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

MUHHUCTEPCTBO 3JIPABOOXPAHEHUSI POCCUMCKOM ®EJIEPAIIUA

IIPUKA3
ot 20 nexadps 2012 r. N 1175n

Ob YTBEPKXJIEHUU ITOPAJAKA
HA3BHAYEHUSA U BBIIINCBIBAHUSA JIEKAPCTBEHHBIX ITPEITAPATOB, A
TAKKE
®OPM PELHENTYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE IIPEITAPATBI,
MNOPAAKA O®POPMJUIEHUSA YKA3AHHBIX BJIAHKOB, UX YYETA
N XPAHEHUSA

B coorBerctBuu ¢ nmynkToM 16 yactu 2 crateu 14 ®enepanbHoro 3akoHa ot 21 HOsOps
2011 r. N 323-®3 "OO6 ocHOBax OXpaHbI 3J0pOBbsl TpaxkmaH B Poccuiickoit denepanun"
(Cobpanue 3axkonomarensctBa Poccuiickoit denepanuu, 2011, N 48, ct. 6724; 2012, N 26, cr.
3442, 3446) u nyakrom 5.2.179 Tlonoxenus o MuHHCTEpCTBE 3/paBooXpaHeHus Poccuiickoi
®enepanuu, yrBepxkaeHHoro nocraHosiaenueM IlpasurensctBa Poccuiickoit ®enepanuu ot 19
utona 2012 r. N 608 (CoOpanue 3akoHonatenbctBa Poccuiickoit @enepanuu, 2012, N 26, cr.
3526), npukasbIBaio:

1. YTBepauTh:

MOPANOK HA3HAYCHHWs] M BBHINHMCHIBAHUS JICKAPCTBEHHBIX IpENapaToB  COIJIACHO
npuioxenuro N 1;

(hopMBI perenTypHBIX OJaHKOB COTJIACHO MpHIIoKeHuto N 2;

nopsiIok  opopMIICHHsT pElEenTypHBIX OJaHKOB, WX YydYeTa W XpaHEHHUS COTJACHO
npuioxeHuo N 3.

2. Hacrosiuii npuka3 Bcrymnaet B cuity ¢ 1 urons 2013 rona.

Munuctp
B.N.CKBOPIIOBA

[Tpunoxenne N 1
K npuka3zy Munsapasa Poccun
ot 20 nexabps 2012 r. N 11751

MOPSIIOK
HA3HAYEHWS 1 BB CBHIBAHWSI JIEKAPCTBEHHBIX TPEITAPATOB

[. O0mwme MoNOXKEeHUA

1. Hacrosmuii NOpAAOK pEryaupyeT BOIPOCHI HA3HAYEHUS U BBINHCHIBAHUS
JIEKAPCTBEHHBIX IPENaparoB IPU OKAa3aHUM MEIUIUHCKOW IIOMOIIM B MEAUIUHCKHUX
OpraHm3anygax, WHBIX OpraHM3anusaXx, OCYIISCTBIAIONNX MEIWIMWHCKYI0 IIOMOINbL, |
WHJIUBUAYATbHBIMU MPEANPUHUMATCISAMH, OCYIICCTBIISIOIIMMU MCIUIMHCKYIO JEATCIbHOCTh
(nanee - MeIMUMHCKAs opraHu3anus). <1>
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<1> Cratps 2 ®enepanbHoro 3akoHa oT 21 HosOps 2011 r. N 323-®3 "OO6 ocHoBax
OoXpaHbl 370poBbs TpaxknaaH B Poccuiickoit ®enepanmun" (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepamuu, 2011, N 48, ct. 6724; 2012, N 26, ct. 3442, 3446).

2. Ha3HaueHMe U BBINMCHIBAaHUE JIEKAPCTBEHHBIX IIPENapaToB OCYIIECTBISAETCS JEYaluM
BpayoM, (enbIIIepoM, aKyluepKkoil B cilyyae BO3JIOKEHHUS] HAa HUX TIOJTHOMOYMH Jieyallero Bpaya
B IIOpsAJIKE, YCTAaHOBJIEHHOM IIpHKa3oM MMUHHCTEpPCTBA 3ApPAaBOOXPAHEHUS U COLMAIBHOTO
pasButusi Poccuiickoit deneparuu ot 23 mapra 2012 r. N 2521 "O6 yrBepxkacHuu [lopsaka
BO3JIOKEHUSI Ha (emnpamepa, akymepKy PYKOBOAWUTEIIEM MEAMIMHCKOW OpraHU3aly Ipu
OpraHM3alMy OKa3aHWs IEPBUYHOM MEIMKO-CAaHUTAPHOM IOMOINM M CKOPOW MEAMLIMHCKOU
IOMOIIM  OTIENbHBIX (YHKIMHA JIeHallero Bpaya [0 HENOCPEICTBEHHOMY OKa3aHUIO
MEIUIUHCKON IOMOIIY MAlUEHTy B IIEPUO/ HAOIIOAECHUS 32 HUM U €ro JIEUEHHsI, B TOM YUCIIE IO
Ha3HAYCHUI0 U NPUMEHEHUIO JIEKAPCTBEHHBIX IPENaparoB, BKIOYAs HApPKOTUYECKUE
JIeKapCTBEHHbIE Ipernaparbl U ICUXOTPOIHbIE JIEKApCTBEHHbIE INpenaparthbl’ (3aperucTpupoBaH
MunucteperBom toctunun Poccuiickoit @enepanuu 28 anpens 2012 r., perucrpanioHHbi N
23971), WHAUBHUIYAIbHBIMA TNPEANPUHUMATEISIMU,  OCYIICCTBISIONUMHA  MEIUIIMHCKYIO
JeSITeTbHOCTD (Aajiee - METUIIMHCKUE PAOOTHHKH).

3. MeauuuHckue pabOTHUKHU BBINMCHIBAIOT PELENThl Ha JIEKAPCTBEHHBIE Ipernaparbl 3a
CBOEH MOJMUCHIO U C YKa3aHUEM CBOEM JOJIKHOCTH.

HazHaueHue 1 BpINKMCHIBaHUE JIEKAPCTBEHHBIX IIPENAPATOB OCYLIECTBIIAECTCS MEJULMHCKUM
PabOTHUKOM IO MEKAYHApPOJHOMY HEMAaTEHTOBAHHOMY HAaUMEHOBAHHUIO, a IIPU €r0 OTCYTCTBUH -
IPYNIIMPOBOYHOMY HAaMMEHOBAaHMIO. B ciiydae OTCYyTCTBHSA MEXAYHAPOJHOTO HEIATEHTOBAHHOIO
HAaUMEHOBAHMS UM TPYNIUPOBOYHOIO  HAWMEHOBAHMS  JIEKQPCTBEHHOrO  IIperapara,
JIEKapCTBEHHBIM Ipernapar Ha3HA4YaeTCsl M BBIIMCHIBACTCS MEIUIUHCKUM pabOTHUKOM IO
TOProBOMY HaMEHOBAaHHUIO.

B ciydae uHauBUAYanbHONW HENEPEHOCHMMOCTH M (WJIM) MO JKU3HEHHBIM ITOKa3aHUSAM IO
pelieHn0 BpadyeOHOM KOMMCCHM MEAMIIMHCKOW OpraHu3alMd Ha3HAuY€HUE U BBIIKCHIBAaHUE
JIEKapCTBEHHBIX IIPENAapaToB, B TOM YHCJIE HE BXOASAIIUX B CTaHAAPThl MEAMIIMHCKONW IOMOLIM,
OCYIIIECTBJISIETCS 110 TOPrOBbIM HAUMEHOBaHUsM. Penienue BpaueOHOM KOMUCCUM MEAMIIMHCKON
OopraHu3aiuy (UKCUPYETCs B MEIUIMHCKUX JOKyMEHTaX MalleHTa U JKypHaie BpaueOHOMH
KOMUCCHH.

MenunuHckre paOOTHUKH OCYIIECTBISIOT Ha3HAUEHHE W BBINHUCBIBAHUE JIEKAPCTBEHHBIX
[pernapaToB, MOAJEKAIIUX H3TOTOBJIECHHUI0O U OTHYCKY alTEeYHbIMU OpraHu3alusMu (naiee -
JIeKapCTBEHHbIE MTpenapaThl HHAWBUYAIBHOTO U3TOTOBIICHUS).

4. Peuent, BbIIMCAaHHBIA C HapyIIEHHEM YCTAHOBIEHHBIX HactosmuMm [lopsnkom
TpeOOBaHUH, CUMTACTCS HEAEHCTBUTEIbHBIM.

5. CBeneHMsl 0 HA3HAUEHHOM U BBIMMCAHHOM JIEKapCTBEHHOM IIpernapaTe (HauMEHOBaHUE
JIeKapCTBEHHOTO IMpernapara, pa3oBas J03a, cHoco0 M KpaTHOCTh NpUeMa WM BBEICHMS,
JUIMTEIBHOCTh Kypca, 000CHOBAaHME Ha3HAYEHUS JIEKApCTBEHHOrO IMpernapara) yKa3blBaroTCs B
MEAMIMHCKON KapTe MMalUEHTa.

PeuenT Ha JekapcTBEHHBIH Mpenapar BBINHUCHIBAETCS HAa MMs MAlUEHTa, A KOTOPOro
IIpeIHAa3HAYEH JIEKApCTBEHHBIN IIpernapar.

Peuent Ha nexkapCTBEHHBIM IpemapaT MOMET OBITh MOJY4YEH MalMeHTOM WIH €ro
3aKOHHBIM TIpeAcTaBUTENEM <1>. @DakT BbIJauYM peLENTa Ha JEKapCTBEHHBIM Ipemnapar
3aKOHHOMY IPEJICTABUTENO0 (PUKCUPYETCS 3aMUChI0 B MEAUIIMHCKON KapTe MalueHTa.

<1> B oTHOWIEHMM JHIA, YKa3aHHOTO B 4yacTu 2 crarbu 20 denepanbHOro 3akoHa ot 21
HOsA0ps 2011 r. N 323-®3 "O6 ocHOBax OXpaHbl 310pOBbs TpakaaH B Poccuiickoit @eneparun”
(Cobpanue 3axkonomarenscTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2012, N 26, cT.
3442, 3446).

6. 3anpemaeT05{ BBIITHUCBIBATH PCUCTITHI HA JICKAPCTBCHHLIC MTPCTIapaThI:
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6.1. MEeIMIIMHCKUM pabOTHUKAM:

IIPU OTCYTCTBUU MEIULIMHCKUX IMOKA3aHUN;

Ha JICKapCTBEHHBIC IIpenaparsl, HE 3aperuCTPUpPOBAaHHBIE HAa Teppuropuu Poccuiickont
denepanuu;

Ha JIEKapCTBEHHBbIE Ipenaparbl, KOTOPbIE B COOTBETCTBUUM C HHCTPYKLMEH 10
MEIULUHCKOMY IPUMEHEHHUIO UCIOJB3YIOTCS TOJIBKO B MEIULIMHCKUX OPraHU3alusiX;

Ha HAPKOTHUYECKHUE CPEJCTBA U IICUXOTPOIHBIE BEIIECTBA, BHECEHHBbIEC B ciucokK I [lepeuns
HAapKOTUYECKUX CPEJICTB, ICUXOTPOMHBIX BELIECTB U MX MPEKYPCOPOB, MOIEKALUX KOHTPOIIO
B Poccuiickonn ®enepanuu, yrBep:KAECHHOro InocraHoBieHueM IIpaBurenscrBa Poccuiickoi
Oenepannu ot 30 urons 1998 r. N 681 <1> (mamee - IlepedeHsn), 3aperucTpUpOBaHHBIC B
KauyeCTBE JIEKAPCTBEHHBIX IPENapaToB i JEUEHUsI HApKOMaHUU;

<1> CobOpanue 3akoHoaarenscTBa Poccuiickoit @enepamnum, 1998, N 27, ct. 3198; 2004, N
8, 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, cT1. 4271,
N 45, cr. 5864, N 50, ct. 6696, ct. 6720; 2011, N 10, ct. 1390, N 12, cT. 1635, N 29, cT. 4466,
cT. 4473, N 42, ct. 5921, N 51, cr. 7534; 2012, N 10, ct. 1232, N 11, cT. 1295, N 19, c1. 2400, N
22, ct. 2864, N 37, ct. 5002, N 48, cT. 6686, N 49, cT. 6861.

