TedeHue 30 qHEH CO AHS BHIMMCHIBAHU.
(B pen. ITpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

Penenntbl Ha JieKapCTBEHHBbIE IpenapaThl, BBIIMCAHHBIE Ha peLENTYpHbIX OnaHkax ¢opmbl N
148-1/y-04 (1) u popmbr N 148-1/y-06 (;1), rpaxkraHam, TOCTUTIINM IIEHCHOHHOTO BO3pAacTa, HHBAINIAM
IIepBOI IPYIIBI, JETAM-UHBAINAAM, @ TAKXKE T'pakJaHaM, CTPAAAIOIUM XPOHUYECKMMHU 3a00JI€eBaHUSMH,
TPeOYIOLUMMH JJTUTEIFHOTO KYpPCOBOTO JICUEHHs, ACUCTBUTENbHBI B TeueHue 90 nHedt co mHSA
BBINHUCHIBAHUS.

(B pen. ITpukaza Munznpasa Poccuu ot 21.04.2016 N 254n)

Jns  nedeHuss XpOHUYECKUX 3a00JieBaHUM YKa3aHHBIM KaTerOpusM TpaxkJIaH peuentsl Ha
JIEKapCTBEHHBIE TTpenapaThl MOTYT BBIITUCHIBATHCS HA Kypc JieueHus 10 90 nHei.
(B pen. ITpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

22. PenenThl Ha JIGKAPCTBEHHBIC IIPEMapaThl, BHIMMCAHHBIC HA PELENTYpPHBIX OMaHkax (opmbl N
107-1/y, netictBuTeNbHBI B TeueHUE 60 THEH CO JTHS BBHITUCHIBAHUS.
(B pen. ITpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

[Tpu BBHIMUCBHIBAHUU MEAUIIMHCKUM PAaOOTHHKOM PELIETITOB Ha FOTOBBIC JIEKAPCTBEHHBIE MpemapaTsl
W JICKapCTBEHHBIE IIpErnaparbl HWHAMBUIYAJIbHOIO W3TOTOBJICHHS MAMEHTaM C XPOHHUYECKUMH
3a0oneBaHUsAMU Ha peuentypHeix Omankax (opmbl N 107-1/y paspernaercs ycTaHaBIMBATh CPOK
JNEUCTBUS peuenta B HpeAenax [0 OJHOr0 TIoja W IPEBbIATh PEKOMEHIYEMOE KOJHUYECTBO
JIEKApCTBEHHOT'0 Ipenapara JJisg BbIIMChIBAaHUSA HA OAMH PELENT, YCTAaHOBJIEHHOE INpuioxeHuem N 2 k
Hacrosumemy [lopsaky.

[Ipy BBIMUCBHIBAHMM TaKUX PELENTOB MEIUIMHCKUN paboTHHUK penaer mnomerky '[lanmueHnty c
XpOHMYECKUM 3a0oJjieBaHUEM", YKa3blBa€T CPOK JCHCTBHS pelenta U MEepUOJUYHOCTh OTIyCKa
JIEKapCTBEHHBIX IIPENapaToOB M3 aNTeYHOM OpraHu3alid WIM HHIUBUAYaJIbHBIM IPEINPUHUMATEIEM,
MMEIOLIUM JIMIEH3UI0 Ha (apMaleBTUYECKYIO NEeATEIbHOCTh (€XKEHEIENIbHO, €XKEMECAYHO U HHbIE
NIEpUO/JIbI), 3aBEPSET 3TO YKa3aHUE CBOEH MOMUCKHIO U JIMYHOH MeYaTbio, a TAK)KE NeUaThio METUIIMHCKON
opranuzanuu "Jjis perentos".

23. Peuentsl Ha NPOU3BOAHBIE OapOUTYPOBOM KHUCIIOTHI, KOMOWHHPOBAHHBIE JIEKAPCTBEHHBIE
npenapaTsl, coepXaliue KOoAeHH (€ro coiM), MHble KOMOWHHUPOBAHHBIE JIEKAPCTBEHHBIE IpENaparsl,
HoJyIeXkalue MpeIMETHO-KOJIMYECTBEHHOMY — y4eTy, JIeKapCTBEHHbIE Ipemnaparbl, oOsajaromue
aHa0OJIMYECKON aKTUBHOCTBIO B COOTBETCTBHUM C OCHOBHBIM (PApMaKOJOTHYECKUM JE€UCTBUEM, IS
JIeUeHHs! MAIMeHTOB C XPOHWYECKMMHU 3a00JIeBaHUSIMU MOTYT BBINMCBHIBATBCA Ha Kypc jedeHus 10 60
JTHEH.

(8B pen. IIpukaza Munsnpasa Poccuu ot 30.06.2015 N 386H)

B sTux ciydasx Ha penenrtax npou3BoauTcs Haanuch "[lo criennanbHOMY Ha3HAYEHHIO'", OTAEIBHO
CKpEIUICHHAasi MOJIMUCHhI0 MEIUIIMHCKOro paOOTHHMKAa W TMeYaThl0 MEIUIMHCKOW opranuzanuu s
peuenTon".

Il. HazHa4yeHue JNIeKapCTBeHHbIX npenapatoB Npu oKa3aHUu
MeAULMHCKOW NOMOLLM B CTaUlMOHAPHbLIX yCnoBuUsx



24. Ilpu oka3aHUM NALUEHTY MEAMLIMHCKONW IOMOIIM B CTAallMOHAPHBIX YCIOBHUSX Ha3HAuYECHUE
JIEKapCTBEHHBIX IPENapaToB MPOU3BOJUTCA MEAMLIUHCKUM PAaOOTHUKOM €AMHOJIMYHO, 332 UCKIFOUEHHEM
Clly4aeB, YKa3aHHBIX B MOANyHKTax | - 2 mynkra 25 Hactosiero [Topsaka, 6e3 BHITUCHIBAHHS PELIeIITa.

25. CornacoBaHue Ha3HAYCHUs JICKAPCTBEHHBIX IPENApaToB C 3aBEAYIONIMM OTHCICHUEM WU
OTBETCTBEHHBIM JIC)KYPHBIM BpPayoM JIMOO JPYTrUM JIHIIOM, YIIOJTHOMOUYEHHBIM MTPUKA30M TJIABHOTO Bpaya
MEIUIMHCKOW OpTraHW3allMH, a TaKke, MPH HAIWYHH, C BPauyoM - KIMHHUYECKUM (papmMakoIorom
HEO0XO0AUMO B CITydasix:

(B pen. ITpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

1) oqHOBpEeMEHHOTO Ha3HAUEHHUS MATH U 00JIee JIEKapCTBEHHBIX MPENapaToB OJJHOMY HAIMEHTY;

2) Ha3HAYEHUS JIEKAPCTBEHHBIX MPEMapaToB, HE BXOJAUIMX B MEPEUEHb KUZHEHHO HEOOXOIUMBIX U
BOXHEUIIMX JIEKAPCTBEHHBIX MpenapaTtoB <4>, NMpU HETUNMYHOM TEUYEHUH 3a00JIeBaHUS, HAJIHMYUHU
OCJIO)KHEHUH OCHOBHOrO 3aboieBaHusi W (WIM) CONYTCTBYIOHIMX 3a00JeBaHUil, NpU Ha3HAUYECHUU
JICKApCTBEHHBIX IPENapaToB, OCOOCHHOCTH B3aWMOJEHCTBHS M COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKLHUSAM TI0O HMX TPUMEHEHHUIO TMPUBOAAT K CHIDKCHHIO J(G(EeKTUBHOCTH U 0e30MacHOCTH
bapmakoTepanuu U (WIK) CO3AA0T MOTEHIIMAIBHYIO OMACHOCTH JUIS KU3HH U 3/J0POBbS MAIMEHTA.

<4> Pacnopsbkenue IlpaBurensctBa Poccuiickoii @epepauuun ot 7 aexabpss 2011 r. N 2199-p
(Cobpanue 3akonomarenscTBa Poccuiickoit @eneparuu, 2011, N 51, ct. 7544; 2012, N 32, ct1. 4588).

B YKa3aHHBIX CJIY4adX HA3HAUYCHUC JICKAPCTBCHHBIX IIPCIIApaTOB (1)I/IKCI/IpyeTC${ B MCIHMIMHCKHUX
AOKYMCHTAX IMaueHTa U 3aBCPACTCA MOANNCHbIO MCIUIIUHCKOI'O pa60THI/IKa " 3aBCAYIOLICTO OTACIICHUECM
(OTBeTCTBeHHOFO ACXKYPHOI'0 Bpava WK ApYyroro ynoJHOMOYECHHOI'O J'II/II_[a).

26. MenuuuHcKkuii paOOTHUK MEIUIMHCKOM OpraHu3allid, paclojOKEHHOM B CEIbCKOM
HACEJICHHOM IIyHKTE€ WJIM HACEeCHHOM ITyHKTE, PACIOJIO)KEHHOM B YAAJNCHHBIX U TPYJHOIOCTYIHBIX
MECTHOCTSIX, OCYIIECTBIIICT Ha3HAYCHHE JIGKAPCTBEHHBIX IMPEMapaToB B CIy4asx, YKa3aHHBIX B ITYHKTaxX
25 u 27 nacrosiero [lopsiaka, eMHOINYHO.

