[Tpuka3z MunucTepcTBa 3ApaBooXpaHeHus M corpansHoro passutus PO ot 12 despans 2007 r. N 110 "O nopsiake

IIpuka3 MuHuCTEpPCTBA 3IPABOOXPAHEHUS M COLUAIBHOIO pa3sutust P® ot 12 ¢pespans 2007 r. N
110 "O nopsiAke Ha3HAYEHUSA U BHINMCHIBAHUSA JEKAPCTBEHHBIX NPeNnapaToB, U31euil
MEIMIMHCKOI0 HAa3HAYEHUSA U CIIeHHATU3UPOBAHHBIX IPOAYKTOB Jie4eOHOro muranus' (¢
U3MEHECHUSIMU M J10NIOJTHEHUSIMH)

Nudopmarnus 06 msmenenusx: [lpuxazom Munzopascoypazeumus Poccuu om 20 saneaps 2011 2. N 13n
8 HAUMEHOBAHUE HACOAUe20 NPUKA3A BHECEHbl USMEHEHUS]
Cm. mexcm HaUMEHOBAHUA 8 NPedblOYUWel PeOaKyuu

IIpuxa3 MuHucTepCcTBa 31paBOOXPAHEHHA M CONMANBHOTO pasButust P® ot 12 ¢pespaus 2007 r.
N 110
"O nopsiAke HA3HAYEHUS] M BBINMCHIBAHNS JIEKAPCTBEHHBIX NIPENApPaToB, U3/1eIHil MeAULNHCKOI0
HA3HAYEeHUS U CHeNHAJIN3MPOBAHHBIX NPOAYKTOB Je4eOHOro nuranus'

C u3MeHeHUusIMA 1 JOIMMOJTHCHUSIMH OT:

C u3MeHeHHSIMH U JAOMOJTHCHUSAMH OT:

27 aBrycra 2007 1., 25 centsops 2009 t., 20 saBaps 2011 r., 1 aBrycra 2012 1., 26 despans 2013 1., 24 Hos6pst 2021 r.

I'APAHT: J/laHHBI JOKYMEHT HE BKJIIOUYEH B II€PEYEHb HOPMATUBHO-IIPABOBBIX AKTOB, YTBEP KICHHBIN
nocranoBieHueM [IpaBurensctBa PO ot 31 mekabps 2020 r. N 2467, Ha KOTOpBIE HE PaCIPOCTPAHIETCS
TpeboBanue 00 otmene ¢ 1 sHBapsa 2021 r., ycranosiaenHoe 4. 1 cr. 15 ®@enepanpHoro 3akona ot 31
utonst 2020 r. N 247-®3. Takum o6paszom, ¢ 1 sHBaps 2021 r. mpu OCYIIECTBICHUH I'OCYIapCTBEHHOTO
KOHTPOJIS (HaA30pa) He JOIMyCKAaeTCs OL[eHKa COOI0IeHUs 00s13aTeNbHBIX TPeOOBaHNUHN, COAEPIKAIIMXCS B
ykazaHHoM akte. C saBaps 2021 r. HecoOnroneHue TpeOOBaHUM, CoEpKAIUXCS B YKa3aHHOM aKTe, He
MOJKET SIBJISITBCS OCHOBAHMEM Ul NPUBJIEUYEHUS K aJMUHUCTPATUBHON OTBETCTBEHHOCTH (CM. TaKke
nucbMo Munuctepctsa 3apaBooxpanerus PO ot 20 centadps 2022 r. N 25-4/9317)

OO0 yTBep)XICHHMU TOPSAIKA HA3HAYCHHUS W BBIMUCBHIBAHUS MEIUIIMHCKUX H3JEIUNA, a Takxke (opm
peLenTypHBIX OJIAHKOB Ha MEIUIMHCKHE H3JeIHS M MOpsaka OpOpMIICHHS YKa3aHHBIX OJAHKOB, MX
ydeTa U XpaHeHus cM. ipuka3 Munszapasa Poccun ot 20 nexadpst 2012 r. N 11811

O nmanbHEHIEeM HCIOJIb30BAaHUH PEIENTYpHBIX OJIAHKOB CM. MHUCbMO MuH3apasconpa3Butust PO ot 13
anpens 2011 r. N 25-1/10/2-3633

CwMm. nmucemo Munszapasconpassutus PO ot 24 mas 2007 r. N 4185-BC

O paspemieHUM HCHOJIB30BAHUS PELENTYPHBIX OJIAHKOB paHEe YCTAaHOBJIEHHOW ()OPMBI CM. MHUCHMO
Munsapascornpassutust PO ot 15 asrycra 2007 r. N 6155-BC

Hudopmanus o6 usmenenusx: Illpuxazom Munzopascoypazeumus Poccuu om 20 saneaps 2011 . N 13n
npeamobyna HACMoAWe20 NPUKA3A UTOHCEHA 8 HOBOU PedaKyuu
Cm. mexcm npeambynvl 8 npeodvloyujell pedaxKyuu