6.2. WHIUBUAYaIbHBIMU MPEANPUHUMATEISIMHU, OCYIIECTBISIOIMIUMUA  MEIUIIMHCKYIO
JeATEeIbHOCTh, Ha JIGKQPCTBEHHBIC NIPEmaparhbl, COJAEpXkKAIIUE HAPKOTUYECKHUE CpPEICTBA U
NICUXOTPOIHBIE BellecTBa, BHeceHHbIe B criucku 11 u |11 Tlepeuns.

Koncynsrantlntoc: npumeqanue.
B o¢punmansHOoM TekcTe JOKYMEHTa, BUJUMO, JOIYIIEHA olledaTka: popMa perenTypHoro
6nanka umeet Homep N 107-1/y, a ue N 107-1/1.

7. PenienThl Ha J€KapCTBEHHBIE NpENapaThl BHITMCHIBAIOTCS HA PELENTYPHBIX OJaHKax Mo
dopmam N 148-1/y-88, N 148-1/y-04 (1), N 148-1/y-06 (1) u N 107-1/1, yrBepkIeHHBIM
HACTOSALIUM IPUKA30M.

8. Hapkormueckue M NCUXOTpOIHBIE JIeKapcTBeHHble mpenaparbl cnucka [I Ilepeuns
BBIMKCHIBAIOTCA HAa CHEIHMAIBHOM pELEenTypHOM OylaHKe 1o (opMe, YTBEP)KIEHHOM MpUKa30M
MunucrepcTBa 31paBooxpanenus Poccuiickoit @enepaunn ot 1 aBrycra 2012 r. N 541 "O6
YTBEPAKACHUH (POpMBI OJIAHKOB PELIENTOB, COAEPKAIMX HAa3HAYEHHE HAPKOTHUECKHUX CPEICTB
WIM NICUXOTPOIHBIX BEILECTB, MOPsIIKA UX U3TOTOBIIEHUS, PACIPEEIICHUS, PETUCTPalluH, yueTa
U XpaHEHHUs, a Takxke mpaBwil odopmiieHus" (3apeructpupoBaH MUHHCTEPCTBOM IOCTUIIUU
Poccuiickoit @enepanuu 15 asrycra 2012 r., peructpaunonssiii N 25190).

9. Pentenitypusiii 651ank Gopmer N 148-1/y-88 npennazHadeH JIsl BBITACHIBAHS:

1) mcuxoTponHbIX BeliecTB, BHeceHHbIX B crmcok III Ilepeuns, 3aperucTpupoBaHHBIX B
YCTAaHOBJIEHHOM IMOPsIKE B KadyecTBE JIEKAPCTBEHHBIX IpErnapaToB (Jlajee - IMCUXOTPOIHBIE
JexkapcTBeHHbIe mpenapatel criucka [l [epeuns);

2) UHBIX JIEKApPCTBEHHBIX IPENapaToB, NOIEKAIINX IPEIMETHO- KOJTMUECTBEHHOMY YUEeTY;

3) ekapcTBEHHBIX MPENapaToB, 001aJal0KUX aHA00INYECKON aKTUBHOCTHIO;

4) nexapCTBEHHBIX IpenapaToB, yka3aHHbIX B nyHkTe 5 Ilopsaka ormycka ¢uznueckum
JUIAM JIEKapCTBEHHBIX IPENapaToB IjIsi MEIULHUHCKOIO IPHUMEHEHUs, COAEpXkKAIIUX KpOoMe
MaJIbIX KOJINYECTB HAPKOTUYECKUX CPEACTB, ICUXOTPOIHBIX BELIECTB U UX IPEKYPCOPOB APYyTue
(dapMakoJOrMYecKie aKTHBHBbIE BEIIECTBA, YTBEPXKJIEHHOTNO MpHUKa3oM MUHHCTEpCTBa
3npaBooxpaHenuss Poccuiickoit @enepauyu ot 17 mas 2012 r. N 562H (3aperucrpupoBaH
MunncrepctBom roctunmu Poccniickoit @enepannn 1 urons 2012 r., peructpannoHHbId N
24438),

5) JexkapcTBEHHBIX TMpenapaToB HWHAMBUAYAJIbHOTO HW3TOTOBJEHMS, COJAEpIKAIIUX
HapKOTUYECKOE CPEACTBO WM IcuXoTponHoe BemecTBo cnucka [I Ilepeuns, um napyrue
(dapmakoIOoruYecKre aKTUBHbIE BEIIECTBA B /103€, HE MPEBBILIAIONIEH BRICIIYIO Pa30BYIO 103y, U
OpU  YCIOBHM, 4YTO OSTOT KOMOMHHPOBAaHHBIH JIEKApCTBEHHBIM mpemapar He SBISIETCS
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HapKOTUYECKUM MJIU IICUXOTPOIHBIM JIEKAPCTBEHHBIM IIpenaparoM cnucka II [lepeuns.

10. Peuenrtypusie 6anku Gopm N 148-1/y-04 (i), N 148-1/y-06 (;1) mpenHa3zHadeHBI TSt
BBINKCBIBAHUS JICKAPCTBEHHBIX IPENapaToB TpakJaHaM, HUMEIOIMM MpaBO Ha OecruiaTHOe
IIOJIyYE€HUE JIEKAPCTBEHHBIX IIPENAapaTOB WM IIOJYyYEHHUE JIEKAPCTBEHHBIX IIPENapaToB €O
CKUIKOH.

11. Peuentypusiii 6ank Gopmer N 107-1/y npeaHasHaueH Juisl BHINMKCHIBAHUS:

JICKapCTBEHHBIX TIpenapaToB, yKa3zaHHBIX B myHKTe 4 Ilopsaka ormycka (U3M4ecKUM
JUIaM JIEKapCTBEHHBIX IPENaparoB [Ulsi MEAMLMHCKOIO IPUMEHEHUS, COIEp)KalUX, KpoMe
MaJIbIX KOJIMYECTB HAPKOTUUECKUX CPEACTB, ICUXOTPOIHBIX BEIIECTB U UX NIPEKYPCOPOB, IPyrue
(apMakoJOTUYECKUE AaKTHUBHBIE BEIECTBA, YTBEPXKIEHHOIO IpuKa3zoM MuHHUCTEpCTBa
3apaBooxpanenust Poccuiickoit @enepanuu ot 17 mast 2012 r. N 562H;

MHBIX JICKapCTBEHHBIX IIPENapaToB, HE YKa3aHHbIX B TyHKTax § - 10 Hactosamero [lopsaka.

12. Ilpu BBHINMCHIBAHUM pELENTAa HA JIEKAPCTBEHHBIN IIpenapaTr HWHAWBHUIYaJIbHOTO
M3TOTOBJICHUSI HAUMEHOBAaHUSA HAPKOTHYECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaTOB
cnuckoB II m |l Tlepeunsi, MHBIX JEKapCTBEHHBIX IPENapaToB, IOJUICKAIIMX IPEIMETHO-
KOJIMYECTBEHHOMY YYETY, IIMILYTCSA B Hayalle PELEITa, 3aTEM - BCE OCTAJIbHBIC HHIPEIUCHTHI.

13. Ilpu BbIIUCBIBAHMM peELENTa 3alpeliacTcs IPEeBbILATh IPEIENbHO JONYCTUMOE
KOJIMYECTBO JIEKAPCTBEHHOI'O IIperapaTa Ui BBINMCHIBAHUSA HAa OIUH PELENT, YCTaHOBJICHHOE
npuiokenueM N 1 k Hacrosimemy [lopsaky, 3a HCKIIIOUEHUEM Cilydasl, YKa3aHHOIrO B ITyHKTE 15
Hacroswero Ilopsaaxa.

He pexomennyercs mpeBbllIaTh PEKOMEHJOBAHHOE KOJMYECTBO JIEKAPCTBEHHOI'O
mpernapara s BBIIMCBIBAHWA HAa OJUH PELENT, YCTAHOBJICHHOE MpuioxkeHuemM N 2 K
Hacrosimemy [lopsaky, 3a HCKITIOYEHHEM CIy4aeB, yKa3aHHBIX B MyHKTax 15 m 22 HacCTOAMIETO
[Topsiaka.

14. Tlpu BBINMCHIBAHUM HAPKOTHMYECKMX M ICHUXOTPOIHBIX JIEKAPCTBEHHBIX IpENapaToB
cnuckoB II u Il IlepeuHs, MHBIX JIEKAPCTBEHHBIX IPENApaToOB, MOJUIEKAIIUX HPEIMETHO-
KOJIMYECTBEHHOMY Y4YeTy, J103a KOTOPbIX IPEBBIIIACT BBICIIMNA OJHOKPATHBIA IpUEM,
MEIUIUHCKUI paOOTHUK MUILET O3y 3TOro Ipernapara MPONHMChI0 U CTaBUT BOCKIMLIATEIIbHBIN
3HaK.

15. KonuuecTBO BBINMCHIBAEMBIX HApPKOTHMUECKUX U IICHUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB crnuckoB II u Il IlepeuHs, MHBIX JIeKapCTBEHHBIX MPENapaToB, MOJIEKAIINX
IIPEIMETHO-KOJIMYECTBEHHOMY Y4Y€Ty, IIPU OKa3aHUM NalUeHTaM NaJJIMaTUBHONW MEIMIIMHCKON
MOMOIIM MOXET OBITh YyBEIWYEHO He Oojee 4yeM B 2 pasza 1O CPaBHEHHUIO C TMpPeAesIbHO
JOIYCTUMBIM KOJIMYECTBOM JIEKAPCTBEHHBIX IPENApaTOB JUIsl BBINMCHIBAHUS HA OAMH PELENT,
ycTaHOBJIeHHOe npwiokenueM N | k Hacrosmemy Ilopanky, winm pexkOMEHIOBaHHBIM
KOJIMYECTBOM JIEKAPCTBEHHBIX IIPENapaToB AJIs BBIIUCHIBAHUS HA OJIUH PELENT, yCTAaHOBIEHHOE
npunoxenueM N 2 k Hacrosmemy [lopsanaky.

16. CocTaB KOMOMHMPOBAHHOTO JIEKAPCTBEHHOTO Mpenapara, 0003HaYeHHE JIEKapCTBEHHOM
dopMbl M oOOpallleHHe MEIULHUHCKOro paboTHUKAa K QapMaleBTHYeCKOMy pPaOOTHHUKY 00
M3TOTOBJIEHUH U OTITYCKE JIEKAPCTBEHHOTO NpenapaTa BhIIIUCHIBAIOTCS Ha JJATUHCKOM SI3BIKE.

JlonmycTuMble K = HMCIOJB30BAaHUIO  PELENTYpPHBIE  COKpAIIEHHUsS]  MPEeTyCMOTPEHbI
npuiokeHneM N 3 k HacTosdwemy [lopsanky.

He nmomyckaercss  cokpameHue  OJM3KUX 10 HAUMEHOBAaHUSM  HHTPEIUEHTOB,
COCTAaBJISIOLIMX JIEKApCTBEHHBIM IIpenapar, He IO3BOJSIIOLIMX YCTAaHOBUTb, KAaKOH MMEHHO
JIEeKapCTBEHHBIN Mpenapar BhIIUCAH.

17. Cnoco6 mpuMeHeHUs JeKapCTBEHHOTO Ipernapara 0003Ha4YaeTcsi ¢ yKa3aHUEeM J03bl,
YacTOThl, BPEMEHU IpHEMa OTHOCUTENIbHO CHa (YTPOM, Ha HOYb) M €ro JINTEIbHOCTH, a AJIs
JIEKapCTBEHHBIX NpPEnapaToB, B3aWMOJICHCTBYIOMIMX C MUIIEH, - BPEMEHHM HUX YNOTpeOIeHHS
OTHOCHUTEJIbHO MpUeMa MUK (10 €Ibl, BO BPeMs €/Ibl, TIOCTIE €]IbI).