(B pen. ITpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

27. Ilo PCUICHUIO Bpa‘-Ie6HOI7I KOMHUCCHUH IMAOUCHTaM IIpH OKA3aHUH UM MeﬂHHHHCKOﬁ IIOMOIIIX B
CTalMOHAPHBIX YCJIOBUAX HA3HAYAIOTCA JICKAPCTBCHHLIC IpCrapaTbl, HC BKIIOYCHHBIC B IICPCUCHDb
KHU3HCHHO HCO6XOI[I/IMLIX U BaXKHEHIINX JICKAPCTBCHHBIX IIPCapaToB, B CIIy4ac HUX 3aMCHBI H3-3a
I/IH}II/IBI/II[yaJ'IBHOI\/JI HEMIEPCHOCUMOCTH, IO )KU3HCHHBIM ITOKA3aHUSM.

Pemenue BpaueOHON KomMHCcCcHU (DUKCUPYETCS B MEIUIMHCKUX JIOKyMEHTax MalMeHTa M JKypHale
BpaueOHOM KOMHUCCHUHU.

28. B ciydasx oOcieoBaHUS U JIEYEHHs TIpaxJaHMHA B CTALlMOHAPHBIX YCIOBHMSX B paMKax
MPEOCTABICHUS] MEAMIMHCKUAX YCIYr Ha BO3ME3THOH OCHOBE 3a CYET JIMYHBIX CPEJICTB TPaXkIaH,
CPeACTB IOPUAMYECKUX JIUI] M HHBIX CPEACTB HAa OCHOBAaHUHU JOrOBOpa, B TOM YHCIE JIOTOBOpa
TOOpPOBOJIBHOTO MEIUITMHCKOTO CTpaxoBaHUS <5>, eMy MOTYT OBITh Ha3HA4YeHBI JIEKApPCTBEHHBIE
npenaparel, HE BXOJIIME B IEPEYCHb >XU3HEHHO HEOOXOJMMBIX M BAXKHEHMIIMX JIEKAPCTBEHHBIX
MIPEeTapaToB, €CIIU 3TO OTOBOPEHO YCIOBHUSIMH JIOTOBOPA.

<5> [locranoBnenue IIpaBurenscrBa Poccuiickoit @enepaunu ot 4 okta6pst 2012 r. N 1006 "O6



yTBepKAcHUH [IpaBuil npeaocTaBiIeHNUs] MEAUIIMHCKIME OPTaHU3AIMSIMU TUTATHBIX METUIIUHCKUX yCayr"
(Cobpanue 3akonomarenscTBa Poccuiickoit deneparuu, 2012, N 41, ct. 5628).

29. B oOTAenpHBIX Cllydasx [0 PEHICHUIO PYKOBOAMTENS MEIULMHCKON OpraHu3alud Mpu
BBIMIMCHIBAHUN U3 MEIUIIMHCKOW OpraHU3alMK MallMeHTa, UMEIOIIEr0 COOTBETCTBYIOUIUE MEIUIIMHCKUE
MOKa3aHUs M HAaNpaBsSIEeMOro [UIsl TMPOJOJDKEHHUs JIeYeHHs B aMOyJaTOPHBIX YCIOBUSAX, MOTYT
Ha3HA4aThCsl JIMOO BBIIABATHCS OJIHOBPEMEHHO C BBIMUCKONW U3 HMCTOpPUHM OO0JE3HW HAPKOTHYECKUE U
MCUXOTPONHBIE JieKapcTBeHHbIE Tpenaparbl cnuckoB Il um  III Ilepeunsi, cunbHOIEUCTBYIOIINE
JIEKapCTBEHHBIE MpenapaThl HA CPOK IPUEMA MMALTUEHTOM JI0 S THEM.

(B pen. ITpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

lll. HasHayeHMe N BbINUCbIBaHUE fleKapCTBEHHbIX NpenapaToB
npu oKasaHMM NepBUYHON MeOUKO-CaHMTApPHOM NOMOLLU, CKOPOM
MeAULUMHCKOM NOMOLUU 1 nannmaTuBHOW MeAULMHCKOMN NOMOLLMU

30. Ilpu oka3aHMM TIEPBUYHON MEIMKO-CAaHUTAPHOW ITOMOINM W TAUIMATUBHOW MEIUIIMHCKOM
MOMOIIM B aMOYJIATOPHBIX YCJIOBUSAX Ha3HAYEHWE U BBHIMUCHIBAHUE JIEKAPCTBEHHBIX IPENapaToB
OCYILIECTBISIETCSI MEIUIIMHCKUM DPAOOTHHKOM B CIIydasX THIIMYHOTO TEYEHHUs 3a00JieBaHUs MallMEeHTa
MCXOJIS M3 TSHDKECTH U XapakTepa 3a00JIeBaHusI.

31. Ha3HaueHre W BBIMMCHIBAHKUE JICKAPCTBEHHBIX IPEMapaToB MO PEIICHUIO BpauyeOHONW KOMUCCHH
MpU OKAa3aHUM NEPBHUYHOW MEAUKO-CAHUTAPHOM IOMONIM, NaJUIMATUBHOM MEIUWLIMHCKOW MOMOIIHM B
aMOyJIaTOPHBIX YCIOBUSX MPOU3BOAUTCS B CIIyYasIX:

1) ogHOBpEMEHHOr0 Ha3HAYEHUs OJHOMY NAIMEHTY MATH U OOJiee JIEKApCTBEHHBIX IPENapaToB B
TEYEHUE OJHUX CYTOK WJIM CBBILIE NECATH HAMMEHOBAHUI B TEYECHUE OJHOIO MECALLA;

2) Ha3Ha4YeHMs JIEKAPCTBEHHBIX IPENapaToB INPU HETUIIMYHOM TEUYEHUHU 3a00JeBaHUS, HAJIUUYUU
OCJIO)KHEHUH OCHOBHOIO 3a0ojeBaHMs M (WIM) COINYTCTBYIOIIMX 3a00JieBaHUIl, NpU Ha3HAUYCHHUU
JIEKapCTBEHHBIX IIPENapaToB, OCOOCHHOCTH B3aUMOAEMCTBHSI M COBMECTHMOCTH KOTOPBIX COIJIACHO
MHCTPYKLIUSAM 10 HUX TPUMEHEHHUIO TMPHUBOJAT K CHHXKEHUIO 3()(EeKTUBHOCTH U  0€30MacHOCTH
(dapmakoTepanuu U (WIK) CO3/1al0T NOTEHINATbHYIO OMIACHOCTD JIJIS )KU3HH U 3/10pPOBbS MALIUEHTA;

3) mNepBUYHOrO HA3HAUYEHHUs TMAIMEHTY HApKOTHYECKUX W TICHUXOTPOMHBIX JIEKAPCTBEHHBIX
npenapaTtoB cnuckoB II u III Ilepeuns (B cmyyae npuHATHS PYKOBOAMTEIEM MEIUIIMHCKON OpraHu3aluu
peleHust 0 HeOOXOJUMOCTH COTJIaCOBAaHMs Ha3HAuUEHHs TaKUX JICKApPCTBEHHBIX MpEnapaToB ¢ BpaueOHOM
KOMHCCHEH).

(. 3 B pea. [Ipukaza Munsapasa Poccun ot 30.06.2015 N 386H)

32. Ha3zHaueHue U BBINMCHIBAHUE HAPKOTUYECKUX U TICUXOTPOIHBIX JICKAPCTBEHHBIX IPENapaToB
cnuckoB II u III Ilepeuns mpou3BoAMTCSA MAlMEHTaM C BBIPAKEHHBIM OOJEBBIM CHHIPOMOM JIFOOOTO
reHe3a, a TakkKe TMalMeHTaM C HapylieHHeM CHa, CYAOPOKHBIMH COCTOSHUSMH, TPEBOKHBIMU
pacctpoiictBamu, (HOOUSIMH, TICUXOMOTOPHBIM  BO30YXKICHHEM CaMOCTOSATEIbHO MEAUIIMHCKUM
paboOTHUKOM JTMOO MEIULUHCKUM PaOOTHUKOM IO PEIIEHUIO0 BpaueOHOW KOMUCCHH (B Cllydae IPUHSITUS
PYKOBOJUTENEM MEIUIMHCKONW OpPraHM3alMd PElIeHUsT 0 HEOOXOJUMOCTH COTJIACOBAHUS TMEPBUYHOTO
Ha3HAYCHHS TaKUX JICKAPCTBEHHBIX MPENapaToB ¢ BpauyeOHOM KOMHICCHEH ).

(m. 32 B pen. Ilpukaza Munsapasa Poccun ot 30.06.2015 N 386H)

33. Ilpm oka3aHMM CKOPOM MEIMIIMHCKON ITOMOIIM JIEKAPCTBEHHBIE IperapaTbl HA3HAYaKOTCA
MEIULIMHCKUM paOOTHUKOM BBIE3THOW Opuragsl CKOpOM IOMOIIM, MEIUIUHCKUM PpabOTHUKOM
MEAUIMHCKOW OpraHu3alMi NpHU OKa3aHUU METUIMHCKOM MOMOLIM Ipa)<AaHaM NpU 3a00JeBaHUSX,



HECYACTHBIX Clly4asX, TpPaBMaX, OTPABICHUAX M JPYIHX COCTOSHUAX, TPeOYIOUIMX CPOYHOIO
MEIULMHCKOI0 BMELIATENIbCTBA.