B cootrBercTtBUM cO cTtaTheil 6.2. DenepanpbHoro 3akoHa oT 17 wutonma 1999 r. N 178-d3 "O
rocyaapcTBeHHOU commanbHor momomu" (Cobpanue 3akoHomarenbcTtBa Poccuiickoit denepanuu, 1999,
N 29, ct1.3699; 2004, N 35, cr.3607; 2006, N 48, ct.4945; 2007, N 43, ct. 5084; 2008, N9, cr. 817;
N 29, cr.3410; N 52, cr. 6224; 2009, N 18, cr.2152; N 30, ct.3739; N 52, cr. 6417; 2010, N 50,
cT. 6603) m B 1ensax oOecrmedeHHs TpakIaH, B TOM YHCIE HMMCEIONUX TMPaBO Ha TMOJyYCHHUE
TOCYJIapCTBEHHON  COITMATIPHOM TOMOINM, IO penentaMm Bpada (denpamepa) HEOOXOIUMBIMHU
JICKapCTBEHHBIMHU TMIpenapaTamMH, H3ACTUSMU MEIUIIMHCKOTO Ha3HAYeHHUsS U CHEeNHaTU3UPOBAHHBIMU
IPOAYKTaMHU JeueOHOro MUTAHUS 7S IeTeH-UHBAINOB, IPUKA3bIBAIO:

T'APAHT: Ilo-BuaumMoMy, B TEKCT€ MIpEbIAyIIEro ad3ama JomylleHa omedaTka. JlaTy Ha3BaHHOTO
IIOCTaHOBJIEHUS caeayeT untaTh kak "30 urons 2004 r."
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[Tpuka3z MunucTepcTBa 3ApaBooXpaHeHus M corpansHoro passutus PO ot 12 despans 2007 r. N 110 "O nopsiake

1. YTBepauTs:

1.1. ®opmy "CrenuanbHbli pelienTypHBIH OJlaHK Ha HAPKOTUYECKOE CPENCTBO M MCHUXOTPOITHOE
BELIECTBO" coryacHo npuiokeHuto N 1;

1.2. HHcrpykumio 1o 3amonHeHHI0 (opmbl  "CrHeuuanbHbI  penenTypHbI OMaHK Ha
HAapKOTUYECKOE CPEJICTBO U IICUXOTPOIHOE BEIIECTBO" COMIACHO MPUIIOKEHUI0 N 2;

1.3. ®opmy N 148-1/y-88 "PenentypHsiii 61aHk" coryiacHO npuiioxeHuto N 3;

1.4. HNuctpykuuto mno 3anoimHeHuto (opmber N 148-1/y-88 "PeuentypHsiii OmaHk" cOTracHO
npusioxkeHuto N 4;

1.5. @opmy N 107-1/y "Peuentypssiii 611ank" corinacHo nmpuioxeHuto N 5;

1.6. Uncrpykumio mo 3anonHenuto ¢opmsl N 107-1/y  "PenentypHslit OnanHk" coriacHo
npusoxxeHuto N 6;

1.7. ®opmy N 148-1/y-04 (;1) "Penent" cornacuo npuiioxxkeHuto N 7;

1.8. ®opmy N 148-1/y-06 (;1) "Penent" cornacuo npuiioxxkeHuto N 8§;

1.9. Uuctpykuuto o 3anonHenuto Gopmel N 148-1/y-06 (1) "Peuent" u ¢popmsr N 148-1/y-06 (1)
"Peuent" cornacHo npunoxennto N 9;

T'APAHT: Ilo-BuamMoMy, B TEKCTE MpEIbIAYIIETO ab3ama AomyIieHa onevyaTka. Bmecto cioB: Gpopmbl
N 148-1/y-06 (1) "Penent" u dopmbr N 148-1/y-06 (;1) "Penent" cnemyer uutath: "dhopmsl N 148-1/y-04
(o) "Penient" 1 popmer N 148-1/y-06 (1) "Penent"

Nudopmanus 06 mamenenusx: Ilpuxazom Munzopascoypazeumus Poccuu om 20 aneaps 2011 2. N 13u
6 nynkm 1.10 nacmosiwe2o npukasa enecensvl UsmMeHeHus
Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

1.10. ®opmy N 305-1/y "Xypnan ydyera B MEIUIMHCKHX opraHuzanusx ¢opmsl N 148-1/y-88
"Penentypusbiii 6maHk", Gopmer N 148-1/y-04 (;1) "Peuent", ¢popmbr N 148-1/y-06 (;1) "Peuent”, ¢popmbl
"CrienuaabHBIA PEeHeNTypPHBIN OJJaHK HA HAPKOTHYECKOE CPEACTBO M MCUXOTPOITHOE BEMIECTBO" COTIIACHO
npunoxxenuto N 10;

Nudopmanus 06 msmenenusx: I[lpuxazom Munzopascoypazeumus Poccuu om 20 aneaps 2011 2. N 13n
6 nynkm 1.11 nacmoswe2o npuxasza eneceHvl U3MeHeHUs
Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu

1.11. ®opmy N 306-1/y "XKypnan ydyera B MeaumuHCKux opraHuzanusx ¢opmer N 107-1/y
"Penentypnsiii 01ank" cornacHo nmpuoxennio N 11;

Nudopmarnus 06 mamenenusx: Ilpuxazom Munsopascoypazeumus Poccuu om 20 aneaps 2011 2. N 13u
6 nynkm 1.12 nacmosiwe2o npukasa enecensl usmMeHeHus
Cm. mexem nynkma 6 npeduvloyujei peoaKyuu

1.12. MHCTpYKIMIO O MOPSAIKE Ha3HAUYEHHUs JIEKAPCTBEHHBIX MPENapaToB COIVIACHO MPUIIOKEHHUIO
N 12;
Hudopmanus 06 usmenenusx: [lpuxazom Munsopascoypazeumus Poccuu om 20 saneaps 2011 2. N 13n
6 nynkm 1.13 nacmoswe2o npukasa HeceHvl U3MeHeHUs
Cm. mexcm nynkma 6 npeovioyujeil peoaxkyuu