18. TIpm HeoOXOAMMOCTH HEMEJUIEHHOTO WJIM CPOYHOIO OTIYCKa JIEKapCTBEHHOTO
npernapaTa NalleHTy B BEepXHEH 4acTu perenta MpocTaBisiioTcs o0o3HaueHus "cito" (CpodHo)
i "statim" (HeMeJIeHHO).
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19. Tlpu BHIMHCHIBAHWUM pEIENTa Ha JIEKAPCTBEHHBIN TIpemapar WHAWBHIYaIbLHOTO
U3TOTOBJICHUSI KOJIMYECTBO JKUAKUX (apMalleBTUUECKUX CyOCTaHIMI  yKa3bIBaeTcs B
MIWUIHJIUTPAX, TpaMMax WM KaljsX, a OCTaJbHBIX (hapMalEeBTHUECKUX CYOCTaHIMHA - B
rpaMMax.

20. PenenTtsl, BbIMMCAHHBIE HaA penentypHoMm Omanke ¢opmer N 148-1/y-88,
NEeUCTBUTENLHBI B TeueHue 10 quen.

21. Penentsl Ha JEKapCTBEHHbIC IMpemNaparhl, BBIIUCAHHBIE HAa PELENTYPHBIX OJlaHKax
dopmbl N 148-1/y-04 (;1) 1 popmbr N 148-1/y-06 (1), neHCTBUTEIBHBI B TCYCHUE OJTHOTO MecsIa
CO JTHS BBITHCHIBAHUSI.

PenienTel Ha ekapcTBEHHBIE NMpENapaThl, BHIMHMCAHHBIE HA PELENTYPHBIX OJaHKax (OpPMBI
N 148-1/y-04 (a) u ¢opmbr N 148-1/y-06 (1), rpaskaanam, JOCTUTIIMM NEHCHOHHOTO BO3pacTa,
WHBaJIKMIaM MEPBOM TPYMIbI U JACTSIM-UHBAIUIAM JCUCTBUTEIbHBI B TEUEHUE TPEX MECALEB CO
JTHSI BBIMTUCHIBAHUSI.

Jliia neyeHus: XpOHWYECKUX 3a00JIeBaHUN YKa3aHHBIM KAaTErOpUsSIM Tpa)<JIaH PELenThl Ha
JIeKapCTBEHHBIE MTPETapaThl MOTYT BBIITUCHIBATHCS HA KYpPC JICUSHUS 10 3-X MECSIIEB.

22. PeuenTsl Ha JIeKapCTBEHHBIC IMpeNapaThl, BBHIIMCAHHBIE HAa PELENTYPHBIX OJaHKaxX
dopmbl N 107-1/y, AeICTBUTETBHBI B TEUCHHE JIBYX MECSIIEB CO JHS BBIMTUCHIBAHUSI.

[Ipy BBIMUCBHIBAHUM MEAMIIMHCKUM PAaOOTHUKOM pPEIENTOB HAa TOTOBbIE JIEKAPCTBEHHBIE
npenapatsl ¥ JICKQpCTBEHHBIE MpEnaparsl WHAWBUAYAIBHOTO HW3TOTOBJICHHS NaIlMEHTaM C
XPOHUYECKHMH 3a00JeBaHUSAMH Ha peuenTypHbeix Onankax (opmsl N 107-1/y pasperraercs
yCTAaHABJIMBAaTh CpPOK JCWCTBUS peEUEeNTa B TMpenenax /0 OJHOIO ToJa M IPEBBIIIATh
PEKOMEHIyeMOe KOJIMYECTBO JIEKAPCTBEHHOTO Mperapara JJisi BBINKUCHIBAaHUS Ha OJUH PELeNT,
ycTaHOBJIEHHOE npuiioskeHueM N 2 k Hactosuemy [lopsaky.

[Ipu BHIMKMCHIBAHUU TaKUX PELIETITOB MEAUIIMHCKUI paOOTHUK AenaeT momeTky "llamuenty
C XpOHUYECKHUM 3a00JieBaHuEM", YKa3bIBAET CPOK JCHCTBUS pELENnTa U NePUOAUYHOCTD OTITyCcKa
JICKapCTBEHHBIX  MpEenapaToB M3  aNTeYHOW  OpraHu3allud Wi  WHIUBUIYaTbHBIM
OpeAnpuHUMATEIeM, HMMEIONIMM  JIMIEH3WI0  Ha  (papMaleBTHYECKYIO0  JIeSTeIbHOCTh
(e’keHeIeTbHO, €KEMECSAYHO M WHBbIE TMEepUOJbl), 3aBepsieT ATO YKa3aHHE CBOEH MOJMUCHI0 U
JUYHOM MEeYaThI0, a TAKXKE MeYaThI0O MEIUIIMHCKOM opranu3anuu "Jljis penentos'.

23. Penentbl Ha MTPOM3BOAHBIE O0apOUTYpPOBOW KHUCIOTHI, 3enpuH, NceBAodheapUH B
YHCTOM BHUJIC H B CMECH C JAPYTUMH JICKAPCTBEHHBIMU CPEJICTBAMH, JIEKAPCTBEHHBIE MPETIapaThl,
obnanaroniue aHabOIMYEeCKOW aKTUBHOCTHIO, KOMOMHHPOBAHHBIC JIEKAPCTBEHHBIC MpENaparsl,
coJiepKallie KOJEUH (€ro coiym), AJs JeUEHUs MalUeHTOB C XPOHWYECKUMH 3a00JI€BaHUSMU
MOTYT BBITUCBHIBATHCS HA KypC JICUEHUS J0 ABYX MECSIIEB.

B atux cinyuasx Ha peuentax npousBoauTcs Haanuch "llo crenuanbHOMYy Ha3HaueHUIo",
OTJIEIbHO CKpEIJICHHAs] TOJIMUCHI0 MEIUIMHCKOTO pabOTHUKAa M TIeYaThi0 MEIUIIMHCKON
opranuzaruu "[ns peuentos".

[I. Ha3znayeHue JIeKapCTBEHHBIX MTPENApaToOB IPU OKA3aHUHU
MEIULMHCKON IIOMOIIY B CTALIMOHAPHBIX YCIOBUAX

24. Tlpu oka3aHUW TMALMEHTY MEIUIIMHCKOM TOMOIIM B CTAI[MOHAPHBIX YCIOBHUSIX
HA3HAYCHUC J'IeKapCTBeHHI)IX HpenapaTOB HpOI/ISBO}lI/ITCH MCIOIUIITMHCKUM pa6OTHI/IKOM
€AMHOJINYHO, 32 UCKIIIOUEHUEM CITy4aeB, YKa3aHHBIX B MOJAMYHKTaX | - 2 MyHKTa 25 HACTOSIIIIETO
[Topsinka, 6€3 BEIMUCHIBAaHUS pEIlENTa.

25. CornacoBaHue Ha3HAYCHHUS JIEKAPCTBEHHBIX MPEMapaToB C 3aBEAYIOIIUM OTACICHUEM
NJIN OTBCTCTBCHHBLIM )Ie)KypHI)IM Bpa'-IOM .]'II/I6O )IpyrI/IM JIUIIOM, yl'[OJ'IHOMO'—IeHHI)IM HpI/IKaSOM
[JIaBHOTO Bpadya MEIUIIMHCKON OpraHU3alliy, a TAaKXKe C BPauoM - KIIMHHYECKUM (papMakosIoroMm
HEO0OXOMMO B CITyJasixX:

1) omHOBpeMEHHOTO Ha3HaueHUs MATH W Ooyiee JIGKAPCTBEHHBIX IMPENapaToB OJHOMY
MALUEHTY;

2) Ha3HAueHUs JIEKAPCTBEHHBIX IPENapaToB, HE BXOIAIIMX B TMEpPEUeHb KUZHEHHO
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HEOOXOUMBIX U BaXXHEHUINUX JICKAPCTBEHHBIX MpermapaToB, <|> MpuW HETUIMUYHOM TEUYCHUU
3a00eBaHUs, HAJUYMH OCJIOKHEHWM OCHOBHOTO 3a0oyieBaHUS W (WJIM) COMYTCTBYIOIIHMX
3a00JIeBaHUI, IPU HA3HAYCHHUH JICKAPCTBEHHBIX MPENapaToB, OCOOCHHOCTH B3aMMOJICHCTBUS U
COBMECTHUMOCTH KOTOPBIX COTJIACHO MHCTPYKLHUSAM IO MX MPUMEHEHHUIO MPUBOJAAT K CHHXKEHUIO
shdekTuBHOCTH © 0e30macHOCTH (apMakoTepanud W (WIH) CO3JA0T IMOTCHIHMAIBHYIO
OMACHOCTb JIJIS1 )KU3HM U 3[I0POBBS MAIEHTA.

<1> Pacnopsokenne IlpaBurensctBa Poccuiickoii ®@enepanuu ot 7 aexadbps 2011 r. N
2199-p (Cobpanmne 3akoHomarenscTBa Poccuiickoit denepanuu, 2011, N 51, cr. 7544; 2012, N
32, ct. 4588).

B yka3zaHHBIX ciy4asx Ha3HA4YCHHE JICKAPCTBEHHBIX IMpenapaToB (UKCUPYETCS B
MEAMIIMHCKUX JOKYMEHTaX MAIlMeHTa W 3aBEpseTCs MOAMHUCHI0 METUIIMHCKOTO pabOTHUKA U
3aBEAYIOIIETO OT/IeJIeHHEM (OTBETCTBEHHOIO JICKYPHOTO Bpaya WIIM APYTOro YIOJTHOMOYEHHOTO
JIMIIA).

26. MenuuuHCKUNA paOOTHUK MEIUIIMHCKOW OpraHW3allid, PACIIONIOKEHHOH B CEIIbCKOM
HACEJICHHOM IYHKT€ WJIM HACEJIEHHOM TIYHKTE, pAaCIOJIO)KEHHOM B VyAAJNEHHBIX U
TPYAHOJOCTYIHBIX MECTHOCTSIX, OCYILECTBJISET Ha3HAYCHHE JIEKAPCTBEHHBIX IIpermapaToB B
CiIy4asix, yKa3aHHBIX B TTyHKTe 25 HacTosmiero [lopsika, eTMHOINYHO.

27. Tlo pemieHuio BpaueOHOM KOMHCCHHM TAIlUEHTaAM IIPH OKa3aHUH WM MEIUIIMHCKOMN
MOMOIIU B CTAIIMOHAPHBIX YCIOBUAX HA3HAYAIOTCS JIEKAPCTBEHHBIE MperapaThl, HE BKJIIOUYECHHbBIC
B MEPEUYCHb KU3HEHHO HEOOXOAMMBIX U BaXXHEHIINX JIEKaPCTBEHHBIX MPEMapaToB, B CIydae UX
3aMEHBI U3-32 UHIUBUIYAIbHOM HETIEPEHOCUMOCTH, 110 KU3HEHHBIM TTOKa3aHUSIM.

Pemenne BpaueOHOUM koMuccuu (UKCHUPYETCS B MEIULMHCKHUX JOKYMEHTaX MalleHTa U
JKypHaJle BpaueOHOM KOMUCCHUH.

28. B cmywasx oOcrneqoBaHHs M JI€UEHUS TpaKIAaHWHA B CTAI[MOHAPHBIX YCIOBHSIX B
paMKax MpeAoCTaBIICHUS] METUIIMHCKUX YCIYT Ha BO3ME3THON OCHOBE 3a CUET JIMYHBIX CPEJICTB
TpaKJaH, CPEACTB OPHIMYSCKUX JIMII U WHBIX CPEJICTB HA OCHOBAaHWUHU JIOTOBOpa, B TOM YHCIIES
JIOTOBOpa JTOOPOBOJBHOTO MEIUIIMHCKOTO CTpaxoBaHus <1>, eMy MOTYT OBITh Ha3HAYCHBI
JIEKapCTBEHHBIC TPEMapaThl, HE BXOJSIIKNE B IEPEUCHb )KM3HEHHO HEOOXOIUMBIX U BaKHEHUIIINX
JIEKapCTBEHHBIX MPEMApaTOB, €CJIM 3TO OTOBOPEHO YCIOBUSMHU TOTOBOPA.

<1> IlocranoBnenue [IpaBurensctBa Poccuiickoit ®enepanuu ot 4 oktsops 2012 r. N
1006 "O6 ytBepxaeHuu llpaBui mpenocTaBleHUs MEIUIMHCKUMU OPTaHU3ALUSIMU TUIATHBIX
meaunuHckux yenyr" (CoOpanue 3akoHonatenbcTBa Poccuiickoit @enepanuu, 2012, N 41, cr.

5628).