IV. HasHa4yeHue u BbiNUCbIBaHUE fieKapCTBEeHHbIX
npenapaToB rpaxaaHam, UMeloLLMM NpaBo Ha 6ecnnaTHoe nosny4yeHue
neKapCcTBEHHbIX NpenapaToB UMK NoslyYeHune feKapCcTBeHHbIX
npenapaTtoB CO CKUAKOW, B paMKaxX oKa3aHusi
MM NepBUYHON MeAUKO-CaHMTapHOM NOMOLLM

34. HazHaueHue M BBINMCBIBAHUE JIEKAPCTBEHHBIX IIPENapaTroB Ipax<JaHaM, MUMEIOIIMM IPaBO Ha
OecruiaTHOE MOJyYCHHE JICKAPCTBEHHBIX IPENapaToB WIM IMOJYyYCHHE JICKApPCTBEHHBIX IPEMapaToB CO
CKUJIKOHM, IIPU OKa3aHUU UM INEPBUYHON MEIMKO-CAaHMTAPHOH MOMOILM OCYILECTBIISAETCS MEAULIUHCKUM
pabOTHHUKOM B CllydasiX THIIMYHOTO TE€UYEHHUs 3a00JieBaHMs MAIlMEHTA UCXOMAS U3 TSHKECTH M XapakTepa
3a00JI€BaHUs COITIACHO YTBEP)KJICHHBIM B YCTAHOBJIEHHOM IOPSIIKE CTaHAAPTaM MEIULIMHCKON MTOMOINHY,
B TOM YUCIIE:

1) OTAenpHBIM KaTeropusiM TpaxkJaH, HMEIOIIUM I[paBO Ha TMOJYyYEHUE TOCYAapCTBEHHOU
COLMAJILHOW MTOMOIIY B BUJE HAOOpa COMHMAIBHBIX YCIYT, B COOTBETCTBUHU C NIEPEUYHEM JICKAPCTBEHHBIX
MpernapaToB i MEIULUHCKOTO TPUMEHEHHs, B TOM YHUCJE JIEKAPCTBEHHBIX IMPENapaToB JyIs
MEIWIIMHCKOTO TMPUMCHECHHS, Ha3HAYaeMBIX I10 PEIICHUIO Bpa4eOHBIX KOMHUCCHH METUITMHCKUX
opranu3anui <6>;

(nm. 1 B pen. [Ipukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

<6> Pacnopspxenue [IpaButenbcrBa Poccuiickoit @enepamuu ot 30 nexadpst 2014 . N 2782-p "O6
YTBEPKJACHUU TEPEYHs )KM3HEHHO HEOOXOIMMBIX M BaXKHEHIIMX JIEKApCTBEHHBIX mpemnaparoB Ha 2015
rOJl, a TAKXKE MEepPeUHEeH JICKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO TPUMEHEHUS U MHHUMAJLHOTO
aCCOPTHMEHTa JIEKaPCTBEHHBIX MPEnapaToB, HEOOXOAMMBIX MJsl OKa3aHHUS MEIULUHCKON MoMOoIIH"
(Cobpanue 3axkonomarenscTBa Poccuiickoit deneparuu, 2015, N 3, ct. 597).

(caocka BBeneHa [Ipukazom Munsnpasa Poccuu ot 30.06.2015 N 386H)

2) rpaxiaHaM, CTpaJarollUM  3JIOKQUeCTBEHHBIMM  HOBOOOpPA30BaHMUAMHU  JMUMQOUIHOM,
KPOBETBOPHOM U POJCTBEHHBIX UM TKaHEH, reMopuirei, MyKOBUCLU030M, THUIIO(U3aPHBIM HAHU3MOM,
6one3Hbto ['ome, paccessHHBIM CKIIEPO30M, a TaKKe rpaxk/laHaM M0cJIe TPAHCIUIAHTAIlMK OPTaHoB U (MJIH)
TKaHEW, B COOTBETCTBUM C MEPEYHEM ILIEHTPAIM30BAHHO 3aKYMAeMbIX 3a CUET CPEICTB (heaepajbHOro
Or0/KeTa JIEKapCTBEHHBIX MpenaparoB, yreepxkaaemMbiM [IpaBurensctBom Poccuiickoit denepannu;

3) rpaxxgaHaMm, MMEIOIIMM IpaBO Ha MOJIyYE€HUE JIEKAPCTBEHHBIX IPErnapaToB OECIaTHO WU
MOJTy4YeHHE JIEKapCTBEHHBIX MPENapaToB CO CKUIKOM 3a cueT cpecTB OroKeToB cyOBbekToB Poccuiickoit
@®enepauuu, B cooTBeTcTBUM ¢ llepeunem rpynn HaceneHuss W KaTeropuid 3a0oyieBaHUM, NpuU
amMOyJaTOPHOM JIEYEHUH KOTOPBIX JIEKApPCTBEHHbIE CPEICTBAa M M3AEIHs MEIUIMHCKOTO Ha3HayeHUs
OTIIyCKAaIOTCs MO peuenrtaM Bpauyeil OecruiatHo, W llepeuHem rpynn HaceneHus, Ipu aMOyIaTOPHOM
JIEYEHUN KOTOPBIX JIEKApPCTBEHHBIE CPEJACTBA OTIYCKAIOTCS IO peuentaMm Bpaueil ¢ 50-mporeHTHOH
CKMJIKOW, YTBEpXJAEHHBIMU NTocTaHoBieHUEM [IpaBurensctBa Poccuiickon ®@enepannn ot 30 uronsa 1994
r. N 890 <7>;

(8B pen. [Ipukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

<7> CobOpanue 3akoHonatenbcTBa Poccuiickoit deneparuu, 1994, N 15, ct. 1791; 1995, N 29, cr.



2806; 1998, N 1, ct. 133, N 32, ct. 3917; 1999, N 14, ct. 1724, N 15, ct. 1824; 2000, N 39, ct. 3880;
2002, N 7, ct. 699.

4) TpaxaaHaM, CTPAJAIOIMIUM KU3HEYTPOXKAIOUUMUA W XPOHUYECKHUMH IPOTPECCUPYIOIIMMHU
penkumu (ophaHHBIME) 3a00JICBAHUSIME, TPHUBOISIIMMHA K COKPAIICHHIO MPOJOJKUTEILHOCTU JKU3HH
IrpaxxJaH U UX MHBAJIMJHOCTU <®>.

(. 4 BBenen [Ipukazom Munznpasa Poccuu ot 30.06.2015 N 386H)

<8> IlocranoBnenue IlpaButenbcrBa Poccuiickoit @enepanun ot 26 ampens 2012 r. N 403 "O
nopsake BeaeHus OenepalbHOrO perucTpa Jull, CTPAJAIONINX KU3HEYTPOXKAIOIUMU U XPOHHUYECKUMHU
MPOrPECCUPYIONUMHU  penakumMu  (opdhaHHBIME) 3a00JICBAHUSIMK, TPUBOMSIIMMH K COKPAIICHUIO
MIPOJOJKUTENFHOCTH JKU3HH TPaXIaH U WX WHBAJIUAHOCTH, U €ro peruoHaibHoro cermenta" (CoOpanue
3akoHoaarenscTBa Poccuiickoit deneparuu, 2012, N 19, ct. 2428; N 37, ct. 5002).

(cHocka BBeneHa [Ipukazom Munsnpasa Poccun ot 30.06.2015 N 386H)

35. HpaBo BBIIIUCBIBATD PCUCIIThI HA JICKAPCTBCHHBIC IIPCIIapaThl I'paKaaHaM, HMCIOIIIUM IIPaBO Ha
OecraTHOE MOJIYYCHHEC JICKAPCTBCHHBIX IIPCIIapaTOB WJIM MOJTYYCHUC JICKAPCTBCHHBLIX IIPEIIApaToOB CO
CKHHKOﬁ, TaKKC UMCIOT:

1) MemuuuHCKHAE paOOTHUKH, padOTAIONINE B MEIUIIMHCKON OpraHU3allii 110 COBMECTUTEIIBCTBY (B
npezesiax CBOSH KOMIIETEHIINH );

2) MenuMUMHCKHE pPAOOTHUKU CTAallMOHAPHBIX YUPEXKIEHUM COLUAIBbHOIO OOCIY)XUBaHUS U
UCIPAaBUTENBHBIX YUPEKACHUHN (HE3aBUCUMO OT BEIOMCTBEHHON IPUHA/ITIEKHOCTH);

3) MCIUIIMHCKHEC pa6OTHI/IKI/I MCIHUIIMHCKHUX OpFaHI/I3aIII/II71, OKa3bIBAOIUX MCIUIWHCKYIO ITOMOIIb B
CTAlMOHAPHBIX YCIIOBUAX, B ClIydac, IIPEAYCMOTPECHHOM ITYHKTOM 29 HaCTOAIICTO Hop}mKa;

4) wMeauuMHCKME pPAOOTHMKM  MEIUIIMHCKUX  OpraHM3alllii, OKa3blBalOIIUX IEPBUUYHYIO
ME/IMKO-CAaHUTApHYI0 MOMOIIb, MMOABEIOMCTBEHHBIX (efepalbHbIM OpraHaM HCIOJHHUTENbHOM BlIacTH
WM OpraHaM HCIOJHUTEIbHON BIacTu cyObekToB Poccuiickoit denepanuu:

a) TpakJaHaM, pacXoJpl Ha OecriiaTHOE JIEKapCTBEHHOE 00eCreYeHne KOTOPhIX B COOTBETCTBHH C
3aK0HO/1aTenbCTBOM Poccuiickoii denepaliii MOKPHIBAIOTCS 3a CYET CPENCTB (penepanbHOTo O0HKETa,

0) MHBIM KaTETrOpHsIM I'paX</JaH, pacxo/ibl Ha OECIUIaTHOE JIEKAPCTBEHHOE 00ecreueHre KOTOPhIX B
COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu MOKPHIBAIOTCS 3a CUET CPEICTB OIOKETOB
pa3UYHBIX YPOBHEH M 0053aTEIbHOTO MEUIIMHCKOTO CTPaXOBaHUS;

5) WHAMBUAYaJTbHBIE TMPEANPUHUMATENN, 3aHUMAIONINECS YACTHOM MEIUIIMHCKOW TPaKTUKOM M
BKJIFOUEHHBIE B PEECTpP MEIULMHCKUX OpTaHu3alfii, OCYIIECTBISIIONINX JeATENIbHOCTh B cdepe
0053aT€IbHOT0 METUIIMTHCKOTO CTPaxOBaHUSI.