1.13. WHCTpYKIMIO O TOpSAKE BBIMMCHIBAHUS JICKAPCTBEHHBIX TMpernapaToB W O(OPMICHHS
pelenToB U TpeOOBAHMI-HAKIAIHBIX COTIacHO npuiokeHuto N 13;

1.14. MHCTpYKIMIO O IOPSIAKE HA3HAYCHUS U BBIMUCHIBAHUS U3IEJIUN MEIUIIMHCKOTO HA3HAYCHUS U
CHEIHMATM3UPOBAHHBIX MPOAYKTOB JIeUEOHOTO MUTAHUS AJIsl JAETeH-MHBAIHUIOB COIJIACHO MPHIIOKEHUIO
N 14;

1.15. MHCTpYKIIMIO O OPSIAKE XPaHEHUS PEIENITYPHBIX OJJAHKOB COTJIACHO MputokeHuto N 15,

Nudopmanus 06 mamenenusx: Ilpuxazom Munsopascoypazeumus Poccuu om 20 aneaps 2011 2. N 13n
8 NYHKM 2 HACMOAWe20 NPUKA3d 6HECEeHbl USMEHEHUS]
Cm. mexem nynkma 6 npeduvloyujei peoaKyuu
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[Tpuka3z MunucTepcTBa 3ApaBooXpaHeHus M corpansHoro passutus PO ot 12 despans 2007 r. N 110 "O nopsiake

2. @enepanbHOi ciyx0e Mo Ham30py B cdepe 3ApaBOOXpAaHEHHS U COLMAIBHOTO Pa3BUTHA
o0ecreynTh KOHTPOJb 3a COONIONEHHEM TOpsSAKa HA3HAYEHHUS, BBIINHCHIBAHUA JIEKApCTBEHHBIX
IpenapaToB, M3ACIUH MEIUIIMHCKOIO HA3HAYEHUS M CIEUUAIM3UPOBAHHBIX IPOIYKTOB JIe4eOHOTO
NUTaHWs 1715 AeTel-UHBAINIOB.

3. Ilpu3HaTh yTpaTUBLIMMH CUITY:

npuka3 MunucrepcTsa 3apaBooxpaneHus Poccuiickoii ®enepaunn ot 23 asrycra 1999 r. N 328
"O panuoOHaIbHOM HAa3HAYEHUM JIEKAPCTBEHHBIX CPEACTB, NPAaBUJIAX BBIIUCBIBAHUS PELIENITOB Ha HUX U
NOPSAJKE UX OTIYCKA alTEUHBIMU yUPEXKJIECHUSAMU (OpraHu3alusamMu)"’ (3apeructpupoBaH MUHUCTEPCTBOM
toctuiuu Poccuiickoit @enepanuu 21 oktsiops 1999 r. N 1944);

npuka3 MunucrepcTBa 31paBooxpanenust Poccuiickoit ®enepaunn ot 9 suBaps 2001 r. N 3 "O
BHECEHUH M3MEHEHUH U ONOJIHEHUH B npuka3 Munsapasa Poccun ot 23.08.99 N 328 "O paunonaibHOM
Ha3HAYEHHUH JIEKAPCTBEHHBIX CPENICTB, MPAaBUJIaX BBINMCHIBAHUS PELENTOB Ha HUX U MOPSAIKE UX OTIIyCKa
aNTEUYHbIMM  YUPEKIACHMSIMHM  (opraHu3anusmMu)"  (3apeructpupoBaH MHUHHCTEPCTBOM  FOCTHIIMH
Poccuiickoit ®eneparuu 23 siuBaps 2001 1. N 2543);

npuka3 MuHucrepcTBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 16 mas 2003 r. N 206 "O
BHECEHUH U3MEHEHUH U TONOJIHEHUH B puka3 Munsapasa Poccun ot 23.08.99 N 328" (3apeructpupoBan
MunucteperoM roctunu Poccuiickoit ®@enepannn 5 urons 2003 r. N 4641);

npuka3 MuHmcTepcTBa 31apaBooxpaHenuss Poccuiickoit @enepannu ot 19 nexabps 2003 r. N 608
"O BHeceHuMM H3MEHEHHMH B npuka3 MunsgpaBa Poccum ot 23.08.99 N 328" (3apeructpupoBaH
MunucrtepctBoM roctuni Poccuiickoit @enepanuu 21 ausapst 2004 r. N 5441);

npuka3 MUHUCTEPCTBA 34paBOOXPAaHEHMSI M COLIMANIBHOTO pa3BuTHs Poccuiickoit denepauuu ot 22
HOsA0ps 2004 r. N 257 "O BHeceHuu JomnonHeHui B mpuka3 Munszapasa Poccun ot 23 asrycta 1999 roxa
N 328 "O panmoHaqbHOM Ha3HAUEHUU JIEKAPCTBEHHBIX CPEICTB, IPaBWJIaX BBINHMCHIBAHUS PELENTOB Ha
HUX M TMOpAJKE HX OTIycKa alTe4YHbIMH YUYPEXACHUAMU (OpraHuzauusMu)” (3aperucTpupoBaH
MunuctepctBoM roctunmu Poccuiickoit @eneparun 30 HosiOps 2004 1. N 6148);