29. B oTaenbHBIX ciaydasx MO PELIEHUI0 PYKOBOJIUTENS MEIULMHCKOM OpraHu3anuu Mpu
BBINIMCHIBAHUNA W3 MEIUIMHCKON OpraHu3alii TalKdeHTa, HMMEIOMIET0 COOTBETCTBYIOIINE
MEAMIIMHCKUE TOKa3aHWsS W HAMpaBIseMOro [JIsl MPOJOJDKEHUS JIeYeHHS B aMOylaTOPHBIX
YCIIOBHSIX, MOTYT Ha3HayaThCsl JIMOO BBIJIABATHCS OJHOBPEMEHHO C BBIMUCKOW M3 HCTOPUU
00Je3HN HAPKOTUYECKUE U TICUXOTPOIHBIE JeKapcTBeHHbIe npenapatsl criuckos 11 u Il [Tepeuns
Ha CPOK MpHEMa MaMEHTOM J0 5 JTHEH.

III. Haznadyenune u BBINTHCHIBAaHUE JIEKAPCTBEHHBIX MTPENAPATOB
IIPY OKA3aHUU NIEPBUYHOM MEIUKO-CAHUTAPHOU MOMOILH, CKOPOU
MEIUIIMHCKON TOMOIIH Y MAJUIMAaTUBHON METUIIMHCKOU ITOMOIIU

30. Ilpm okazaHuM TEPBUYHOW MEIUKO-CAHUTAPHOW TIOMOIIM M NaUIMATUBHOMN
MEAWIIMHCKOW TOMOIIM B aMOyJIaTOPHBIX YCIOBUSIX HAa3HAUY€HHWE W BBIHUCHIBAHHE
JIEKAPCTBEHHBIX MPEMapaToOB OCYIIECTBISAETCS METUIIMHCKUM PAOOTHUKOM B CIIyYastX TUITMYHOTO
Te4YeHHsI 3a00JIeBaHUs MTAIMEHTA UCXO/IS U3 TSHKECTH U XapakTepa 3a00JIeBaHuUs.
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31. Ha3naueHue W BBIMHCHIBAHUE JIGKAPCTBEHHBIX MPENApaToOB MO PEIICHUIO BpadyeOHOM
KOMUCCUM TpH OKa3aHUM TEPBUYHOM MEAMKO-CAHMUTAPHOM TMOMONIM, MaJIMATUBHOMN
MEIUIUHCKON TIOMOIIY B aMOYJIaTOPHBIX YCIOBHUAX MPOU3BOJUTCS B CIIydasix:

1) OIHOBpPEMEHHOIO Ha3HAUYECHHUS OJHOMY MAIUEHTY NATH U OoJjiee JIEKAPCTBEHHBIX
IpenapaToB B TEUEHHE OJHHUX CYTOK WIJIM CBBIIIE JIECATH HAUMEHOBAaHHWH B TEUCHHE OIHOTO
MecsIa;

2) Ha3HAYCHMS JIEKAPCTBEHHBIX IPENapaToB MpPHU HETUIMYHOM TEYCHHUU 3a00JIeBaHMUS,
HAJIMYUU OCJIO)KHEHUH OCHOBHOIO 3a00jeBaHHs U (WJIM) CONMYTCTBYIOIIMX 3a00JIeBaHMiA, MpPU
Ha3HAUYEHUH JIEKAPCTBEHHBIX IPENapaToB, OCOOCHHOCTH B3aWMOJICHCTBHUS M COBMECTUMOCTH
KOTOPBIX COMJIACHO MHCTPYKIIMSIM 110 UX TPUMEHEHHUIO MIPUBOJIAT K CHIKEHUIO (D PEKTUBHOCTU U
Oe3omacHOCTH (apMmakoTepanuu U (WIK) CO3AIOT MOTEHIUAIBHYIO ONMACHOCTh JUISl JKM3HH U
3/I0pOBbS MAIUCHTA,

3) Ha3HaYeHHUS HAPKOTHYECKUX M MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB CrUCKOB I
u Il (B ciysae mnpuHATHUS PYKOBOJAWTENIEM MEIUIMHCKON OpraHu3allid pelieHdus o
HEOO0XOIMMOCTH COTJIACOBAaHMSI HA3HAYECHHUS C BpaueOHON KOMUCCHEN).

32. Ha3naueHue W BBINKUCHIBAHHME HAPKOTUYECKUX WU TICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB cruckoB 11 u |1l mpousBoguTcs manmenTam ¢ BBIpaKEHHBIM OOJIEBBIM CHHIPOMOM
J1000r0 reHe3a caMOCTOSTENIbHO MEAUIIMHCKUM Pa0OTHUKOM JTMOO MEAMIIMHCKUM PaOOTHHUKOM
[0 pEUICHHI0 BpayeOHOW KoMHCCHU (B Cllydae TPHHATHS PYKOBOAHMTEIEM MEIUIIMHCKON
OpTraHHU3aIH PEHICHHUs 0 HEOOXOAUMOCTH COTJIACOBAHMSI Ha3HAUCHUS C BpauyeOHOI KoMuccuen).

33. Ilpu oxazaHuM CKOpOM MEIMLMHCKOM TIIOMOIIM JIEKAPCTBEHHbIE IpEnaparThbl
HA3HAYaIOTCS MEAUIIMHCKUM PaOOTHUKOM BBIC3THOW OpHUragbl CKOPOW MOMOIIH, MEIUITUHCKAM
PpabOTHUKOM METUIIMHCKON OpraHu3alnuy NPy OKa3aHUU METUIIMHCKON MOMOIIH IpakIaHaM MpH
3a00/IeBaHUSAX, HECYACTHBIX CIy4yasX, TpaBMaX, OTPABICHUSIX U JAPYTUX COCTOSHHUSX,
TPeOYIOLINX CPOUHOTO MEIUIIMHCKOTO BMEIIATENIHCTRA.

IV. HazHaueHune u BBIIMCBIBAaHUE JIEKAPCTBEHHBIX IIPENIapaToOB
rpaxkJaHaM, MIMEIOLUM IIpaBo Ha OecIiaTHOe MOJydYeHHe
JIEKAPCTBEHHBIX IIPENAPaTOB WIH I10JIy4YEHUE JIEKAPCTBEHHBIX
IIPENapaToB CO CKUAKOW, B paMKaxX OKa3aHUs UM IEPBUYHOU
MEJIMKO-CaHUTAPHON MOMOITN

34. Ha3HaueHMe U BBINUCBHIBAHME JIEKAPCTBEHHBIX MPENapaToB Ipa)KJaHaM, UMEIOUIUM
paBo Ha OecrIaTHOE MOJy4YeHHE JIEKapCTBEHHBIX MPenapaToB WU MOJy4eHHE JIEKapCTBEHHBIX
IIpenaparoB CO CKUIKOM, IIpM OKa3aHUM UM IIEpBUYHOM MEIUKO-CAHMTAPHOM IOMOIIHX
OCYILECTBIIICTCSI MEIUIIMHCKUM DPAOOTHUKOM B ClIydasX THUIIMYHOTO TEYEHHUs 3a00JIeBaHUsA
NalueHTa HCXOJsS M3 TSHKECTH U XapakTepa 3a00JieBaHHS COTJIACHO YTBEP)KJIEHHBIM B
YCTaHOBJIEHHOM NOPSJKE CTaHAapTaM MEJUIIMHCKON ITOMOILY, B TOM YHCJIE:

1) OTAEeNbHBIM KaTeropusM Ipa)<J1aH, UMEIOIIUM MpPaBO Ha IMOJYYEHHE rOCYJapCTBEHHOMN
COLMAJIHOW TIOMOIIM B BHJI€ HAaOOpa COLHUAIBHBIX YCIYr, B COOTBETCTBUU C IEPEYHEM
JIEKapCTBEHHBIX IpPENapaToB, YTBEP)KICHHBIM MpHKa3oM MUHHCTEpPCTBA 3ApPaBOOXPAHEHUS U
couuanpHoro passutus Poccuiickoit ®enepauuu ot 18 centsaops 2006 r. N 665 "O6
YTBEPKACHUM TIEPEUHs] JIEKApCTBEHHBIX CPEACTB, OTIYCKAEMbIX II0 peLenTaM Bpauda
(penpamepa) nmpu okazaHUM JOMOJHUTEIBHON OECIIIATHON MEAMIIMHCKOW MOMOIIM OTAEIbHBIM
KaTEropusiM Tpak/1aH, UMEIOIINM MTPAaBO HA MOJIyYEHHE IOCYyIapCTBEHHOW COLMAIbHON oMoy
(3apeructpupoBad MunucrepctBoM roctuuuu Poccuiickoit ®eneparyu 27 centsops 2006 r.,
peructpanmonHbii N 8322) ¢ u3MEHEHHSIMH, BHECEHHBIMU IIpUKa3zaMd MUHHUCTEPCTBA
3/IpaBOOXPAaHEHMsI U COLMaIbHOTrO pa3Butus Poccuiickoit @enepanuu ot 19 okrabps 2007 r. N
651 (3apeructpupoBan MunuctepcTBoM toctunuu Poccuiickont deneparuun 19 oxtsops 2007 r.,
peructpaunonsbiii N 10367), ot 27 aBrycra 2008 r. N 4511 (3apeructpupoBan MUHHCTEPCTBOM
toctuiuu Poccuiickoit @eneparuu 10 centsops 2008 r., perucrpauuonnsii N 12254), ot 1
nexabps 2008 r. N 690n (3apeructpupoBad MunuctepcTBoM roctuiu Poccuiickoit denepanmu
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22 nexabps 2008 r., peructpammonHsii N 12917), or 23 pgekabps 2008 r. N 760n
(3apeructpupoBadn  MunuctepcTBOM rOcTUIMU Poccuiickoit ®@enepamuu 28 suBaps 2009 r.,
peructpaunonHeldi N 13195), or 10 Hos6ps 2011 r. N 1340n (3apeructpupoBaH
MunucrepctBoM roctuiiuu Poccuiickoit deneparun 13 Hos6pst 2011 1., peructpannoHHbii N
22368);

2) rpaxaaHaM, CTPaJAlOIIMM 3JI0KAYECTBEHHBIMH HOBOOOPA30BAHUSIMU JTHUMQPOUTHOM,
KPOBETBOPHOW M POJACTBEHHBIX UM TKaHEH, reModuineil, MyKOBHCUUI030M, THIIO(PH3aPHBIM
HAaHU3MOM, Oone3Hpl0 [omie, paccesHHBIM CKIEpPO30M, a Takke TpakIaHaMm Iocie
TpaHCIUIAHTAllUM OPraHoB M (WJIM) TKaHEH, B COOTBETCTBUM C IIEPEUHEM LEHTPAIU30BAHHO
3aKymaeMbpIX 3a CYeT cpeactB (enepanpbHOro OroJKeTa JIEKapCTBEHHBIX IPENaparos,
yrBepxkaaeMsIM [IpaBurensctBoM Poccuniickoit denepanuy;

3) rpaxxaaHam, UMEIOLIUM IPaBO Ha IMOJTYYEHUE JIEKAPCTBEHHBIX MpenapaTroB OecIIaTHO
WIN TIOJTyYEeHUE JIEKAPCTBEHHBIX IIPENapaToB CO CKHUJIKOM 3a CUET CPENICTB OI0KETOB CYObEKTOB
Poccuiickoit ®enepanun, B cOOTBeTCTBUM ¢ IlepeuyHem rpynm HaceleHUsT M KaTEropuil
3a0oneBaHuid, mpu amOyJIaTOPHOM JIEYEHWH KOTOPBIX JIEKAPCTBEHHBIE CPEICTBA W H3JENHUS
MEAMIIMHCKOTO Ha3HAYeHMsI OTIIYCKaloTCA IO pelentaM Bpaueil OecruiatHo, u [lepeunem rpymm
HaceJIeHUs, IIPU aMOYJIaTOPHOM JICUEHUU KOTOPBIX JIEKAPCTBEHHBIE CPEICTBA OTIIYCKAOTCS IO
peuentaM Bpadued ¢ 50-IpOUEHTHOM  CKUAKOH, YTBEPXKICHHBIMU  IIOCTAHOBJIEHUEM
[IpaBurtensctBa Poccuiickoit deneparuu ot 30 urons 1994 r. N 890. <1>

<1> CobOpanue 3akoHoxarenbcTBa Poccuiickoit @enepamnmm, 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.