36. He nonyckaercs BBIIUCHIBAHUE PELIENTOB HA JIEKAPCTBEHHBIE ITPENapaThl Ui JIEUEHUS TPaXk/iaH,
UMEIOIIUX @paBO Ha OecljaTHOE TIOJAY4YEeHUE JIEKapCTBEHHBIX IpENapaToB WM  IOJIy4EeHUe
JICKApCTBEHHBIX IMpPENapaToB €O CKUIKOM, MEIWIUHCKUMH paOOTHUKAMHU CaHATOPHO-KYPOPTHBIX
OpraHu3alyii, MeIMIMHCKUMU paOOTHUKAMU MEIULUHCKUX OpraHu3alui, OKa3bIBAIOUIMX MEIULUHCKYIO
[IOMOILb  CTAallMOHAPHO WJIM B YCIOBHUAX [JHEBHOI'O CTalMOHApa, 3a MWCKIYEHUEM Cllydasd,
MIPEAYCMOTPEHHOT0 ITyHKTOM 29 HacTosero [lopsiaka.



37. Ilpu BBINKUCHIBAHUM PELIENITOB Ha JIEKAPCTBEHHBIE MPENapaThl AJis JICUEHUsI TPak1aH, UMEIOLINX
IpaBO Ha OecIUIaTHOE IOJy4YE€HUE JIEKAPCTBEHHBIX IIPENapaTroB WM IOJy4yeHHE JIEKapCTBEHHBIX
MpernapaToB cO CKUIKOH, YKa3bIBaeTcss HoMep TenedoHa, mo KOTopoMy pabOTHHK anTEYHONW OpraHU3aluu
IIPU HEOOXOIMMOCTH MOXKET COIjacoBaTb € MEIUIUHCKUM pPaOOTHUKOM CHHOHUMHYECKYIO 3aMEHY
JIEKApCTBEHHOTIO IIpernapara.

38. Ha penentypuom Onanke ¢opmbl N 148-1/y-04(n) u dopmer N 148-1/y-06(1) pement
BBIMIUCHIBACTCS. MEIUITMHCKAM PAaOOTHUKOM B JIBYX 3K3EMIULIPAaX, C OJHUM 3K3EMIUBIPOM KOTOPOTO
nanueHT oOpallaeTcss B anTeyHyl oOpraHuzanuio. Bropoil sk3eMIusip peuenta HpHoOIIaeTcss K
MEIUIIMHCKOW KapTe MaIUeHTa.

(. 38 B pen. Ilpukaza Munzapasa Poccun ot 30.06.2015 N 386H)

39. Hapkoruyeckue U IICUXOTPOIIHBbIE JIeKapcTBEHHbIe Ipenaparel crnucka II ITlepeuns (3a
UCKJIFOYEHHEM JIEKAapCTBEHHBIX IPENapaToB B BHJE TPAHCIAEPMAbHBIX TEPaNeBTUYECKUX CHCTEM, a
TaK)K€ JIEKapCTBEHHBIX IIPENapaToB, COAEpXKAILUX HAPKOTUYECKOE CPEJICTBO B COYETAaHUM C
AQHTarOHUCTOM OIMOUAHBIX PELENTOPOB) Ul JIEYEHMs TIpak[IaH, MMEIOIIMX IpaBo Ha OecrjaTHoe
[IOJIyYE€HUE JIEKAPCTBEHHBIX IPENaparoB WM IOJYyYEHHUS JIEKAPCTBEHHBIX IPENapaToB CO CKMJIKOH,
BBINKCBHIBAIOTCS HA CIELUAIBHOM PELENTYpHOM OJIaHKE HAa HApKOTHYECKOE CPEACTBO U ICUXOTPOIHOE
BELIECTBO, K KOTOPOMY JIOIIOJHUTENIBHO BBIIMCHIBAIOTCS PELENThI B IBYX 3K3EMIUIIPAaX Ha pelEnTYPHOM
omanke ¢popmbl N 148-1/y-04 (1) nmu popmser N 148-1/y-06 ().

(B pen. IlpukazoB Munznapasa Poccuu ot 30.06.2015 N 386n, ot 21.04.2016 N 254n, ot 31.10.2017 N
882H)

40. HapxoTtuueckue M INCUXOTPOIHBIE JEKapcTBeHHble mpemnaparbl cnucka II Ilepeunss B Buge
TpPaHCIEPMAJIbHBIX TEPAleBTUUYECKUX CUCTEM, HAPKOTUYECKHE JIEKApCTBEHHBbIE INpenaparbl crnucka Il
[lepeunsi, cogeprxaliye HAPKOTUUECKOE CPEACTBO B COUETAHUM C AaHTarOHUCTOM ONMOUIHBIX PELENTOPOB,
IICUXOTPOIIHBIE JIeKapcTBEHHbIe Ipenaparbl cnucka III Ilepeuns, nHBIE JIeKapCTBEHHBIE CpEICTBa,
MOJUIeKAIIUE  TPEAMETHO-KOJIMYECTBEHHOMY — y4eTy, JIEKapCTBEHHBIE Tpemnaparbl, oO0Jajgaromue
aHa0OJIMYECKOM aKTMBHOCTHIO, KOMOMHHUPOBAHHbBIE JIEKAPCTBEHHBIE NPENaparhl, yKa3aHHbIE B OIYHKTE
4 myHkTta 9 HacToslIero MopsakKa, MpelHa3HAYeHHbIE IS JICUEHUs TpakJaH, UMEIOUIMX IpaBO Ha
OecruiaTHOE MOJyYeHHE JICKApCTBEHHBIX INPENapaToB WIM IMOJyYeHHE JIEKapCTBEHHBIX IPErnapaTtoB CO
CKUJIKOM, BBIMUCHIBAIOTCS Ha penentypHoMm Omanke N 148-1/y-88, x koTopoMy IOTOTHUTEIHHO
BBINKCBHIBAIOTCS PELENTH B JIBYX JK3eMIUIsIpax Ha peuentypHoMm oOmanke (opmel N 148-1/y-04 (;1) nnnm
¢opmbl N 148-1/y-06 ().

(B pen. IIpukazos Munzapasa Poccun ot 30.06.2015 N 386H, ot 21.04.2016 N 254H, ot 31.10.2017 N
882H)

[Ipunoxenne N 1

K [lopsiiKy Ha3HA4YEeHUS U BBIIMCBIBAHUS
JIEKapCTBEHHBIX NPENapaTos,
YTBEPXKIECHHOMY ITPUKA30M
MuHucTepcTBa 31paBOOXpaHEHUS
Poccuiickoit denepanuu

ot 20 nexabps 2012 r. N 1175u

NPEAENIBHO AOMNYCTUMOE KOJIMYECTBO



OTAEJNIbHbIX HAPKOTUYECKUX U NMCUXOTPOINHbLIX JIEKAPCTBEHHbIX
NPEMNAPATOB AJA BbINMNCbIBAHUA HA OAUH PELIENT

Cnucok U3MEHSIIONIUX IOKYMEHTOB
(B pen. ITpukaza Munzapasa Poccun ot 31.10.2017 N 882H)

N Mesx1yHapoIHOE HETTaTEeHTOBAaHHOE ®dopma BbIITycKa U KonuuecTtso
/i HAUMEHOBAHHUE HAPKOTUYECKOTO U JO3UPOBKA
MICUXOTPOITHOTO JIEKAPCTBEHHOT'O CPEJICTBA
1 bynpenopdun + Hanokcon Tabnerku 60 TabyeTok
cyonuarBanbsHbIe 0,2 (ymakoBka,
Mmr + 0,2 mr kpatHas N 20)
2 bynpenopdun PactBop muist 30 ammyn
uHBEKIUH, 0,3 Mr/MiI | (IIMPHIT-TIOOUKOB
1 M )
3 bynpenopdun TpancaepMaabHbIiI
IUTACTHIPh
35 Mkr/9ac 20 nmacteIpeit
52,5 MKr/4gac 10 niacteipeit
70 MKr/9ac 5 miiacTeipe
4 JluruapokoaeuH Ta0OneTkn
IIPOJIOHTHPOBAHHOTO
JEUCTBHUS
60 mr 40 tabieTox
90 mr 30 TabneTok
120 mr 20 TabneTok
5 Mopdun PactBop s 20 ammyn
UHBEKIUH, pacTBOp | (IIMPHUI-TIOOUKOB
JUISL TIOIKOKHOTO )
BBEJICHUS
10 mr/ma 1 Mo
OmHoO1IOH PactBop s
Koneun + Mop¢un + Hockanun + MIOJIKOKHOTO
[TartaBepun + Tebaun BBEJICHUS
0,72+575+ 27+ 20 aMIvi
0,36 + 0,05 Mr/m 1 4
MIT
144+115+54+
0,72 + 0,1 mr/mm 1 Mo