npuka3 MUHUCTEPCTBA 3paBOOXPAaHEHMsSI M COLIMAJIBHOTO pa3BuTHs Poccuiickoit denepaunu ot 16
mapta 2005 r. N 216 "O BHeceHMM M3MEHEHMs B IIpHKa3 MuHHCTEpCTBA 3ApaBoOXpaHeHus Poccuiickoi
®enepanuu ot 23 asrycra 1999 roga N 328 "O paunoHalbHOM Ha3HAUYE€HUU JIEKAPCTBEHHBIX CPENCTB,
IIPaBWJIaX BBINMCHIBAHUS pELENTOB HAa HUX M HOPAAKE HX OTIYCKAa alTEeYHbIMU YUPEKICHUSIMU
(opranmzanusmMun)" (3apeructpupoBad MunucrtepersoM roctuniuu Poccuiickoit @enepanuu 8 anpens 2005
r. N 6490);

npuka3 MUHUCTEPCTBA 34paBOOXPaHEHMsSI M COLMANIBHOTO pa3BuTHs Poccuiickoit denepaunu ot 29
anpenst 2005 . N 313 "O BHeceHnn m3MeHeHuil B MHCTPYKLMIO O MOPSAKE Ha3HAUYEHHUS JIEKAPCTBEHHBIX
CPEJICTB U BBIIIMCBIBAHUS PELIENTOB Ha HUX, YTBEP)KIEHHYIO NIPUKa3oM MUHHUCTEPCTBA 3paBOOXPAaHEHUS
Poccuiickoit ®enepaunn ot 23 asrycra 1999 r. N 328" (3apeructpupoBaH MHHHCTEPCTBOM IOCTULIUU
Poccuiickoit @enepanuu 20 mas 2005 r. N 6607);

OYHKT 2 mnpukaza MuHHCTEpCTBA 3paBOOXpPaHEHMsS U COLMAIbHOrO pa3Butus Poccuiickoit
Oeneparun ot 14 gexabps 2005 1. N 785 "O mnopsake OTHycKa JIEKapCTBEHHBIX CpencTB"
(3apeructpuposan MunucrtepctBoM roctunu Poccuiickoit @enepanun 16 suBaps 2006 r. N 7353);

npuka3 MUHUCTEPCTBA 3paBOOXPAaHEHMSI M COLMAJIBHOTO pa3BuTHs Poccuiickoit @enepauyu ot 13
utoHs 2006 r. N 476 "O BHeceHMM M3MEHEHMI B mnpuka3 MuHUCTEpCTBa 3/paBooxpaHeHust Poccuiickoi
@eneparuu ot 23 asrycta 1999r. N 328 "O pauuvoHalbHOM Ha3HAUEHUU JIEKAPCTBEHHBIX CPEJICTB,
IIPaBWJIaX BBINMCHIBAHUS pELENTOB HAa HUX M HOPAAKE HX OTIYCKAa aNTEeYHbIMU YUPEKICHUSIMU
(opranmzanusamMn)” (3apeructpupoBaH MunuctepcTBoM rocTMIMU Poccuiickoit @enepauyu 13 urond
2006 r. N 8044);

npuka3 MUHUCTEPCTBA 3paBOOXPaHEHMsSI M COLMANIBHOTO pa3BuTHs Poccuiickoit ®enepauuu ot 17
despans 2006 r. N 97 "O nopsiake BBIMUCBIBAHUS PELENTOB HAa JIEKAPCTBEHHBIE CPENCTBA OTAEIHHBIM
KaTeropusaM Ipa)/iaH, UMEIOLIUX MPaBO Ha MOJy4YE€HUE TOCYJapCTBEHHOM COLMAIbHON MOMOIIY, B paMKax
peanu3an  JOMOJHUTEIBHOIO JIEKAPCTBEHHOro obecneueHus" (3apeructpupoBaH MUHHCTEPCTBOM
roctunuu Poccniickoint ®enepannn 6 mapra 2006 r. N 7561).

Bpuo Munuctpa B.U. Crapony6oB
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[Tpuka3z MunucTepcTBa 3ApaBooXpaHeHus M corpansHoro passutus PO ot 12 despans 2007 r. N 110 "O nopsiake

3apeructpupoBano B Muntocte PO 27 anpens 2007 r.
Peructpanmonssiii N 9364

IIpuaoxenne N 1

K npuka3y MuHucTepCcTBa 3PaBOOXPaHECHHUS
U COLMATBLHOIrO passutus PO

ot 12 ¢espans 2007 r. N 110

$OPMA
CnenManbHOT'O PeleNTypHoro 6isaHka Ha
HapKOTHMYECKOe CPEeACTEO M MNCHUXOTPOIHOE BEIEeCTBO

VYrparuno cuny ¢ 1 urons 2013 r.

Wudopmanus 06 usmenennsx: Cu. mexcem npunosicenus 1

I'APAHT: Cornacio mnmchbMy Mmun3apaBa Poccum ot 16 wmas 2013 1. N 25-04/10/2-3420
UCIIOJIb30BAHUE OCTATKOB pPaHEE W3rOTOBJCHHBIX CIICIUAIBHBIX PEIENTYPHBIX OJaHKOB  JUIsI

BBHINIMCHIBAHUSI HAPKOTHUYECKUX JICKAPCTBEHHBIX CPEACTB (cTaporo obpasma) paspemieHo 1o 31 gexabps
2013 T.

IIpniaoxenne N 2

K npuka3y MuHucTepCcTBa 31PaBOOXPaHEHHUS
U COLMATBLHOIrO passutus PO

ot 12 ¢espans 2007 r. N 110

NucTpykuus
1o 3anoJiHeHu10 ¢gopmbl ""CrienuajabHbIA penenTypHbIid 0JIJaHK HA HAPKOTHYECKOE CPeACTBO U
MCUXOTPOIHOE BelecTBo"
(c usmenenusimu 20 siuBaps 2011 r.)