35. IlpaBo BBIMMCHIBATH PELIENITH HA JIEKAPCTBEHHbIE IMpenapaThl rpakJjaHaM, UMEIOLIIIM
paBo Ha OeclIaTHOE MOJYy4YEeHHE JIEKaPCTBEHHBIX IPENapaToB WM MOJIy4eHHE JIEKAaPCTBEHHBIX
IIPENapaToB CO CKUAKON, TAKXKE UMEIOT:

1) wmenunuHckue paOOTHUKHM, paboTaomMe B  MEIUIMHCKOM OpraHu3aluu o
COBMECTUTEILCTBY (B IpEeIax CBOCH KOMIIETEHIINH);

2) MeauUUHCKUE paOOTHUKU CTAllMOHAPHBIX YUPEKAECHUH COLUAIBLHOIO OOCIIY>KUBAHUS U
MCIPABUTEIBHBIX YUPEXKACHUN (HE3aBUCUMO OT BEIOMCTBEHHON MPUHAJIEKHOCTH);

3) MeaUIMHCKHE PAOOTHUKM MEIUIIMHCKUX OpraHM3alui, OKa3bIBAIOIIUX MEAULUHCKYIO
MOMOIIb B CTal[MOHAPHBIX YCJIOBUSX, B Clyyae, MPEAyCMOTPEHHOM IIYHKTOM 29 HacTosIero
Ilopsinka;

4) MemuuuHCKUME pPAaOOTHUKM MEIUIMHCKUX OpraHu3alliid, OKa3bIBAIOUIMX MEPBUYHYIO
MEIMKO-CAaHUTApHYIO MOMOIIb, MOABEIOMCTBEHHBIX (e/iepaabHbIM OpraHaM HCIOJIHUTEIbHON
BJIACTH WJIM OpraHaM HCIOJIHUTEIbHON BiacTH cyObekToB Poccuiickoit @enepanuu:

a) TpaXaaHaMm, pacxoJbl Ha OecIIaTHOE JEKapCTBEHHOE OO0ecleyeHne KOTOpBIX B
COOTBETCTBUM C 3aKOHOAATENBCTBOM Poccuiickoit denepanny MOKPBIBAIOTCS 3a CYET CPEACTB
denepanbHOTO OIOKETA;

0) MHBIM KaTeropusiM IpakJaH, pacxojbl Ha OECIUIaTHOE JIEKapCTBEHHOE OOecreueHue
KOTOPBIX B COOTBETCTBHMHM C 3aKOHOJAATENbCTBOM Poccuiickoilt denepanny MOKPHIBAKOTCS 33 CUET
CPEICTB OIO/IKETOB Pa3IMYHbBIX YPOBHEH U 00513aTEIILHOI0 MEAUIIMHCKOTO CTPAXOBAHMS;

5) WHOUBUAYyaJbHBIE TPEANPUHAMATENH, 3aHUMAIOIIMECS] YacTHOW MEIUIUHCKON
MPAKTUKOM W BKJIIOYEHHbIE B PEECTp MEIUIMHCKUX OpraHu3alui, OCYIIECTBIISIOMINX
NeSITeBbHOCTD B cepe 0053aTeIbHOT0 MEAUIIMHCKOTO CTPAXOBAHMS.

36. He nomyckaeTcsi BBITMCBHIBAHUE PELENTOB HA JICKAPCTBEHHBIE MTpenaparsl IS JICUCHUS
rpaxJaH, UMEIOIUX MpaBO Ha OecljiaTHOEe MOJy4YeHHE JIEKapCTBEHHBIX MPENnapaToB WU
MOJIyYEHUE JIEKApPCTBEHHBIX MPENapaToB CO CKUAKON, METUIIMHCKUMU PaOOTHHUKAMU CaHATOPHO-
KypOPTHBIX ~ OpraHu3aluid, MEIUIMHCKUMU pPAOOTHUKAMH MEIUIMHCKUX  OpraHU3alui,
OKa3bIBAIOUINX MEIUIMHCKYIO TOMOIIb CTAIIMOHAPHO WM B YCIOBUSX THEBHOI'O CTAl[MOHAapa, 3a
UCKJIIOYEHHEM CiIydasi, IPEAYCMOTPEHHOTro MyHKTOM 29 Hactosmero [lopsaaxka.
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37. Ilpu BBINMCBHIBAHUU PELIENITOB HA JIEKAPCTBEHHBIE MpEnaparhbl Uil JIEUYEHUs I'pa)aaH,
UMEIOIIMX IpaBO Ha OecIIaTHOE MOJy4YeHHE JIEKAPCTBEHHBIX IPENapaToB WM IOJIy4EeHHUE
JICKapCTBEHHBIX MPENapaToB CO CKUIKOW, YKa3bIBae€TCs HOMEp TeiedoHa, MO KOTOPOMY
paOOTHUK anTeYyHON OpraHU3alUM IPU HEOOXOAWMOCTH MOXET COIVIACOBATh C MEIUIIMHCKUM
pabOTHMKOM CHHOHMMHYECKYIO 3aMEHY JIEKAPCTBEHHOTO IIpernapara.

38. Ha penentyprom Omanke ¢opmbl N 148-1/y-04 (1) u popmbr N 148-1/y-06 (1) penent
BBINKCHIBACTCSI MEIUIIMHCKAM pPa0OTHUKOM B 3-X JK3EMIUIIpax, C JBYMS O3K3eMIUIIpaMH
KOTOPOTI'0 MalMeHT 00palaeTcs B allTEUHYI0 OpraHU3aluIo.

39. HapkoTnueckue 1 NCUXOTPOIIHBIE JIeKapCcTBEHHBIE npenaparsl cnucka II [lepeuns mis
JeYeHMsl TpaXJ1aH, UMEIOLIUX MPaBo Ha OECIUIaTHOE MOIy4EHHUE JIEKAapCTBEHHBIX IpernapaToB
WIM TOJIyYEHHUS JIEKApCTBEHHBIX IPENaparoB CO CKHUJKOM, BBIIHCBHIBAIOTCS HAa CHEIUAIBHOM
peLenTypHoM OJlaHKe Ha HApKOTHYECKOE CPEJCTBO M IICUXOTPOIIHOE BELIECTBO, K KOTOPOMY
JIOTIOJTHUTEIFHO BBITUCHIBAIOTCS PELENITH B 3-X AK3EMIUIIpax Ha PelenTypHOM OnaHke (hopMbI
N 148-1/y-04 (1) umu popmer N 148-1/y-06 ().

40. IlcuxoTponHsle JekapcTBeHHbIE ITpenapaThl criucka I Ilepeuns, nHble 1ekapcTBEHHbIE
CpeACTBa, MOJIEXKAIIME MPEIMETHO-KOJIMYECTBEHHOMY Y4YeTy, JIEKapCTBEHHBIE Ipenaparsl,
oOnanaronue aHabOJNYECKOW aKTUBHOCTbIO, KOMOMHUPOBAHHBIE JIEKAPCTBEHHBIE IpENapaThl,
yKa3aHHbIE B HOJNYHKTE 4 MyHKTa 9 HACTOSILEro NOopsjaKa, MpeJHa3HaueHHbIC AJS JIEYCHUs
rpakaH, UMEIOLIMX IpaBO Ha OECIUIATHOE IOJIyY€HUE JIEKAPCTBEHHBIX IpPENaparoB WIN
HOJIy4EeHHUE JIGKAPCTBEHHBIX MPENapaToB CO CKUAKOM, BBIIMCHIBAIOTCS HAa PELENTYPHOM OJaHKe
N 148-1/y-88, Kk KOTOPOMY IOIOJHUTEIHHO BBIMHCHIBAIOTCA PELENTHl B 3-X JK3EMIUIIpax Ha
perentypaom 6manke popmbl N 148-1/y-04 (1) unm popmer N 148-1/y-06 (11).

[Tpunoxenue N 1

K [lopsinky Ha3HaYEHUS U BBITUCHIBAHUS
JIEKapCTBEHHBIX MPENapaToB,
YTBEPKICHHOMY TTPUKa30M

Munsapasa Poccun

ot 20 nexabps 2012 r. N 11751

MPEAEJIBHO AOITYCTUMOE KOJIMYECTBO
OTHEJIbBHBIX HAPKOTHUYECKHUX U IICUXOTPOITHBIX JIEKAPCTBEHHBIX
ITPEITAPATOB JJIA BBIIIMCBIBAHUA HA O/IUH PELIETIT

N HammMveHOBaHMe dopMa BHIIyCKa M OO3MPOBKA KommnuecTBO
n/mo HAPKOTUUECKOTO

M IICUXOTPOIIHOTO
JIEKapCTBEHHOTO IpenapaTa

1. BynpeHnopduH TabneTkn niusa
CyOIMHTBAaJIBHOTO IpMeMa
200 Mxr m 400 MKD 50 Tab.
2. BynpeHopdunH PacTBOp IJid MHBEKLUM,
aMITYJIE, MWIIPUL—TIOOUKM 30 amnysn wunam
300 mMxr/mut 1 Mo WNPML, - TIOOMKOB
aMITy JIEL
300 Mxr/mMit 2 Mi 15 amnys

3. BynpeHoponu TpaHCcoepMaJibHAS
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TepalneBpTnUUeCKad CcucreMa

35 Mk1r/u 20 nrnacr.
52,5 MKr/u 10 macre.
70 Mxr/u 5 macr.
4. InrmopokonenH TabneTku
(OIT'K KoHTHMHYC) [IPOJIOHTUPOBAHHOTO
OeMCTBUS IJId IpueMa
BHYTPb
60 MT 40 Tabm.
90 wmr 30 TabJ.
120 Mo 20 TabJ.
5. MopdmHa I'MIOPOXJIOPUI PacTBOp OJsa MHBEKLUM,
PacTBOP IJIS TOIKOXHOTO
BBeneHms amnyJyiel 10 MT B
1 mi 20 ammys
6. OMHOTIOH PacTBOp IJIS MOIKOXHOTO
BBeIOeHUS, aMniyJel 1% u 2%
nmo 1 m 20 ammys
7.| IpomMemos (TpuMenepuIMHa TabjeTKy I0Jia IOpuema
TUIOPOXJIOPUL) BHYTPb 25 MT 50 TabJs.
8. | Ipomemon (TpuMeNnepuIMHa PacTBOpP OJ19 MHBEKLMM,
TUOPOXJIOPUL) amMnyJel 1 u 2% no 1 wx 20 amnyn
WOPUL - TIOOUKM 20 wnpwni-
1 um 2% no 1 M TIOOMKOB
9. MopdmuHa cynbdarT TabneTky u
(MCT xOHTMHYC MIM IOpyIue KalcyJsl NPOOJIEHHOTO
aHaJoTHu OeyrcTBUsa IJid IpueMa
IPOOOJIXUTEJIEHOCTHIO BHYTPb
OeVICTBUS He MeHee 10 Mmr 160 TabJ.
12 uacos) 30 mr 60 Tab.
60 wmT 20 TabJ.
100 mr 20 TabJ.
200 wmr 20 TabJ.
10. [Ipocumont TabyseTkn 10jia OyKKAaJIbHOT'O
npuema 10 mMr m 20 MT 50 Tab.
11. [Ipocunon PacTBOp IOJ8 MHBEKLMIM,
avmnysiel 10 M B 1 mMJ 50 amnyn
12. denTaHUN TpaHCcOepMasibHa g
TepaleBTHUUEeCKas CUucTeMa
12,5 Mmxr/ugac 20 nact.
25 Mkr/uyac 20 nmacrt.
50 mkr/uac 10 nmace.
75 mxr/uyac 10 nacr.
100 mxr/uac 10 njacr.
13. deHTAHUIT TabaeTKM NOIOLsA3EUHEE
0,1 mr; 0,2 Mr;
0,3 mr; 0,4 mr;
0,6 mMr; 0,8 Mr 50 TabieTox
14.| Komemn (xomemHa odocdar) [Topoumox 0,2
15. Hatpusa oxcumbyTupaTt PacTBOpP I1Jya IpMeMa BHYTPb