7 Tpumenepunun Tabmerku 25 mr 50 TabyeTok
8 Tpumenepuaua PacTtBop miis 20 amnyn
AHBEKIUHA (IIpuI-TIOOUKOB
10 mr/mut 1 M )
20 mr/mut 1 mn
9 Mopdun TabneTku (Karncysb)
POJIOHTUPOBAHHOTO
JIEUCTBUSA
10 mr 180 Tabu. (karc.)
30 mr 60 Tabmn. (karmc.)
60 mr 40 Tabm. (xarmc.)
100 mr 20 Tabum. (karc.)
200 mr 20 Tabum. (karc.)
10 OxcukonoH + HamokcoH Ta0OneTkn
IPOJIOHTUPOBAHHOTO
IEUCTBUA
S5wMr+2,5wMr 100 TabneTok
10 mr + 5 mMr 60 TabneTok
20 mr + 10 mMr 40 TabneTok
40 mr + 20 mr 20 TabneTok
11 [Tpocunon TabneTku 3ameunble 50 TabneTok
[TponnoHUI()EHUIITOKCUITHIITUTIEPUTUH 20 mr
12 DeHTaHuI TpancaepmanbHas
TepareBTHYECKAs
cucTema
12,5 mxr/yac 20 nuacteipen
25 MKr/yac 20 nuacteipei
50 Mkr/4ac 10 nutacteipen
75 MKr/4ac 10 nutacteipen
100 mxr/gac 10 mnacTeipeit
13 DeHTaHnIT Tabnetku
MOABS3BIYHBIC

0,1 mr, 0,2 mr, 0,3 mr,

50 TabieToK




0,4 mr, 0,6 mr, 0,8 MT
14 byropdanon PactBop s 20 amrtyi
HHBEKIIUN
2 mr/mn 1 mn
15 Han6ydun PactBop s
HHBEKIUN
10 mr/mi 1 Mo 50 ammyn
20 mr/mut 1 mn 25 amiyn
16 denobapOuTan Tabnerku 5 mr, 50 50 tabneTok
mr, 100 mr
[Ipunoxenue N 2
K [lopsiiky Ha3HAYEHUS U BBIUCHIBAHUS
JICKapCTBCHHBIX MPETapaToB,
YTBEPKACHHOMY MPUKA30M
Munsnpasa Poccun
ot 20 nekabps 2012 r. N 11751
PEKOMEHOOBAHHOE KOJIMMECTBO
OTAEJIbHbLIX JIEKAPCTBEHHbIX NMPEMAPATOB [J14 BbINMUCbIBAHUA
HA OAWH PELENT
CHHcoK U3MEHSIOIUX IOKYMEHTOB
(B pen. ITpukazoB Mun3zapasa Poccuu ot 30.06.2015 N 386H,
ot 21.04.2016 N 254#n)
N | HaumeHnoBanue nexkapctBeHHoro | @®opma BEITyCKa U JO3UPOBKA KonnuectBo
n/m npenapara
1. KomOunupoBaHHbIe Bce nexapcTtBeHHBIE POPMBI He Oonee 0,2 r <*>
JICKapCTBCHHBIE MPEnapaThl,
coJiep>KaIine KoJaenH (Cou
KOJIeMHa)
2. Ddeapuna ruapoOXIOPUI U [Topomok 0,6
npyrue conu 3¢eapruna
3. Teodenpun, Teopenpun-H, Tabnetku 30 tabu.
Heo-teodenpun
4, Conyran PactBop 50 M1, 30 mut 1 gakon




5. CnazamoBepaIruH, Tabnerku 50 Tabr.
Cna3smosepanrus-Heo

6. Jlpyriue KOMOMHUPOBAaHHbBIE Bce nexapcrBeHHBIE (POPMBI 1 ynakoBka
JI€KapCTBEHHBIE TPETIapaThl,
conepkaniue dheapuna
THIPOXJIOPHU]T M TIOJUIS)KAIINE
PEIMETHO-KOIUYECTBEHHOMY
ydery

7. Komb6unupoBanHusie Bce nexapcrBennbie popmbl 1 ynakoBka
JIEKapCTBEHHbIE ITpenaparhl,
coJieprkaliue rnceprodpeapuHa
TUAPOXJIOPHU U MOJISKAITNE
IPEIMETHO-KOJIHMYECTBEHHOMY

y4erTy
8. Knonnanu Tabmerku 0,075 mr; 0,15 mr 1 ymakoBka
PactBop miis nabekuit 0,1 mMr/mo 1 ymakoBka
Kamnu rimasusie 0,125%, 0,25%, | 5 TroOMK-KalelbpHHI
0,5% pacTtBoOp
9. JlexapCTBEHHBIE IIPENApPaTHI, Bce nexapctBenHbie GopMBI (3a 1 ymakoBka
oOJaarone aHaboJINnYECKOM WCKIIFOUEHHEM JIEKapCTBEHHBIX
AKTUBHOCTBHIO (B COOTBETCTBHH C (dhopM 11 HApYKHOTO
OCHOBHBIM (PapMaKOJIOTHIECKUM MIPUMEHEHUS - TeJIU, KPEMBI,
JICHCTBHUEM ) Ma3sH)

(m. 9 B pen. [Ipukaza Munzapasa Poccun ot 21.04.2016 N 254n)

10. KomOuHupoBanHbie Bce nekapcrBennbie HOpMBI 1 ymakoBka
JIEKapCTBEHHBIE ITPEeNaparsl,
coJieprKalue
(beHUInponanoNaMut U
MOJJIeXKAIIIE
MPEAMETHO-KOJIMYECTBEHHOMY

ydery

11. |VYrpatun cuny. - [Ipuxaz Munzapasa Poccuu ot 30.06.2015 N 386H

12. benzobapOuTan Tabnetku 50 mr, 100 mr 1 ymakoBka

13. [Ipumuon Tabnerxu 125 mr, 250 mr 1 ymakoBka

<*> [lpu BBINUCBIBAHUU U OTIIYCKE JIEKAPCTBEHHOrO IMperapaTa, COAEPXKAIero COJH KOJIeHHa,
IIPOU3BOJIUTCS MEPECUET HA KOJIEUH OCHOBAHUE.



[Tpunoxenue N 3

K [lopsinky Ha3HAYEHUS U BBIUCHIBAHUS
JIEKApCTBEHHBIX MPEIapaToB,
YTBEPKICHHOMY ITPUKa30M

MunsznpaBa Poccun

ot 20 nexadps 2012 r. N 11751

CnpaBo4yHO

AONMYCTUMbIE K UCNOJIb3OBAHUIO PELIENTYPHBIE COKPALLUEHWUA

Coxkpaienue ITonnoe Hanucanue ITepeBon
aa ana 10, IIOPOBHY
ac.acid. acidum KHCIIOTa
amp. ampulla amIysa
aqg. agua BOJIA
aq. destill. aqua destillata JMCTUIUTMPOBAHHAS BOJIA
but. butyrum Maciio (TBepaoe)
comp., cps compositus (a, um) CITOKHBIN
D. Da (Detur, Dentur) Be1naii (mycth BBIIAHO, TyCTh
OyZeT BBIIAHO)
D.S. Da, Signa Brinaii, 0003Ha4b
Detur, Signetur [Tycts OymeT BBIAAHO,
0003HaYeHO
D.t.d. Da (Dentur) tales doses Beinaii (ITycts OyayT BbLIaHBI)
TaKHe J03bI
Dil. dilutus pa3BeIeHHBIN
div.in p.aeq. divide in partes aequales pasJielii Ha paBHbBIC YaCTH
extr. extractum JKCTPAKT, BBITSIKKA
f. fiat (fiant) [Tycth oOpa3zyercs (0Opa3yroTcs)
qgtt. qutta, guttae Karuist, Kariu
inf. infusum HACTOM
in amp. in ampullis B aMITyJIax



in tabl.

lin.

ol.
past.
Ppl.

p.aeq.
ppt.,praec.

pulv.

q.s.

r.,rad.
Rp.