VYrparuno cuny ¢ 1 urons 2013 r.

WNudopmanus 06 usmenenusx: Cu. mexcm npunodcenus 2

Mpuioxenne N 3

K npukazy MuHHCTepCcTBA 31PABOOXPAHEHHUS
U COIHAJIBHOTrO pa3Butusi PO

ot 12 ¢pepass 2007 r. N 110

(c usmMenenusimu ot 20 ssuBaps 2011 r)

PeuenTypHs 6JaHK

VYrparuio cuny ¢ 1 urons 2013 1.

Nudopmarus 06 msmenenusx: Cum. mexcm npunodicenus

IIpuniaoxenne N 4

K npuka3y MuHucTepCcTBa 31PaBOOXPaHEHHUS
U COLMATBHOIrO passutus PO

ot 12 ¢epans 2007 r. N 110

16.01.2024 Cuctema TAPAHT 4/33



[Tpuka3z MunucTepcTBa 3ApaBooXpaHeHus M corpansHoro passutus PO ot 12 despans 2007 r. N 110 "O nopsiake

NucTpykuus
1o 3anoJsHeHu10 ¢popmbl N 148-1/y-88 "PenentypHblii 6s1aHK"

C u3MeHeHUusIMH U JAOIMOJTHEHUSAMHU OT:

C u3MeHeHHsIMH U 10IIOJTHEHHUSIMH OT:
20 suBaps 2011 r.

VYrparuno cuny ¢ 1 urons 2013 r.

WNudopmanus 00 usmenenusx: Cum. mexkcm npunoicenus

IMpuiaoxenune N 5

K npuka3y MuHHcTEepCTBa 3IPAaBOOXPAHEHHSA
U COIHAJIBHOTrO pa3Butusi PO

ot 12 ¢pepaus 2007 r. N 110

(c usmenenusimu ot 20 suBaps 2011 r.)

PeuenTypHs 6JaHK

VYrparuno cuny ¢ 1 urons 2013 1.

Nudopmarms 06 msmenenusx: Cum. mexcm npunodicenus

IIpuniaoxenne N 6

K npuka3y MuHucTepCcTBa 31PaBOOXPaHEHHUS
U COLMATBLHOIrO passutus PO

ot 12 ¢epans 2007 r. N 110

NucTpykuus
1o 3anoJHeHu10 ¢popmbl N 107-1/y "PeunentypHblii 0j1aHK"

C u3MeHeHUusIMH U JAOIMOJTHEHUSAMHU OT:

C u3MeHeHHsIMH U 10IOJTHEHUSIMH OT:
20 suBaps 2011 r.

VYrparuno cuny ¢ 1 urons 2013 r.

WNudopmanus 06 usmenenusx: Cu. mexkcm npunosicenus

HNudopmanus 06 usmenenusx: [Ipuxazom Munsopascoypazsumus Poccuu om 20 aneapa 2011 2. N 13u
8 HacmosAujee NPUNONHCEHUe BHeCeHbl USMEHEHUS
Cm. mexem npunodiceHus 8 npeovloyujell pedaKyuu

Ipunoxenune N 7

K npuka3y MuHucTepCcTBa 31PaBOOXPaHEHHUS
U COLMATBLHOIrO passutus PO

ot 12 ¢epans 2007 r. N 110

(c u3meHenusimu ot 20 siuBaps 2011 r.)
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[Mpuka3z MunucrepcTBa 3apaBooXpaHeHus U coransHoro passutus PO ot 12 dgespans 2007 r. N 110 "O nopsiake Ha3HAYEHHS M BBITHCHIBAHUS JIEKAPCTBEHHBIX

T'APAHT: CornacHo mpukady Mwun3apaBa Poccum ot 26 deBpans 2013 r. N 941 nHactosmee npuiokeHue He mpumensiercs ¢ 1 wmromst 2013 r. k
MIPABOOTHOIIEHUSM, CBSI3aHHBIM C HAa3HAYCHHEM M BBHIMMCHIBAHUEM JICKAPCTBEHHBIX MPENapaToB U MEAUITUHCKUX HU3ICITUN

MMHMCTEPCTBO 3OPaBOOXPAaHEHMUS
M COLMAaJIbHOT'O Pa3BUTUSL
Poccurickon demepaluu

YTBEPXIEHA
npuxkasoM MuHMCTEpPCTEBa BAPaBOOXPaHEHMUSI U
couMansHOI'O paBBuTHs Poccuiickon $emepaumm
or 12 dpeBpans 2007 r. N 110

Mramn

Konm MenmmMUMHCKOM OpIraHM3aluu

Kon dopmer mo OKYI 3108805
dopma N 148-1/y-04 (i)
Kon Kon JVIcTOUHUK % OIJIaTHL: Kon sexapcTBeHHOT'O Ipenapara
KaTero- [HOB0JIOTHUUYEeCKOM | pMHaAHCUPOBAHMSA : | (IOOUEPKHYTh ) (3amoJiHIeTCd B alTeke)
puUn bopMEL (mogUuepKHYTH)
TpaxnaH (o MKB-10) 1.denepaibHEIM
2. CybwekT PO 1. BecnnatHO
SIS |S |L |L |L |. |L |3.MyHMUNXIIAJbHEIA
2 50%
PELEIT Cepus N IaTa BHIIMCKMA: 200 .
®.M.0. nmaumeHTa IaTa poXIOeHUS
camc e rrrrrrrrrrrr
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[Mpuka3z MunucrepcTBa 3apaBooXpaHeHus U coransHoro passutus PO ot 12 dgespans 2007 r. N 110 "O nopsiake Ha3HAYEHHS M BBITHCHIBAHUS JIEKAPCTBEHHBIX