66,7%, cupomn nJjs npuema




BHYTPbL 5% 2 GJjakoHa
16. ByTopbaHos PacTBOp IJig MHBEKLUN
2 Mr/mu 1 M 20 aMmmnys
17. Hanbydun PacTBOp OJ9 MHBEKLUM
10 mMr/mMit 50 ammoyJt
20 Mr/mm 25 amnyi
[Tpunoxenue N 2
K HOpSI,HKy Ha3HAYCHHUSA U BBIIIMCBIBAHUA
JICKApCTBCHHBIX IPEIIapaToB,
YTBEPKIAECHHOMY IIPUKA30M
Munzapasa Poccuu
ot 20 nexadps 2012 r. N 11751
PEKOMEH/IOBAHHOE KOJIMYECTBO
OTJEJIbHBIX JIEKAPCTBEHHBIX ITPEITAPATOB JJ14 BBIIIMCBIBAHU A
HA OJIVH PELIEIT
N HamvMeHOBaHME JIEKAPCTBEHHOTO dopma BHIIyCKa KommnuectBO
n/o npenapara M IO3MPOBKA
1. |KoMOMHUPOBAHHEE JIeKAPCTBEHHEE Bce He Oojyee 0,2 1
IpenaparTs, coIepXalye KOoIeWH JIeKapPCTBEHHEE <E>
(comm komewmHa) bopMeL
2. |2bempmHa THUIOPOXJIOPUI U IPYyIUe [Topomox 0,6
conm sdenpuHa
3. Teobenpmu, Teobenmpmu-H, TabneTxu 30 TabJ.
Heo-Teobenpun
4. CostyTaH PacTBOp
50 My, 30 mn 1 dsaxkoH
5. Crna3MoBepaiTuH, TabneTku 50 TabJ.
CnasMmoeepajirmH-Heo
6. IpyTrue KOMOMHMPOBAaHHBIE Bce 1 ymakoBka
JIeKapCTBEHHEIE IIpelapaTHl, JIeKapCTBEHHEE
comepxauye sdenpmHa bopMEL
TUOPOXJIOPUL ¥ IIOIJIeXallme
IpeIMEeTHO-KOJIMUECTBEHHOMY
yuery
7. |KoMOMHMPOBAHHEIE JIeKAPCTBEHHBIE Bce 1 ymakoBka
npernapaTs, CoIepXalme JIeKapCTBEHHBE
ncesnosbenpmHa I'MIPOXJIOPUIL bopMEL
U nonjiexamye IpeIMeTHO—
KOJIMUECTBEHHOMY YyueTy
8. KimoHuOmH TabjeTxu
0,075 mr; 0,15 wMmr 1 ymakoBKa




Pacreop mua
MHBEKLUN
0,1 Mr/mMmn 1 ynakoBka
Kannm riasHEE 5 TOMK-KaIleJlbHUIL
0,125%, 0,25%,
0,5% pacTBOpP
9. AHabonMyecKMe T'OPMOHH : Bce 1 ynakoBka
MeTaHOPOCTEHOJIOH, JIeKapCTBEeHHEE
OxcaHIpoJIoH Perabonni, bopMEL
HauopoJson, ®eHoBOIMII,
CunabonmH M OpyTrue
10. | KoMOUHUPOBAHHEE JIeKapPCTBEHHEE Bce 1 ynakoBka
npenaparTH, colepxXalye JleKapCTBEeHHEE
beHUNINpPONAHOJIAMUH U bopMeL
noagyexaumye npeIMeTHO-—
KOJIMUECTBEHHOMY yuUeTy
11. deHODapdUTAT TabyeTKu 30 TabieTok
50 mMr, 100 mT
12. Benzobapburan TabneTxu 1 ynakoBka
50 mMr, 100 mT
13. [MprMMIOOH TabjeTku 1 ynmakoBKa
125 mr, 250 mr

<*¥> HpI/I BBIIUCBIBAHUN W OTIIYCKC JICKApCTBCHHOI'O IIp€liapara, COACPIKALICTO COJIU
KOACHHA, IPOU3BOAUTCA NEPCCUYCT HA KOACUH OCHOBAHHUC.

[Tpunoxenne N 3

K [lopsinky Ha3HAYEHUS U BBHITUCHIBAHUS
JIEKAPCTBEHHBIX MPEMAPATOB,
YTBEPKICHHOMY TTPUKa30M

Munsapasa Poccuun

ot 20 nexabps 2012 r. N 11751

CnpaBo4yHO

JOITYCTUMBIE K UCTIOJIB3OBAHUMIO PELIEIITYPHBIE COKPAIIIEHW A

CokpalieHue
aa
ac.acid.
amp.

aqg.
ag. destill.
but.
comp.,
D.

cps

[IoslHOe HanMcaHue
ana
acidum
ampulla
aqua
aqua destillata
butyrum
compositus (a,
Da (Detur,

um)

[lepeBon
1o, IOPOBHY

KMCJIOTa
aMmIryJjia

BOIA

OVUCTUIIIMPOBaHHAsS BoIa
MacJso (TBepmoe)

CJIOXHEIN

Bolmai (IycTh BBEOAHO,



D.t.d.

Dil.

div.in p.aeq.

extr.
f.

gtt.
inf.
in amp.
in tabl.
lin.
lig.
m. pil.
M.

N.
ol.
past.
Ppl.
p.aeq.

ppt.,praec.

pulv.

g.s.

r.,rad.
Rp.
Rep.

rhiz.

sem.

simpl.
sir.
sol.

supp -
tabl.

t-ra, tinct.

ung.
vitr.

Dentur)
Da, Signa
Detur, Signetur

Da (Dentur) tales doses

dilutus
divide in partes
aequales
extractum
fiat (fiant)

qutta, guttae
infusum
in ampullis
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
vitrum

PEIENTYPHBIN BJIAHK

MMHMCTEPCTBO 3OPaBOOXPAaHEHUS

nyCcThb OyIeT BBIIOAHO)
Beimar, o6o3HAaub
[IycTe OymeT
BHIIAHO,
0DO3HAUEHO
Beimam (IlycTp OynoyT
BRIIAHEI) Takue IO3H
pasBeOeHHHEN
pasznenyu Ha
PaBHEIE YaCTHU
BSKCTPaKT, BHTIXKA
[IlycTe obpasyeTcs
(obpaszynTca)
KarJjs, Kalau
HacToM’
B aMIyJjax
B TabjleTkax
XMoKas Masb
XMOKOCTE
NuJioJibHas Macca
Cmeman (IIycTb
OymeT CMeEeIaHO)
UM CIIOM
MacJo (xmumkoe)
nacra
TIVJIIOJIA
PaBHEIE YaAaCTU
OcaxIoeHHBM

[Topoumox

CxoJsbKO norpebyeTcsd,
CKOJIBKO HaIo
KOpPEeHb
BoszbpMu
[ToeTOopM (IlyCcThb
OyIneT MIOBTOPEHO)
KOpPHEeBUIIE
ObosHaub (IIycThb
OyneT o603HAUYEHO)
ceMms
IPOCTOM
cupon
pacTBOp
cBeuda
TabseTka
HacToMkKa
Masb
CKJISHKA

[Ipunoxenne N 2

K npuka3zy Munznpasa Poccun
ot 20 nexabps 2012 r. N 11751



Poccurickon denmepalunn Kon dopmer mo OKYIO 3108805
MenyuyHCKas OOKYMeHTAalMs
HamMmeHOBaHMe (WTaMII) dopma N 148-1/y-88
MEeIMUMHCKOM OpIraHM3alun YTBepXOeHa IPUKa30M
MyHMCTEepCTBa 3OPaBOOXPaHEHUS
Poccurickonm denmepaumnm
or 20 mexabps 2012 . N 1175H

~ 0000+ 000;

PEOEIT

(maTa BHIIMCKM pPelernTa)

(B3pOCIBEIL, IOEeTCKMM — HYyXHOE NOIOYEPKHYTH)

®.M.0. maumeHTa

(IIOJIHOCTRIO)
BozpacTt
Appec mau N MeIMUMHCKOM KapTH aMOyJIaTOPHOTO IHalMeHTa
(McTOopUM pas3BUTKUA pebDeHKa)

®./.0. Jledamero Bpaua

(ITOJIHOCTHIO)
Py®o Kon Rp
[lognuch M JMYHAA [edaThb
Jedaluero Bpauda M.II.

Peuent mericrBuTeJieH B Teuenue 10 mHenl

PEHENTYPHBIN BJIAHK <*>

MMHMCTEPCTBO 3IpaBOOXpPaHEeHUA Kon ¢opmer mo OKYI
Poccurickon demepalun Kon yupexnmenmua no OKIIO
MemMUMHCKAaA IOOKyMEeHTalUMAa
HauMeHOBaHMe (mTamil) dopma N 107-1/y
MeIMLUMHCKOM OpTaHM3alumn YTBepXIeHa IPUKa30M

MyMHMCTEPCTBA 30PaBOOXPAaHEHUS
Poccumckon demepauunu
or 20 mexabps 2012 r. N 1175H

PEIENT
(BBpPOCIIBIN, IETCKMM — HYXHOE IIOOUEPKHYTH)
" " 20 .

®.11.0. nmaumeHTa
BospacT
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®.11.0. Jjeuamero Bpada

o}
<
o)
=
o)
]
ol
e}

HOHHMCB n JIMYHAaA I1e4YaTb
Jevalmero Bpaua M.II.

PeuenT mencTBUTEJIEH B TeueHue 2 Mecsdauer, 1 rozma ( )
(HeHyXHOEe BaUepKHYTh) (ykazaTb KOJIMUECTBO MECHLEB)

<*#> Jlns peuenTypHbIX OJIaHKOB, M3TOTOBJISEMBIX M IOJHOCTHIO 3aIOJHSIEMBIX C
UCIIOJIb30BAHUEM KOMIIBIOTEPHBIX TEXHOJIOIMH, BBOJATCS JIOMOJHUTENIbHBIE PEKBU3UTHI (HOMEp
U (UJM) cepusi) U MECTO Il HAHECEHMsI IITPUX-KO/a.

PELENTYPHBIN BJIAHK

MMHMCTEPCTBO 3OPaBOOXPAaHEHMS
Poccurickonm denmepauun
YTBEPXIEHA

nprkas3oM MuHMCTEepCTBa 3OPaBOOXPAHEHUSI

Poccumckon demepauunu
liTamn or 20 @mexabps 2012 r. N 1175u
Kon
MEeOUIMHCKOM OpTaHM3alumn

Komn dopmer mo OKYI 3108805
dopma N 148-1/y-04 (i)

Kon xa- |Kom HO30JOTU- |VCcTOUHMK GU- |% OIJIATH: Kon mexapCTBEHHOTO
TEeTopuUM |[dUeckom GOopMEL HAHCUPOBAaHMA: | (HIoOoUuepK-— cpencTra (3anoJjiHAgeTCcsH
rpaxinaH (o MKB-10) (nonuepk- HYTh) B QITEUYHOM OpIraHM3alUMn)

HYTh)

1. Becnnar-

1. demepanb- |HO

HEI 2. 50%

2. CybmekT

Poccumickom

depmepaunnm

3. MyHuImM-

IaJib HEIV
S S S |L |L (L L
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PEOEIT Cepusa N

®.M.0. maumeHTa

JaTa poxnmeHMA

IJaTa BHIIMUCKMU: 20 T.

CHHMIJIC

N nojmca o6a3aTesIbHOT'O
MEeIVLMHCKOT'O
CTpaxoBaHUA @

Anpec uay N MeOMUMHCKOM KapThH aMOyJlaTOPHOTO

IIalgmMeHTa

(ucTopmumu pazBuTHUsa pebeHKa)

®.11.0. Jseuamero spada

Pyo.

Kormr. Rp:

...D.t.d.

(kon Jeuamero Bpada)

[loonuch M JM4YHAaAA [I€YaThb Jiedallero Bpada M.II.