Rep.

rhiz.

sem.
simpl.
Sir.
sol.
supp.
tabl.
t-ra, tinct.

ung.

in tab(u)lettis
linimentum
liquor
massa pilularum
Misce, Misceatur
numero
oleum
pasta
pilula
partes aequales

praecipitatus

pulvis

quantum satis

radix
Recipe

Repete, Repetatur

rhizoma

Signa, Signetur

semen
simplex
sirupus
solutio
suppositorium
tab(u)letta
tinctura

unquentum

B TabneTKax
JKUJIKas Ma3b
KHUJIKOCTh
NWIIOJIbHAS Macca
Cwmemaii (ITycts Oyner cmemniaHo)
YHCIIOM
MacJio (KUIKOE)
nacra

IIHUJIFOJIA

PaBHBIC 4aCTHU

OcaxX1eHHBII

ITopomox

Ckonbpko HOTpe6yeTCSI, CKOJIBKO
Haag0

KOpEHb
Boszemu

[ToTopu (Ilycts Oyner
MOBTOPEHO)

KOpHCBHILIC

O603Hausb (Ilycts Oyzmer
0003Ha4Y€eHO)

ceMs
IIPOCTOMN
cupon
pacTBop
cBeda
TabeTKa
HaCToOMKa

Ma3s3b



vitr. vitrum CKJISTHKA

ITpunoxenne N 2
K npuka3zy Munsapasa Poccun
ot 20 nexadps 2012 r. N 11751

CHnucok U3MEHSIIOUUX IOKYMEHTOB
(B pen. IIpukazos Munszapasa Poccun ot 30.06.2015 N 386H,
ot 21.04.2016 N 254H)

PELIEIITYPHBIN BJIAHK
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NOoPAAOK
O®OPMIIEHUA PELIENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbIE NPEMNAPATDI,
MX YYETA U XPAHEHWUA

CHmCcoK M3MEHSIOINX JTOKYMEHTOB
(8B pea. IlpukazoB Munzapasa Poccun ot 30.06.2015 N 386H,
ot 21.04.2016 N 254n)

I. OcbopmMmneHue peuenTypHbIX 6r1aHKOB

1. Ha peuentypubix Omankax ¢Gopmbl N 107-1/y, He UMerOmmx HOMEp U (MJIU) CEPHUI0, MECTO IS
HaHeceHusi mTpux-koga, N 148-1/y-88, N 148-1/y-04(xm) u N 148-1/y-06(;1) B 1€BOM BEpXHEM YTy
MIPOCTABJISIETCS MITAMIT METUITUHCKON OpraHu3alliy C YKa3aHHEeM e¢ HAaMMEHOBaHUs, ajipeca U TenedoHa.

JlononHuTenbHO Ha penentypHbix Omankax ¢opmbl N 107-1/y, umeromux HoMep U (WIH) CEpHIO,
MecTo Ui HaHeceHuss mTpux-koma, N 148-1/y-04(;1) m N 148-1/y-06(1) mnpocraBisercss Koj
MEIUIIUHCKOW OpPTaHU3aIlHH.

Cepus peuentypHoro Oianka ¢opmbl N 148-1/y-04(1) u dopmsr N 148-1/y-06(:1) BKIIFOYaeT KO
cyobekra Poccuiickoii denepanuu, COOTBETCTBYIOUIMM JBYM HepBbIM IHdpam OOLepoccuiickoro
Kkiaccuukaropa 0ObEeKTOB aIMHUHUCTPATUBHO-TeppuTopransHoro aenenus (OKATO).

2. Ha penentypHblx OnaHkaxX, OQOPMIISEMBIX HWHIWBUAYAJIbHBIMU IPEIIPUHUMATEISIMH,
UMEIOIIMMH JIMIEH3UI0 HAa METUIMHCKYIO JeSTeNbHOCTh, B BEPXHEM JICBOM YIIIy THHOTPadCKUM
CIOCOOOM WJIM IIyTeM HPOCTaBICHMUs LITaMIla JOJDKEH OBITh yKa3aH aJpec HHAMBHUIYaTbHOIO
IpealpUHUMAaTessi, HOMEp W Jara JIMIEH3MM, HAauMEHOBAaHME OpraHa TIOCYJapCTBEHHOW BJAcTH,
BBIJIABIIETO JINLEH3UIO.

(B pen. I[Ipukaza Munznpasa Poccuu ot 21.04.2016 N 254H)

3. Penentypusle Omanku ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(;1) 3anomHsroTCs
MEIUIMHCKUM pabOTHUKOM pa300pUnBO, YETKO, YSPHUIIAMH HITH MIAPUKOBON PYUKOH.
(8B pen. IIpukaza Munsnpasa Poccun ot 21.04.2016 N 254H)

4. Jlomryckaercs oopMIICHHE:

1) Bcex peKBU3UTOB peLenTypHbIX O6gaHkoB Gopmbl N 107-1/y, umeronmx HoMep U (WIH) CEpHIO,
MECTO Il HaHeceHHs mTpuxkona, u (Gopmer N 148-1/y-06(;1) ¢ ucCnoyiib30BaHHEM KOMIBIOTEPHBIX
TEXHOJIOTHI;

2) Bcex pEeKBU3UTOB (3a MckiItoueHueM pekBusuta "[loamuch nedamnero Bpaya') peLeNnTypHBIX
6nankoB ¢opmer N 148-1/y-88 u dopmer N 107-1/y (He umeronmx HoMep U (UJIHM) CEpUIO, MECTO IS
HAHECEHMsI IITPUXKO/A) C UCIIOIb30BAaHUEM I1€YaTAIOIINUX YCTPOICTB.

(m. 4 B pen. [Ipukaza Munzapasa Poccun ot 30.06.2015 N 386H)

5. Odopmrnenue pernentypHbix OmaHkoB (opmbel N 148-1/y-04(1) u dopmer N 148-1/y-06 (i)
BKJIIOUAET B ce0s Iu(poBOE KOAUPOBAHHE.

[{udpoBoe KoaMpOBaHHE YKAa3aHHBIX PEIENTYPHBIX OJIAHKOB BKJIIOUAET B ce0s:

1) xoxm MEIMIMHCKONW OpraHu3allid B COOTBETCTBMM C (OCHOBHBIM TIOCYIapCTBEHHBIM
peructpauroHHbIM HOMepoM (OI'PH), mpocTaBiisiemblit IpyU M3TOTOBJICHUH PELIENITYPHBIX OJIAHKOB;



2) xox karteropuu rpaxnaas (SSS), UMemuUX MpaBO Ha MOJYyYEHUE JIEKAPCTBEHHBIX IIPENapaToB B
COOTBETCTBHUU €O cTaTbeil 6.1 denepanbHoro 3akoHa ot 17 utons 1999 r. N 178-®3 "O rocyaapcTBEeHHOM
cormanpHo momou" <1>, u kox Hozomormveckoil ¢opmer (LLLLL) mo MKB-10, 3amonnsembie
JIeyaliuM BpayoM IyTeM 3aHECeHUs KaKAO0H LU(PBI B MYyCThIE sIYEHKHU, IIPU 3TOM TOYKA IPOCTABIIAETCS B
OT/ICIBHOM STUeHKe;

<1> Cobpanue 3akononarensctBa Poccuiickoit deneparuu, 1999, N 29, cr. 3699; 2004, N 35, cT.
3607.

3) ormerka 00 ucrouHuke (uHaHCHUpoBaHMs ((peaepanbHblii OromKeT [1], OrOmKET CcyOBEeKTa
Poccwuiickoit @enepanuu [2], MyHHIMITATBHBIA Or0KeT [3]) M mporieHTe ormiaThl perenta (OecriaTHO
[1], 50% [2]), ocymiecTBisieMas METUIITHCKUM paOOTHUKOM;

4) KOl MEAWIIMHCKOTO pabOTHHKA YKa3bIBACTCS MEIUIIMHCKAM PAaOOTHHKOM B COOTBETCTBHH C
YCTaHOBJICHHBIM OpPraHOM HCIIOJHUTEIbHOW BiacTH cyObekTa Poccuiickoit ®denepauuu B obiactu
OXpaHbl 3JJ0OPOBBS TPAKJIaH MEPEUYHEM KOJIOB MEIUIIMHCKHX PAOOTHUKOB, UMEIONIMX MPABO HA BBIMHCKY
JICKApCTBEHHBIX ITPENapaTos;

5) KOI JEeKapCTBEHHOIO IIpemnapara, MPOCTABISEMbI B anTEYHOW OpraHu3allud TpU OTIIYCKE
JIEKapCTBEHHBIX MPENapaToB, BHITUCAHHBIX Ha pelentypHbix Oiankax ¢Gopmbl N 148-1/y-04(1) u popmbl
N 148-1/y-06(x).

6. B peuentypusix 6mankax gopmsl N 148-1/y-88, N 107-1/y, dopmbr N 148-1/y-04(:1) u popmbr N
148-1/y-06(i1) (manee - peuentypubie 01anku) B rpadax "®.M.O. nanueHTa" yKa3bIBaIOTCS MOJHOCTHIO
(haMuITUs, UMS U OTYECTBO (IIPY HAJIMYWH ) TIAI[UCHTA.

(B pen. ITpukaza Munznpasa Poccuu ot 21.04.2016 N 254n)

7. B peuentypubeix Omankax ¢opmbel N 148-1/y-88 u ¢opmer N 107-1/y B rpade "Bozpact"
YKa3bIBAETCSl KOJMYECTBO TMOJHBIX JIET MAIMEHTa, a s JeTeid B Bo3pacte 10 | roma - KOJUYECTBO
MIOJIHBIX MECSIIEB.

(B pen. [Tpukaza Munznpasa Poccuu ot 21.04.2016 N 254H)

B peuentypubix Omankax ¢dopmbl N 148-1/y-04(1) u dopmer N 148-1/y-06(:1) B rpade "/lata
poKIIeHUs" yKa3bIBACTCS 1aTa POKICHUS MalMeHTa (UM CII0, MECSII, TON).