N crpaxoBoro
MeOULVHCKOT'O
nojmmca OMC:

Ampec mim N MeOMUMHCKOM KapTH amMOyJIaTOPHOTO MalMeHTa

(ucTopum pazpuTHUa pebeHKa)

®.1.0. Bpaua

(konm Bpaua, obesnbomepa)
[loopnuce ¥ JMYHAsSA IedyaTb Bpada (dbesbomepa)

PelenT IEeUCTBUTEJIEH B TeueHue 1 Mecsua, 3 MecsleB (HEeHYXHOE 3auUepPKHYTH)

OTnymeHO IO pelLenTy: ToproBoe HAMMEHOBAaHME
Y OO3BMPOBKA:

IaTa ornycka: " " 200 . KommuecTBO :

[lpuroToBMII : [lpoBepmi: OrnycTui:

Kopewok peunenTypHOTO OJlaHKa Cnnocob NpMMEHEHUI:

HammMmeHOBaHMeE [IpOOOJIXUTEJILHOCTD oHen
JIEKAPCTBEHHOT'O IIpernapara:

16.01.2024 Cucrema TAPAHT
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[Mpuka3z MunucrepcTBa 3apaBooXpaHeHus U coransHoro passutus PO ot 12 dgespans 2007 r. N 110 "O nopsiake Ha3HAYEHHS M BBITHCHIBAHUS JIEKAPCTBEHHBIX

Jo3upoBKa: KommuecTBO nNpMremMoB B IOEHLB: pras

Ha 1 npuewm: en.
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[Tpuka3z MunucTepcTBa 3ApaBooXpaHeHus M corpansHoro passutus PO ot 12 despans 2007 r. N 110 "O nopsiake

Hudopmanus 06 usmenenusx: Illpuxazom Munsopascoypaszsumus Poccuu om 20 ansaps 2011 2. N 13n
8 Hacmosujee NPUNOIHCEHUe BHeCEeHbl USMEHEHUS
Cm. mexcm npunodxcenus 8 npeovloyujell peoaxKyuu

IMpuioxenne N 8

K npuka3y MuHHcTEpCTBa 3IPAaBOOXPAHEHUSA
U COIHAJIBbHOTrO pa3Butusi PO

ot 12 ¢pepaus 2007 r. N 110

(c usmenenusimm ot 20 ssuBaps 2011 r.)
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[Mpuka3z MunucrepcTBa 3apaBooXpaHeHus U coransHoro passutus PO ot 12 dgespans 2007 r. N 110 "O nopsiake Ha3HAYEHHS M BBITHCHIBAHUS JIEKAPCTBEHHBIX

T'APAHT: CornacHo mpukady Mwun3apaBa Poccum ot 26 deBpans 2013 r. N 941 nHactosmee npuiokeHue He mpumensiercs ¢ 1 wmromst 2013 r. k
MIPABOOTHOIIEHUSM, CBSI3aHHBIM C HAa3HAYCHHEM M BBHIMMCHIBAHUEM JICKAPCTBEHHBIX MPENapaToB U MEAUITUHCKUX HU3ICITUN

MMHMCTepCTBO 30PaBOOXPAaHEHMA
M COLMAaJIBHOT'O pa3BUTUA

Poccurickon dernmepauum MECTO IJIS WTPUX-KOIOA
r——— — — — — — 7
[ J YTBEPXIEHA
_—— — — — — npmkasoM MMHMCTEpPCTBa 3APaBOOXPaHEHUsT U
MenuumHCcKas OpTraHM3alms couManbHOT'O pasBuUTHSI Poccuiickor $enmepaunm
or 12 gpespans 2007 r. N 110
MTamn
Kon OI'PH
Kon dopmer mo OKYI 3108805
dopma N 148-1/y-06 (i)
Kon Konm HOZ30JOTMUYECKOM VICTOUHUK
KaTeTropun bopmer buHaHCcUpPOBAHUA: [% OTIJIa TH us PelenT
rpaxnaH (mo MKBE-10) 1) benepalbHEM | MICTOUHMKA OEeMCTBUTEJIEH B
OooxeT bMHaAHCUPOBAHUA TedeHre 1
2) oomkeT|1) 100% Mecsaua
cybwekTa 2) 50%
Poccumckom (HYyXHOE
denmepaumn IOOYEPKHYThH)
3) MYHMLUMIIAJbHEBI
BomxeT
(HYyXHOE
IOOYEPKHYThH)
PELEIT Cepusa N oT

®.M.0. naumeHTa

Hara e e o o I B T T T T T T T T T T T 1T 11
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[Mpuka3z MunucrepcTBa 3apaBooXpaHeHus U coransHoro passutus PO ot 12 dgespans 2007 r. N 110 "O nopsiake Ha3HAYEHHS M BBITHCHIBAHUS JIEKAPCTBEHHBIX

porzewe | | -] -]

come | P

N crpaxoBoro
MeOULVHCKOT'O
oJimca :

N MeIMUMHCKOM KapTh aMOyJlaTOPHOTO OOJIBHOTO (MCTOpMS pa3BuUTKUS pebeHKa)

®./1.0. Bpaua (dbenbnuepa)

Kon Bpaua (denbnuepa)

BrinmmcaHo @

Rp:

(BamoJyiHgeTCsa CHNeuMaliMCTOM alTeUHOTO YyUYPpeXIeHMS)
OTnymeHO IO pelenTy:
IaTa oTnycka

Kon smexapCTBEHHOTO

npemnapara

D.t.d.
IosupoBka

ToproBoe HaMMEeHOBaHMEe

KosmmmuecTBO enmHMIl

Signa

KosmmuecTBO

[loonuce Bpaua (dbesbnmepa)
M JMYHaa IeyaTb Bpauda
(penpnmepa)

Ha ofbmyn cyMmy

M.II.