PelenT mencTBUTeJIeH B TeueHme 5 pgHew, 10 mHem, 1 Mmecsdua, 3 MecHdlLeB
(HEeHyYyXHOe 3BaUepKHYTh)

—————————— (BaHOﬂHHeTCH crieuMaJiMCTOM alTeuHOM OpPaHMSaHMM) T ==

OTHnymeHO IO pPeLenTy:

TopToBOE HaMMEeHOBaHUE
M IO3UPOBKA:

Hara ornycka: " " 20 T. KommuecTBo:
[IlpuroToBMII: [IpoBepmt: OrnycTuit:
——————————————————————— (IMHMSA OTPEIBA) —————————————————————————

HammeHOBaHUE
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Kopemox PENEIITA Cepua N oT

Crnocob nNpMMEeHEeHUI:

[IpOOOJIXUTEJIbHOCTD noHemn HanvMeHOBaHME JIEKAPCTBEHHOTO
KonmnuecTBO NPMUEMOB B IEeHb: pas npernapara:
Ha 1 npuewm: en. Io3MpoOBKa :

[Tpunoxenue N 3
K npukazy Munsapasa Poccun
ot 20 nexabps 2012 r. N 11751

HHOPAAOK
OPOPMJIEHUA PELHEIITYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
ITPEITAPATDI,
X YYETA U XPAHEHUA

I. Odopmiienue perenTypHbIX OJaHKOB

1. Ha penentypubix Omankax ¢dopmsl N 107-1/y, He umerommx HOMEp U (WIH) CEpHIO,
MecTo I HaHeceHus mrTpux-koaa, N 148-1/y-88, N 148-1/y-04(:1) u N 148-1/y-06(11) B 1eBOM
BEPXHEM VINIy TMPOCTABIACTCS INTAMII MEIWIUHCKOW OpraHu3allid C YyKa3aHHeM ee
HalMEHOBAHUs, aJipeca U TesedoHa.

JlonoMHHUTENBHO Ha peuenTypHbix O6mankax ¢Gopmer N 107-1/y, umerommx HOMep U (WIIH)
CEPHI0, MECTO I HaHeceHus mTpux-koaa, N 148-1/y-04(;1) u N 148-1/y-06(;1) mpocraBisercs
KOJ1 MEIULIMHCKOW OpraHU3aIHH.

Cepus penentypHoro Omanka (opmbr N 148-1/y-04(;1) u dopmer N 148-1/y-06(m)
BKJIIOYaeT ko cyOwbekTa Poccuiickoil ®enepaniuu, COOTBETCTBYIOIIUI JBYM MHEpBBIM IH(pam
Ob61epoccuiickoro kiaccupukaropa 0o0bEKTOB aIMUHUCTPATUBHO-TEPPUTOPHAIIBHOTO JEJIEHUS
(OKATO).

2. Ha penentypHbix OmaHkax, oGOpMISIEMBIX WHIWBUAYAJIBHBIMU TPEANPUHAMATEISIMH,
UMEIOIMMHU JINLIEH3UI0 Ha METUIIMHCKYIO JIeSITeIbHOCTh, B BEPXHEM JIEBOM YIIIy THIOIpapCKUM
CIOCOOOM WJTH ITyTEM IMPOCTABIICHHSI IITaMIIa JOJDKEH OBITh yKa3aH aJipec Bpaya, HOMEp | jarta
JMIIEH3UU, HAMMEHOBAaHUE OpraHa TOCYAapCTBEHHOM BIACTH, BBIAABILIETO JTUICH3HIO.

3. Penenrypubie Omanku Gpopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(i1) 3anomHstoTCS
BpayoM pa300pUMBO, YETKO, YEPHUIIAMU WIIM IIAPUKOBOI PYUKOH.

4. lonyckaercs oopMiIEeHUE BCEX PEKBU3UTOB pPelENTYpHbIX OJaHKOB opmbl N 107-11y,
UMEIOITNX HOMED U (UJTH) CepHUI0, MECTO ISl HaHeceHUs mTpux-koaa u ¢popmbl N 148-1/y-06(11)
C HCIIOJIb30BAaHHEM KOMITBIOTEPHBIX TEXHOJOTHH, a TakKe 0(OpMIIEHUE PEIENTYypHBIX OJIaHKOB
dopmber N 148-1/y-88 u dopmer N 107-1/y (He umeronmx HoMmep U (WJIM) CEPUIO, MECTO IS
HaHECEHMS ITPUX-KO/a) C HCIOJIB30BaHUEM KOMITBIOTEPHBIX TEXHOJIOTHH, 332 HCKIIIOUYCHHEM
rpa¢s! "Rp" (HanMeHOBaHME JIEKAPCTBEHHOTO Mperapara, ero 103upoBKa, KOJINYECTBO, CIIOCO0 U
MPOIOJDKUTEIHLHOCTD TPUMEHEHHS).

5. Odopmnenne peuentypHbix 6naHkoB ¢opmbl N 148-1/y-04(11) u popmer N 148-1/y-06
(1) BKITFOUAeT B ce0s1 upoBOE KOTUPOBAHUE.

[MudpoBoe kKoaMpOBaHUE YKa3aHHBIX PELIENITYPHBIX OJIAHKOB BKJIIOYAeT B ceOsl:

1) Kom MEOWIIMHCKOW OpraHu3ali B COOTBETCTBHH ¢ (OCHOBHBIM TOCYAapCTBEHHBIM
peructpanioHHbIM  HoMepoMm (OI'PH), mpocTaBisieMblif NMpH HM3TOTOBICHUH pPELENTYPHBIX
0JIaHKOB;
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2) kopn karteropuu rpaxzaaH (SSS), uMemUX NpaBO Ha IOJYYEHUE JIEKAPCTBEHHBIX
MpENapaToB B COOTBETCTBUM cO cTaThbeil 6.1 denepanbHoro 3akona ot 17 urons 1999 r. N 178-
@3 "O rocynapcTBEeHHOH conuanbHOM nomomu" <1>, u koj Ho3omoruueckoit ¢popmsl (LLLLL)
no MKB-10, 3anonHseMble jeyaliuM BpayoM IyT€M 3aHECEHUs Kaxa0i Ludpsl B IycTble
SYEUKH, IIPYU ITOM TOYKA IIPOCTABIIACTCS B OTAEIBHOU STYECHKE;

<1> CobOpanue 3akoHoaarenbcTBa Poccuiickoit @enepamnun, 1999, N 29, ct. 3699; 2004, N
35, ct. 3607

3) ormerka 00 wucTouHuKe (uHAHCHUpoBaHMs (denepanbHbii O keT [1], Oromker
cyonrekta Poccuiickoit @enepanuu [2], MyHUIUNATBHBIA OO/pKET [3]) W MPOIIEHTE OILIATHI
penenra (6ecratho [1], 50% [2]), ocyiiecTBiasiemass METUIUHCKUM PaOOTHUKOM;

4) KOI MEIOMIMHCKOTO pPAa0OTHUKA YKA3bIBACTCS MEIUIIMHCKAM paOOTHUKOM B
COOTBETCTBUU C YCTAHOBJICHHBIM OpPraHOM HCIOJHUTENbHON BiacTu cyObekTa Poccuiickoit
@Denepauyl B 00J1aCTH OXpaHbI 3I0POBbs TPAKIAH MEPEYHEM KOJOB MEIUIIMHCKUX PaOOTHHUKOB,
MMEIOIINX MTPABO Ha BBINKCKY JIEKAPCTBEHHBIX MPENapaToB;

5) Kox IleKapCTBEHHOTO IIperapara, MpOCTaBIseMbIi B anTeYHOW OpraHM3aluu MpU
OTIIYCKE JICKaPCTBEHHBIX MPENapaToB, BHIMHCAHHBIX HA pElEnTypHBIX OnaHkax dopmbr N 148-
1/y-04(:1) u popmbr N 148-1/y-06(i).

6. B penentypubix Omankax ¢gopmbr N 148-1/y-88, N 107-1/y, dopmber N 148-1/y-04(;1) u
dopmer N 148-1/y-06(11) (mamee - penentypHbie Onanku) B Tpadax "®.M.O. mamuenta”
YKa3bIBAIOTCS MOJHOCTHIO (paMHIIKSA, UMSI M OTYECTBO MAIMEHTA.

7. B peuentypHubix 01ankax ¢popmer N 148-1/y-88 u dopmer N 107-1/y B rpade "Bospact”
YKa3bIBAETCS KOJIMYECTBO IMOJIHBIX JIET MAI[UEHTA.

B penentypnsix Omankax ¢opmbl N 148-1/y-04(1) u dopmer N 148-1/y-06(i1) B Tpade
"Jlata poxaeHus" yKa3pIBaeTCs JaTa POXKIACHHS MalUeHTa (YUCII0, MECSIL, TO).

8. B penenrypubix Oiankax ¢opmer N 148-1/y-04(1) u popmer N 148-1/y-06(11) B rpadax
"CHWJIC" u "N nmonuca 0053aTeIbHOT0 MEIUIIMHCKOTO CTpaxoBaHusl" yKa3bIBaIOTCS CTPAXOBOM
HOMEp WHAMBHIYAIBHOTO JHUIEBOrO cueTa rpaxknaHuHa B Ilencumonnom donme Poccuiickoit
Oenepanuu (CHUIC) u HoMep nonuca 0043aTebHOT0 METUIIUHCKOTO CTPaXOBaHUsI.

9. B peuentypusix Omankax ¢opmbr N 148-1/y-88, dopmer N 148-1/y-04(;1) u dpopmer N
148-1/y-06(11) B rpade "Anpec unu N MeTUIIMHCKON KapThl aMOY/IaTOPHOTO MaleHTa (MCTOpUH
pa3BuTHUs peOeHKa)" yKas3bIBaeTCsl aapec WIM HOMEpP MEIUIMHCKON KapThl aMOyJIaTOpPHOIO
nanueHTa (MCTOpUHU pa3BUTHUS peOEHKA).

10. B rpade "®.N.0O. neuamiero Bpavya" perenTypHbIX OJaHKOB YKa3bIBAIOTCS MOJHOCTHIO
bamunus, UM, OTYECTBO MEIUIIMHCKOIO pabOTHHMKA, HMMEIOLIEro IpaBO HAa3HAYCHHUS U
BBINMCHIBAHUS JIEKAPCTBEHHBIX MPETIapaToB.

11. B rpage "Rp" perentypHbIX 6J1aHKOB yKa3bIBA€TCS:

1) Ha NaTMHCKOM SI3bIK€ HAaUMEHOBAHME JIEKAPCTBEHHOrO Mpernapara (MexayHapoaHOe
HEMaTeHTOBAaHHOE WM IPYNIHUPOBOYHOE, JINOO TOPrOBOE), €ro T03UPOBKA;

2) Ha pYCCKOM WJIM PYCCKOM M HAIMOHAJIbHOM S3bIKaX CIIOCOO TMPUMEHEHUS
JIEKapCTBEHHOT O Mpernapara.

12. 3ampemiaercsi OrpaHWYMBaTHCS OOIMIMMM YyKa3aHUsAMHU, Hampumep, "Bryrpennee",
"HN3BecTHO".

PaspematoTcst TONBKO TPHUHSTHIE TMpaBHJIAMH COKpAIleHUs: 0003HAUYEHU; TBepAble M
ceimydre apmMaieBTudeckue cyocTaniuu BeimuchiBatotres B rpammax (0,001; 0,5; 1,0), xuakue
- B MIUDTIJTUTPaX, TpaMMax U Karuisx.

13. Peuent, BBIMHMCAaHHBIM Ha peUENTYpHOM OJlaHKE, MOAMUCHIBACTCS MEIUIIUHCKUM
pabOTHUKOM U 3aBEepSETCS €ro JINYHOU NedaThlo.

JIONOJTHUTENBHO pELENT, BhIMUCAHHBIN Ha perentypHoM Onanke (opmbl N 148-1/y-88,
dopmbr N 148-1/y-04(1) u dopmbr N 148-1/y-06(;1), 3aBepsieTcss MnedaTbi0 MEIULUHCKOMN
opranuzaimu "/{ns peuentos".
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14. Ha omnom peuentypHoM Omanke ¢opmbl N 148-1/y-88, dopmsr N 148-1/y-04(x1) u
dbopmer N 148-1/y-06(;1) paspemaercss BBIMHCHIBATH TOJBKO OJHO HAMMEHOBAHUE
JICKapCTBEHHOTO TperapaTa; Ha OJHOM perentypHoM Oanke ¢popmel N 107-1/y - He 6onee Tpex
HaMMEHOBAHUH JICKAPCTBEHHBIX MPETIapaTOB.