8. B peuentypubsix Omankax ¢opmbl N 148-1/y-04(1) u dopmer N 148-1/y-06(a1) B rpadax
"CHWJIC" un "N nonuca o0s3aTeIpHOT0 MEIULMHCKOIO CTpaxoBaHUs'" YKa3bIBalOTCSI CTPAXOBOH HOMEp
MH/MBUYAIIbHOTO JIMIIEBOTO cyeTra rpakaaHuHa B IleHcumonHoM ¢onae Poccuiickoit ®Penepauuu
(CHWIC) (mmpu Hanmuuuu) ¥ HOMEP TMOJIHca 0053aTeTbHOTO METUIIMHCKOTO CTPaXOBaHUSI.

(8B pen. IIpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

9. B penenitypubix 6mankax Gopmel N 148-1/y-88 B rpade "Anpec wim HOMep MEIUIIMHCKONW KapThI
NAIMeHTa, MOIYYalolero MEJUIIMHCKYI0 MOMOIb B aMOYJIaTOPHBIX YCIOBUSAX" yKa3bIBa€TCSl MOJIHBIN
MOYTOBBIA ajJjpec MecTa JKUTEeNbCTBa (MecTa MNpeObIBaHHA WM MecTa (HaKTHMUECKOTO MpPOKUBAHMS)
MaUeHTa WJIM HOMEpP MEIMLMHCKOM KapThl NAaIlMEHTa, MOJYYaOLIET0 MEAMIMHCKYI0 IOMOIIb B
aMOyYJIaTOPHBIX YCIOBUSAX <2>.

(8B pen. Ilpukaza Munznpasa Poccuu ot 21.04.2016 N 254H)




<2> Jlpukaz MunucrepcTBa 31paBooxpanenus Poccuiickoit ®denepaunu ot 15 nekabps 2014 r. N
8341 "OO6 yrBepkAcHUU YHU(PUIHUPOBAHHBIX (OPM MEIAUIIMHCKON JOKYMECHTAIMH, HCIIOJIB3YEMbIX B
MEIUIUHCKUX OpPTaHU3aAIMIX, OKa3bIBAIOIIMX MEAMIMHCKYIO MOMOIIb B aMOyJaTOPHBIX YCIOBUSX, U
MOPSIIKOB TI0 WX 3arojHEHUI0" (3aperucTpupoBaH MuHHCTEPCTBOM rocTulind Poccuiickoit denepamuu
20 suBaps 2015 r., peructpanuonnsiii N 36160).

(caocka BBeneHa [Ipukazom Munsnpasa Poccun ot 30.06.2015 N 386H)

B peuenrtypusix Omankax ¢opmber N 148-1/y-04(1) u dopmer N 148-1/y-06(;1) B rpade "Homep
MEIWIIMHCKOW KapThl MAIMEHTA, MOJTYYAIOIIer0 MEIWIIMHCKYI0 TOMOIIh B aMOYJIaTOPHBIX YCIOBHUSAX'
YKa3bIBa€TCSI HOMEpP MEIULMHCKON KapThl MAalMeHTa, I[OJIYYalolero MEIUIIMHCKYI0 [OMOIIb B
aMOyJaTOPHBIX YCIOBUSIX.

(n. 9 B pen. IIpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

10. B rpade "®.1.0. nedamiero Bpaya" perenTypHBIX OJTaHKOB YKa3bIBAIOTCS MOJIHOCTHIO (haMUITHS,
UM, OTYeCTBO (IIPH HANUYMM) MEIUIMHCKOrO pabOTHUKA, HUMEIONIEr0 MpaBO Ha3HAYCHUS W
BBINIMCHIBAHUS JICKAPCTBEHHBIX MTPEIapaToB.
(B pen. ITpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

11. B rpage "Rp" penentypHbIx 01aHKOB yKa3bIBaeTCs:

1) Ha JATUHCKOM SI3bIKE HAMMEHOBAaHUE JIEKAPCTBEHHOro Ipemapata (MeXAyHapoIHOe
HENaTEeHTOBAHHOE UJIM TPYNIIUPOBOYHOE, TMOO TOPTOBOE), €r0 103UPOBKA, KOJIUYECTBO;
(B pen. ITpukaza Munznpaa Poccuu ot 21.04.2016 N 254H)

2) Ha pyCCKOM WM PYCCKOM M HAI[MOHAJbHOM SI3bIKax CIOCOO MPUMEHEHHUS JIEKapCTBEHHOI'O
npenapara.

12. 3anpeiaeTcst orpaHUYMBaTHCS OOIMMH yKa3aHUsAMU, Harpumep, "Buyrpennee", "M3BecTHo".

Pa3pemnratoTcst TONBKO MPUHATHIE MpaBUIAMH COKpPAILEHUS OOO3HAYCHH; TBEpHble U ChIMYy4He
(dapmarneBTHuecke cyocTaniuu BeimuckiBatoTest B rpammax (0,001; 0,5; 1,0), sxuakue - B MAJUTHIIATPAX,
rpaMMax U Karisix.

13. Peuent, BbIMCAaHHBIA HAa PELIEITYPHOM OJIaHKE, MOJIMUCHIBAETCS MEAUIIMHCKUM PaOOTHUKOM U
3aBEPSICTCS €0 JIMYHOU M1eYaThIO.

JIOTIOTHUTENBHO PEleNT, BRITMCAHHBIN Ha penenTypHoMm Onanke ¢opmbl N 148-1/y-88, dpopmer N
148-1/y-04(;1) u dopmer N 148-1/y-06(;1), 3aBepsieTcsi mMeuyaTbi0 METUIMHCKON opranuzauuu "J{ms
penenToB".

14. Ha omnom peuentypHoMm 6manke gopmbl N 148-1/y-88, dopmer N 148-1/y-04(;1) u Gpopmbr N
148-1/y-06(i1) pa3penraercs BBIMHCHIBATH TOJIBKO OJHO HAMMEHOBAaHHWE JICKAPCTBEHHOTO Tperapara; Ha
onHoMm perentypHoM Omanke ¢opmbel N 107-1/y - He Oornee Tpex HaWMMEHOBAHHM JIEKapCTBEHHBIX
MIpenapaToB.

15. I/ICHpaBHCHI/IH B PCLCIITC, BHINMCAHHOM Ha pCUCITYPHOM 6J'IaHKC, HC JOIMYyCKAar0TCA.

16. Cpok AeWCTBHs pelenTa, BBIMMCAHHOIO Ha perentypHoMm Onanke ¢dopmbl N 148-1/y-88 (15
nueit), Gopmer N 107-1/y (60 nueit, no 1 roga), popmber N 148-1/y-04(;1) u dopmbr N 148-1/y-06(1) (15
nHeit, 30 gueit, 90 qHeil) yka3pIBaeTcs MyTeM 3a4€pKUBAHUS WU TOAYEPKUBAHUS.

(8 pen. [IpukazoB Munzapasa Poccun ot 30.06.2015 N 386H, ot 21.04.2016 N 254H)



17. Ha o6GoporHoil cTtopoHe penentypHoro Omanka ¢opmel N 107-1/y (3a uckimodeHHEM
peLenTypHoro OjiaHKa, MOJHOCTBIO 3arOJIHAEMOTO C HCIOJIb30BAaHHEM KOMITBIOTEPHBIX TEXHOJIOTHIN),
penentypaoro Onanka ¢opmbl N 148-1/y-88 u dopmer N 148-1/y-06(n) mnewaraercs Tabmuna
CIICIIYIOIIETO COICPIKAHMUS:

IIpurorosun IIposepun Otnycrun

18. Ilpu BbIMMCKE JEKApCTBEHHOIO Ipernapara M0 PELIEHUI0 BpadyeOHOM KOMHUCCHMM Ha 000poTe
penentypHoro 6manka ¢opmer N 107-1/y, dpopmbr N 148-1/y-88, dopmer N 148-1/y-04(:1) u dopmer N
148-1/y-06(i1) craBuTCs crienManbHasi OTMETKA (IITaMII).

(B pen. ITpukaza Munznpasa Poccuu ot 30.06.2015 N 386H)

19. Ha peuentypuom Onanke ¢gopmbsl N 148-1/y-04(;1) u dpopmsr N 148-1/y-06(;1) BHU3Y MMeeTCs
JIMHUS OTPBIBA, PA3JIEIIAIONIAs PEIENTYPHBIN OlaHK M KOPEIOK.

KOpeHIOK OT peucnTa, BbBIIMCAHHOI'O Ha YKa3aHHOM pCUCHTYpPHOM 6JIaHKC, BbIAACTCA IMALUCHTY
(J'II/II_Iy, €ro Hpe,Z[CTaBJ'IHIOH_[eMY) B anTe4YHOM OpraHusanuy, Ha KOPCHIKEC ACJIacTCaAd OTMCTKa O
HAaNMMCHOBAHUHN JICKAPCTBCHHOI'O Ipfcrapara, AJO3HUPOBKEC, KOJIHUYCCTBC, crocobe IMPUMCHCHHUA, W OH
OCTAaCTCAd y malluCHTa (J'II/II_Ia, €ro Hpe,[[CTaBJ'ISIIOH_Iel"O).