PeuenT ImeMCcTBUTEJIEH B TeueHue 1 Mecsua, 3 MecdleB (HeHYyXHOe 3aUepKHYTh)

(IMHMUA OTPEIBA) —————————————————— - - —————————

Kopemox PENEIITA Cepua
Crnoco6 NpMMEeHEeHUA:
[IpOOOIIXUTEJIEHOCTD

KonmuecTBO NpMEeMOB B HOeHb
Ha 1 npuem

16.01.2024

N oT
noHemn HamMeHOBaHMeE JIEKApPCTBEHHOTI'O IIpelapara:
pas
en. HOoBUpPOBKaA :

Cucrema TAPAHT
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[Tpuka3z MunucTepcTBa 3ApaBooXpaHeHus M corpansHoro passutus PO ot 12 despans 2007 r. N 110 "O nopsiake

Hudopmanus 06 usmenenusx: Illpuxazom Munsopascoypaszsumus Poccuu om 20 ansaps 2011 2. N 13n
8 Hacmosujee NPUNOIHCEHUe BHeCEeHbl USMEHEHUS
Cm. mexcm npunodxcenus 8 npeovloyujell peoaxKyuu

Ipunoxenne N 9

K npukazy MUHHCTEpPCTBA 3PABOOXPAHEHHUA
U COUMATBHOIO passutus P®

ot 12 ¢eBpanst 2007 r. N 110

HNucTpykuus
1o 3anoaHeHnI0 ¢popmbl N 148-1/y-04(a1) "Penent' u ¢popmbi N 148-1/y-06(1) ""Penent"

C u3MeHeHHusIMA 1 JAOIMOJTHCHUSAMM OT:

C u3MeHeHHSIMH U JAOIMOJTHCHUAMMU OT:

25 centsa6ps 2009 r., 20 saBaps 2011 T.

I'APAHT: CornacHo mnpukazy MunsnpaBa Poccum ot 26 ¢eBpans 2013 1. N 94n Hacrosimee
npuiokeHne He npumensiercs ¢ 1 uronst 2013 r. kK MpaBOOTHOLIEHUSIM, CBS3aHHBIM C HAa3HAYEHUEM U
BBIIIMCBIBAHNEM JIEKAPCTBEHHBIX IIPENAPATOB U MEIULIMHCKUX U3AETUN

1. B Bepxuem neBoM yriay ¢opmer N 148-1/y-04(1) "Peuent" u ¢popmbr N 148-1/y-06(x1) "Penent"”
(mayee - peuenTypHbIM OJaHK) MPOCTABISAETCS LITaMI MEAMIMHCKOW OpraHu3allMi C yKa3aHHEM ee
HaMMEHOBAHUs, aJipeca, TenedoHa, a TakKe yKa3bIBaeTCs KOJI JIeYeOHO-IPOPHUIAKTHUECKOTO YUPEKACHUS.

B Bepxmeii wactu ¢opmbr N 148-1/y-06(n1) "Pement" o0003Haue€HO MECTO Ui HaHECCHUS
MITPUX-KOJA.

2. OdopmiteHne penentypHoro 6JaHKa BKIIOYAET B ce0sl MUPPOBOE KOAUPOBAHKE M 3aMOIHEHUE
OnaHka.

3. lludpoBoe kKoaupoBaHKE PELENTYPHOTO OJIaHKA OCYIIECTBISETCS MO CIEAYIONIeH cxeme:

OpU M3TOTOBJICHHUM PELENTYPHBIX OJIAHKOB TIEYaTalOTCS KOJ MEAMIMHCKOW OpraHu3aluf B
co0oTBeTCTBUU ¢ OCHOBHBIM I'OCYAapCTBEHHBIM peructpaunoHHbiM HoMepoM (OI'PH);

Bpau (¢enpamep) Ha aMOyJIaTOPHOM IpUeMe BHOCUT KOJ KaTeropuu rpaxkaal (SSS), umeromux
paBO Ha EXKEMECSUYHYIO JCHEKHYIO BBIIIATY U oOOecreueHHe JIEKapCTBEHHBIMU IIperapataMu B
COOTBETCTBUU cO cTaThsiMu 6.1. u 6.7. denepanbHoro 3axkoHa ot 17 wurons 1999 r. N 178-®3 "O
rocynapcTBeHHO# cormansHoi nmomonu" (CoOpanue 3akoHonatenbcTBa Poccuiickoit @enepannu, 1999,
N 29, ct.3699; 2005, N 1, c1.25; 2006, N 48, c1.4945) u xox Hozonorudeckoi ¢opmer (LLLLL) mo
MKB-10 myTem 3aHeceHHs Kax 101 HU(PHI B MyCThIe SYSHKH, TOUKA MPOCTABIISAETCS B OTIEIBHOM A4eiKke.

Uctounuk ¢unancupoBanus (penepanbubiii Oromxker [1], Oromxer cyOwvekta Poccuiickoit
Oeneparuu  [2], MyHUIUOanbHbl Oromker [3]) u mpoueHt omnatel (Oecrutatao [1], 50% [2])
YKa3bIBAIOTCS TIOYEPKUBAHUEM.