15. UcnpaBnenus B penenTe, BHIMMCAHHOM Ha PELENTYPHOM OJIaHKE, HE JIOMYCKAIOTCS.

16. Cpok meicTBuUS perenTa, BEITUCAHHOTO Ha perentypHoM Oanke ¢popmbl N 148-1/y-88
(10 nmmeit), popmbr N 107-1/y (2 mecsina, 1o 1 rona), popmsr N 148-1/y-04(1) u dopmer N 148-
1/y-06(n) (5 nmmeit, 10 mueid, 1 mecsm, 3 Mecsla) yka3bIBaeTCs IMyTEM 3a4EPKUBAHHS WIH
MOTYCPKUBAHUS.

17. Ha obopotHoli cTopoHe pernentypHoro 6imanka Gopmel N 107-1/y (3a uckiroueHreM
peuenTypHoro OJlaHKa, MOJHOCTHIO 3allOJIHAEMOIO C HCIOJb30BAHUEM KOMIIBIOTEPHBIX
TEeXHOJIOTHI), penentypHoro Onanka ¢opmer N 148-1/y-88 u dopmer N 148-1/y-06()
revaTaeTcs TabJInIa CIeIYIOIIEro CoAep KaHus:

[IpUroToOBUII [IpoBepnIt OrnycTuit

18. Ilpu BbIMMCKE JIEKAPCTBEHHOI'O IpernapaTa 0 PEUIeHHI0 BpayeOHON KOMMCCHU Ha
obopote penentypHoro Onanka ¢opmel N 148-1/y-04(x1) u dopmer N 148-1/y-06(11) craButcs
creruajibHas OTMETKa (LITaMIl).

19. Ha peuentypuom Omanke (opmbl N 148-1/y-04(;1) u dopmer N 148-1/y-06(:1) BHUZY
MUMEETCs JIMHUS OTPBIBA, PAa3/IeNAIONas pelenTypHbId OJaHK U KOPEIIOK.

Kopemok ot penenta, BBIMMCAHHOTO Ha YKa3aHHOM pELENTYpHOM OJaHKE, BbLAAETCS
NAlUEHTy (I, €ro MPEeACTaBISAIOLIEMY) B alTEYHOM OpraHu3alliy, Ha KOPELIKE JEIaceTCs
OTMETKa O HAaWMEHOBAHHWH JICKAPCTBEHHOI'O IMpemnapara, JO3UPOBKE, KOJIMYECTBE, CIOCO0e
IPUMEHEHHUS, U OH OCTAeTCs y NalueHTa (JINLa, €ro NpeCTaBIISIOIIETO).

20. OdopmiieHre crenuaibHOro PEeLenTypHOro OllaHKa Ha HAPKOTUYECKOE CPEICTBO U
IICUXOTPOITHOE BELIECTBO OCYIIECTBISETCS B COOTBETCTBUM C IpUKa3oM MuUHHUCTEpCTBA
3npaBooxpaneHus Poccuiickoit ®enepaunu ot 1 aBrycra 2012 r. N 54n "OO yTBepkaeHUU
dopMbl  OIAHKOB pELENTOB, COACPKANIMX HA3HAYEHHWE HAPKOTHYECKUX CPEICTB  HIIU
MICUXOTPOMHBIX BEIIECTB, MOPSAJIKA UX W3TOTOBJICHUS, paclpeeNieHusi, PETUCTPAlluU, ydeTa |
XpaHEHUs, a TaKKe MpaBul opopMiIeHUs".

II. Yuer peuentypHbIX 6J1aHKOB

21. Yyer peuentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn),
U3rOTaBIMBAEMBIX TUIOrpadCKUM CIIOCOOOM (fanee - pelentypHble OJaHKH, MOJJIeXKAIINe
yUYeTy), OCYILECTBISETCS B IKypHaJaX ydera, INPOHYMEPOBAaHHBIX, IPOIIHYPOBAaHHBIX U
CKPEIUIEHHBIX MOANKUCHIO PYKOBOJIUTEINS M NIEYAThI0O MEAULMHCKON OpraHu3alii WIN MOANHCHIO
MHAUBUAYaAJILHOTO MPEIIPUHUMATEINSI, UMEIOILIETO0 JINLEH3UI0 Ha MEAUIIMHCKYIO €S TEIbHOCTb.

22. XKypHnan ydera peuentTypHbiXx OsaHkoB ¢opmbel N 107-1/y conmepkuT cieayromue
rpadsi:

1) HOMep 1O NOPSAKY;

2) B pazaene "[lpuxon":

a) aTa perucTpalnuy NpUXoAHOro JOKYMEHTA;

0) HOMep U J1aTa MPUXOTHOTO JOKYMEHTA, Ha3BaHUE MTOCTABIINKA,

B) o0111ee KOJIMYECTBO MOCTYIMUBIIUX PELENTYPHBIX OJIaHKOB;

r) ®.M.0. u noAnuch OTBETCTBEHHOTO MEAMIMHCKOTO pPa0OTHHKA, IOJYYUBIIETO
penentypHble OJaHKU OT MOCTaBIIUKA;

3) B pa3aene "Pacxon":

a) aTa BbIAAUU PELENTYPHBIX OJIaHKOB;

0) KOJTMYECTBO BBIJIAHHBIX PELENITYPHBIX OJIAHKOB,;
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B) ®.M.O. OTBETCTBEHHOrO0 MEAMIMHCKOTO PpAaOOTHHMKA, IOJYYHBIIErO pPELENTYpHbIE
OJIaHKH;

I) TMOANUCH OTBETCTBEHHOTO MEIUIIMHCKOTO pPaOOTHUKA, MOJYYMBIIETO pELEHTYpPHBIC
OJIaHKH;

4) @®.MN.O. um mnoAmMCh OTBETCTBEHHOTO MEAMWLMHCKOTO pPAaOOTHUKA, BBIIABLIETO
peLenTypHble OJIaHKU;

5) 0CcTaTOK pelenTypHbIX OJAHKOB.

23. XKypnan yuera peuentypHoix OmankoB ¢dopm N 148-1/y-88 m N 148-1/y-04(m)
COJICPKHUT CJICTYIOIINE Tpadbl:

1) HOMep 1O NOPSAKY;

2) B paznene "llpuxon™:

a) JaTa perucTpaluy NPUXOoAHOr0 JOKYMEHTA;

6) HOMep U J1aTa PUXOJHOrO JOKYMEHTA, Ha3BaHUE ITOCTaBIIMKA;

B) 0011ee KOJIMYECTBO MOCTYIHUBIINX PELIENITYPHBIX OJIAHKOB;

I') CEpUU U HOMEpPA PELENTYPHBIX OJIAHKOB,

1) KOJINYECTBO PELIENITYPHBIX OJIAHKOB 110 CEPUSM;

n) ®.UMN.O. m noanuch OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHUKA, TOJYYUBIIETO
peuenTypHble OJIaHKU OT NOCTaBILUKA;

3) B paznene "Pacxon":

a) JaTa BbIJJauu PELENTYPHBIX OJaHKOB;

0) cepur 1 HOMEpa BBIJAHHBIX PELENTYPHBIX OJIAHKOB;

B) KOJIMYECTBO BBbIJJAHHBIX PELENTYPHBIX OJaHKOB;

r) ®.M.O0. OTBETCTBEHHOT0 MEIUIIMHCKOTO pAa0OTHHMKA, ITOJYUYMBIIETO PEIENTYpPHbIE
OJIaHKH;

J) TOJIMCh OTBETCTBEHHOTO MEIMIIMHCKOIO paOOTHUKA, IOJIyUYMBILIErO pPELENTYpHbIE
OJIaHKH;

4) ®MN.O. u mnoanuch OTBETCTBEHHOI'O MEIUIIMHCKOTO pabOTHUKA, BbIIABIIETO
peLenTypHble OJIaHKU;

5) ocTaToK pelenTypHbIX OJaHKOB.

24. VYyer chHeuMaJbHbIX pELENTYPHbIX OJIAHKOB Ha HApKOTHMYECKOE CPEACTBO H
IICUXOTPOITHOE BELIECTBO OCYIIECTBISETCS B COOTBETCTBUM C TIpUKa3oM MuUHHUCTEpCTBA
3npaBooxpanenust Poccuiickoit ®@enepaunu ot 1 aBrycra 2012 r. N 54 "OG yTBepxIeHUU
dopMbl OJIAHKOB  pELENTOB, COAEpXkAIIMX Ha3HAYEHUE HApPKOTUYECKUX CPEACTB WIH
IICUXOTPOIHBIX BEIIECTB, MOPAJIKA UX W3TOTOBJICHUS, PACIPENCIICHUS, PETUCTPALlUU, ydeTa U
XpaHEHUs, a TaK)Ke MpaBu opopmiieHus".

[II. Xpanenue penenTypHbIX OJaHKOB

25. B kax/10il MEIUIIMHCKON OpraHU3aluy MPUKA30M PYKOBOJIUTENS HAa3HAYAEeTCs JIMIIO,
OTBETCTBEHHOE 33 XpPaHEHHE U YUeT BCEX BHJIOB PELETITYPHBIX OJIAHKOB.

26. PenentypHble ONaHKH, TMOMJIEKAIIME YYETy, XPAHATCS OTBETCTBEHHBIM JIHIIOM,
Ha3HAUYEHHBIM PYKOBOJMTEIEM MEIMIMHCKOM OpraHu3alMy, MOJ 3aMKOM B METaNIMYeCKOM
mkady (ceiide) wim METAIITUIECKOM STITUKE.

27. VIHauBUAyaldbHBIA TpeANpPUHUMATENb, HMEIOLIUH JHUIEH3UI0 Ha MEAULUHCKYIO
NeSITeIbHOCTh, XPAaHUT PpEUENTypHble ONaHKH, TMOAJIeKAIIde y4YeTy, TOoJ 3aMKOM B
MeTaJUIn4ecKoM 1Kkady (ceide) uim MeTaINIecKOM SIIHKE.

28. TlocTossHHO AEMCTBYIOIIAs KOMHUCCHS, CO3/1aBaeMasi B MEIUIIMHCKOW OpraHu3allui,
IPOBEPSET COCTOSHHE XpaHEHMs, yd4eTa, (akTHUECKOe HaTM4he M pacxo]l pPeLenTypHBIX
0JIaHKOB, MOJUIEKAIINX yYEeTY, OJJUH pa3 B KBapTal.

B ciiyuae HecoBmajzieHUs KHUKHOTO OCTaTKa PELENTYpHBIX OJIAaHKOB, MOJUIEKAIUX yUETY,
¢ (haKTUYEeCKUM HaJIMYHEM JIUI0, OTBETCTBEHHOE 32 XpaHEHHWE M YYeT PEleNTypPHBIX OJaHKOB,
HECET OTBETCTBEHHOCTh, PEYCMOTPEHHYIO 3aKOHOaTeIbcTBOM Poccuiickoit denepanuu.
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29. PenentypHble OJIaHKH, TOJUICKAIINE YYETYy, BBIAAIOTCS MEAMLIMHCKUM PaOOTHHUKAM,
UMEIOIIMM MPaBO BBHINMMCHIBAHHUS PELENTOB, 0 PACIOPSDKEHHWIO TJIABHOTO Bpaya WM €ro
3aMECTHTEIS.

[TonxydeHnsle peuentypHble ONaHKW, IOUIEKALNIME YYETy, XPAHATCS MEAUIUHCKUMH
pabOTHUKAaMU B IIOMEIEHHSIX, 00E€CIICUNBAIOLINX UX COXPAHHOCTD.

30. XpaHeHue cHenManbHBIX PELENTYpHBIX OJAHKOB Ha HApKOTHYECKOE CPEACTBO M
NICUXOTPOITHOE BEIECTBO M BbAaYa YKA3aHHBIX PEHENTYypPHBIX OJIAHKOB MEIUIIMHCKOMY
pPabOTHHUKY OCYIIECTBISIETCS B COOTBETCTBHU C IPHKAa30M MUHHCTEpCTBA 3APaBOOXPAHECHUS
Poccuiickoit ®@enepanuu ot 1 aBrycra 2012 r. N 54u "O06 yrBepxaeHuu (opmbl OJaHKOB
pELENTOB, COAEPKAIMX Ha3HAUYCHHE HAPKOTHYECKHUX CPEACTB WIM IICHXOTPOITHBIX BEIIECTB,
HOpPS/IKA UX W3TOTOBIICHUS, PACHIPECNCHHsI, PETUCTPALINY, YIeTa U XPAaHeHHUs, a TaKXKe MPABUI
obopmiieHus".
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