20. OdopmiieHHE CHEUUATBHOTO PELUENTYpHOro OJaHKa Ha HAPKOTHUYECKOE CpPEICTBO U
MICUXOTPOITHOE  BEIIECTBO  OCYIIECTBISETCA B  COOTBETCTBUM C  MpHKa3oM MuHuUCTepcTBa
3npaBooxpaneHus Poccuiickoit @enepanuu or 1 aBrycra 2012 r. N 541 "OO6 yrBepkaeHun (Gpopmbl
OJIaHKOB PEIENTOB, COAEPKAIIUX Ha3HAUCHHE HAPKOTHMUYECKUX CPEJCTB WM ICHUXOTPOMHBIX BEIIECTB,
MOpsiIKA WX W3TOTOBIICHHS, DPACHpPEICNCHHs, PErHCTpalud, ydeTa W XpaHEHHs, a TakKe IPaBHI
opopmieHus".

Il. YyeT peuentypHbix 6naHKoB

21. VYwuer peunentypueix OnankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn),
M3TOTABIMBAEMBIX TUIOTPAPCKUM CIIOCOOOM (Jajee - pelenTypHble ONaHKH, TOMJISKAIINE YYery),
OCYILECTBISIETCA B )KypHaJIax ydera, IPOHYMEPOBaHHbIX, MPOIIHYPOBAHHBIX U CKPEIUIEHHBIX MOJIHUCHIO
PYKOBOIUTENS ¥ TEYaThl0 MEJWIWHCKOW OpTaHW3aliii WM  TMOJNUCHI0  HMHIMBHIYaTHHOTO
NpeINpUHIMATEINS, UMEIOLIET0 JUIEH3UI0 HA METUIIMHCKYIO 1€ TebHOCTb.

22. Kypnan yuera perentypHbix 01ankoB ¢opmel N 107-1/y comepxkut cneayromiue rpadsr:
1) HOMep 1O TOPAIKY;

2) B pazaene "[lpuxon":

a) laTa perucTpaIyy NPUXOJHOTO JOKYMEHTA;

6) HOMCEP M JaTa MPUuXOoJHOro J0KyMEHTA, Ha3BaHUC ITOCTABIIUKA,

B) 00I1Iee KOJTMYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJIAHKOB;

r) ®.MN.0. u moanuch OTBETCTBEHHOTO MEIUIIMHCKOTO PAOOTHHKA, MOJTYYUBIIETO PEIENTypHBIE
OJlaHKH OT MOCTABIIUKA,



3) B paznene "Pacxon":

a) JjaTa BbIJauu PEeLENTYPHBIX OJaHKOB;

0) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX OJaHKOB;

B) ®.1.0. OTBETCTBEHHOI0 MEIULIMHCKOTO PAOOTHUKA, ITOJYYUBILEr0 peLENTypHbIEe OJIaHKY;
I') HOJIMCHh OTBETCTBEHHOTO MEAUIIMHCKOTO pabOTHHKA, TIOJIYYUBIIETO PELENTYPHbIC OJIaHKH;

4) ®.N.0. U moamuch OTBETCTBEHHOTO0 MEAMIIMHCKOTO pPaOOTHHKA, BBIJABIIETO DPELEHTYPHBIE
OJ1aHKH;

5) OCTaTOK pelenTypHbIX OJIAHKOB.

23. Xypnan yuera peuentypHbix OmankoB ¢opm N 148-1/y-88 m N 148-1/y-04(1) comeput
crenyroue rpador:

1) HoMep 1o NOPAIKY;

2) B paznene "[Ipuxon™:

a) laTa perucTpanuy NpuxogHOro JOKYMEHTa;

0) HOMep U J1aTa IPUXOIHOTO IOKYMEHTa, Ha3BaHWE MTOCTABIINKA;
B) 00111ee KOJIMYECTBO MOCTYHUBIINX PELENTYPHBIX OJIAHKOB;

T') CepUH U HOMEpa PELENTYpPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENTYPHBIX OJAHKOB IO CEPUSIM;

) ©®.M.0. 1 moAMUCh OTBETCTBEHHOT'O MEIUIIMHCKOTO paOOTHUKA, MOJYYHUBIIErO pelenTypHbIe
0JIaHKH OT MOCTAaBILHKA;

3) B paznene "Pacxon':

a) JlaTa BbIJJa4M PELENTYPHBIX OJIaHKOB;

0) cepuy 1 HOMEpA BbIJIAHHBIX PELETITYPHBIX OJIAHKOB;

B) KOJINYECTBO BBIIAHHBIX PELIETITYPHBIX OJIaHKOB;

r) @.1.0. 0TBETCTBEHHOI'0 METUIIMHCKOTO paOOTHHKA, OTYYHUBIIETO pelenTypHbIe OJTaHKH;
1) TOANKICH OTBETCTBEHHOI'O MEUIIMHCKOTO paOOTHHKA, MOJYYHUBILErO PELENTypHbIe OIaHKY;

4) ®.1M.0. ¥ NOANMUCh OTBETCTBEHHOTO MEIUIIMHCKOTO pPaOOTHHKA, BBIAABIIETO PEIENTYPHbBIE
OlaHKH;

5) ocTaToK penenTypHbIX OJIaHKOB.

24. Vder cnelMalbHBIX PELENTYPHbIX OJIAHKOB Ha HApKOTUYECKOE CPEACTBO M ICHUXOTPOMHOE



BEILECTBO OCYILIECTBIISICTCS B COOTBETCTBUU € IIPUKAa30M MUHHUCTEPCTBA 3apaBooXpaHeHuss Poccuiickon
®enepanun ot 1 aBrycta 2012 r. N 541 "O06 yrBepkaeHHH (OpMBbI OJTAHKOB PEILIETITOB, COJEPIKAIINX
Ha3HAYEHUE HAPKOTUYECKUX CPEJICTB WJIM IICUXOTPONHBIX BELIECTB, MOPAJKA HX HW3TOTOBJICHMUS,
pacnpezieNieHus, perucTpaluy, yueTa u XpaHeHHsl, a TaKkxke npaBui ohopmieHus "

lll. XpaHeHune peuenTypHbIX 611aHKOB

25. B kaxmol MEAWIMHCKOM OpraHu3alvy MPUKA30M PYKOBOAUTES Ha3HAyaeTcs JIMIIO,
OTBETCTBEHHOE 32 XPAHEHHE U YUET BCEX BHUJIOB PELENTYPHBIX OJAHKOB.

26. PeuentypHble OaHKH, MOMJIEKAIIUE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAUYECHHBIM
PYKOBOJMTENIEM MEIWIIMHCKOW OpraHM3alliy, IMOJ 3aMKOM B MeTaumdeckoMm mkady (ceiide) wmm
METALUINYECKOM SIIUKE.

27. UnnuBuAyaibHbIN TpEeANPUHUMATENb, UMEIOIINN JTUIIEH3UI0 Ha MEIUIMHCKYIO JIeATEIbHOCTD,
XPaHUT pelenTypHble OJaHKH, MOJIekKAIIUe YUYETy, [0 3aMKOM B MeTaJuTndeckoM mkady (ceiide) mium
METAJLUTNYECKOM SIIHUKE.

28. IlocTosiHHO AEHCTBYIOIIAs KOMHUCCHUS, CO37aBaeMasi B MEIUIIMHCKON OpraHu3aliy, MpoBepseT
COCTOSIHME XpaHEHUs, ydera, (DaKTHUeCKOe HaJIMYhe W PACXOJl PEUENTYPHBIX OJIAHKOB, IMOJISKANTUX
y4eTy, OJIUH pa3 B KBapTall.

B CJIyda€ HCCOBHIAACHHA KHMXKXHOI'O OCTaTKa PCUCITYPHBIX 6JIaHKOB, nmomicxKamux ydery, €
(aKTUYECKUM HaJM4YMeM JIMI0, OTBETCTBEHHOE 3a XpaHEHHE M Yy4YeT PEeLENTypHBIX OJaHKOB, HECEeT
OTBETCTBEHHOCTD, PETYCMOTPEHHYIO 3aKOHOAATENLCTBOM Poccuiickont denepanuu.

29. PeuentypHble O1aHKH, TOJJICKAIINE YUETY, BBIIAIOTCA MEAUIIMHCKUM PabOTHHKAM, UMEIOIIUM
MIPaBO BBHIMUCHIBAHUS PEIIETITOB, 110 PACTIOPSKEHHUIO TIIaBHOTO Bpada UM €ro 3aMECTUTEIS.

HOJ'Iy‘IeHHBIG pPeUCITYPHBIC 6J'IaHKI/I, nmouIC)Kaue y4uery, XpaHnaTcsd MCAUITUHCKUMHA pa6OTHI/IKaMI/I
B ITIOMCHICHHUAX, O6€CH€‘II/IBaIOHII/IX HX COXPaHHOCTD.

30. XpaHeHue creruagbHbIX PEUENTYPHBIX OJIAHKOB HAa HAPKOTHUYECKOE CPEICTBO M IICUXOTPOITHOE
BEIIECTBO W BBIZada yKa3aHHBIX PEIENTYPHBIX OJaHKOB MEIMIIMHCKOMY PaOOTHUKY OCYIIECTBISIETCS B
COOTBETCTBHHM € IpHKazoM MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoit denepaunu ot 1 aBrycra 2012
r. N 54u "OO06 yrtBepkaeHuu (GopMbl OJIAHKOB PEIENTOB, COAEPKAIIUX HA3HAUYCHHE HAPKOTUYECKUX
CPEZACTB WJIU MCUXOTPOINHBIX BELIECTB, MOPAIKAa UX U3TOTOBIECHUS, PACHIpEIeNeHHs], PErUCTPaLluH, yyeTa
U XpaHEHHUsl, a TakKe IpaBuil opopmiieHus".