[Ipu oTmycke JIeKapCTBEHHBIX MPENaparoB, BhIMMCAHHBIX HA Gopme N 148-1/y-04 (;1) "Penent", B
anTEeYHON OpraHu3alMy MPOCTABISAETCS KO/ JEKAapCTBEHHOTO Mperapara.

4. 3anonHeHNEe pelenTypHOro OIaHKa.

PenientypHbIii 6J1aHK BBIHCHIBACTCS B 3 9K3EMIUIAPAx, UMEIOIIUX eMHYI0 ceputo 1 Homep. Cepust
penentypHoro OjaHKa BKIIOYaeT Koja cyowekta Poccuiickoit ®Denepanuu, COOTBETCTBYIOUIMHA JIBYM
nepBbiM nudpam OOmepoccuiickoro kiaccudukaropa 00BEKTOB aIMHHUCTPATHBHO-TEPPUTOPHATIHLHOTO
nenenuns (OKATO). Homepa npucBanBaroTCs 10 HOPAAKY.

[Ipu odopmieHnH pernentypHOro OJaHKa YKa3bIBaIOTCS MOJHOCTHIO (aMHIUS, MMs, OTYECTBO
O0JIBHOTO, JaTra pPOXKICHHS, CTPAXOBOW HOMEp WHAMBHIYaJbHOTO JIMIEBOIO CYeTa TIpaKAaHWHA B
[Tencuonnom ¢ouae Poccuiickoit @eneparuun (CHUJIIC), HOMEp CTpaxoBOro0 MEIUIIMHCKOTO IOJIHCA
OMC, agpec uny HOMEp MEIUIIMHCKOM KapThl aMOyJIaTOPHOTO MAaIMeHTa (MCTOPHU PAa3BUTHS peOCHKA).

B rpage "®.1.0. Bpaua (penpamepa)” ykazpBaroTcs GamMuINs U MHULIKAIBI Bpada (denpamepa).
B rpage "Rp:" yka3siBatoTcs:

I'APAHT:
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[Tpuka3z MunucTepcTBa 3ApaBooXpaHeHus M corpansHoro passutus PO ot 12 despans 2007 r. N 110 "O nopsiake

T'APAHT: Pemenuem BepxoBaoro Cyma P® ot 2 wmrons 2012 r. N AKIIN12-830, ocraBieHHBIM 0€3
u3MeHnenus OmnpeneneHueM AnemwsiuoHHo koserun Bepxosaoro Cyaa P® ot 25 centsops 2012 r.
N AIJI12-521, a6zan miectoil myHkTa 4 HacTtosmed WHCTpyKUMM NpU3HAH HE MPOTHBOPEYAIINM
NENCTBYIOLIEMY 3aKOHOJATENBCTBY

- Ha JIaTUHCKOM $3bIKE€ HaWMEHOBaHHWE JIEKApCTBEHHOro TMpemnapara (MeXIyHapoaHOe
HEMaTeHTOBAHHOE MJIM XHMHUYECKOe, JTUOO TOProBoe), 3aperucTpupoBanHoro B Poccuiickont deneparuu,
€ro JI03UpPOBKa U KOJINYECTBO;

- Ha PYCCKOM WJIHM PYCCKOM M HAIMOHAJIBHOM $3bIKaX CIOCOO MPUMEHEHUs JIEKapCTBEHHOTO
npernapara.

3anpemniaercs OrpaHUYUBaTHCS OOIMME yKazanusmMu: "BrayTtpennee", "M3BecTHO" 1 T.11.

Pa3peniaioTcst TONbKO MPUHATHIE MpaBUWIIAMHU COKpallleHuss 0003HAa4YeHWIt; TBEpJble U ChITydHe
dapmareBTHUECKHE CyOCTaHIIMU BhIMKUCHIBatOTCsA B rpammax (0,001; 0,5; 1,0), skuakue - B MIJITHIUTPAX,
rpaMMax ¥ Karuisix.

Penent moamuceiBaercst Bpadom  (denmpamiepoM) W 3aBEpSETCS €0 JIMYHOM — TeYaThio.
JIONOTHUTEBLHO PELET 3aBEPSIETCS MeYaThI0 MEAUIIMHCKON opranu3anuu "Jis penentos".

Kon B rpade "Kox Bpaua (dhenpamepa)" yka3plBaeTcsi B COOTBETCTBUU C YCTAHOBJIICHHBIM OPTaHOM
yVIOpaBJiCHUS 3ApaBOOXpaHeHHEeM cyOwbekTta Poccuiickoii @Denepanuu MepeyHeM KOAOB  Bpauei
(penpamiepoB), UMEIOMIMX MPABO Ha BBINKCKY JIEKAPCTBEHHBIX MPENapaTtoB B IENAX MPeJOCTaBICHUS
roCy/apCTBEHHOW COIMAIBLHOM MOMOIIH B BUI€ HAOOpa COIMAIbHBIX YCIIYT.

[Ipu BbIMKCKE JEKAPCTBEHHOI'O IMpernapara MO peHIeHHI0 BpaueOHOW KOMHCCHMU Ha 000poTe
penenTtypHoro 0JaHKa CTaBUTCS CTCIHaTbHAS OTMETKA (IIITaMIT).

5. Ilpu oTmycKe JEKapCTBEHHOTO Tperapara B alTeuyHON OpraHM3alliyd Ha pelenTypHOM OJjlaHKe
YKa3bIBalOTCA CBEJCHHUS O (PAKTUUYECKH OTIYIIEHHBIX JIEKaPCTBEHHBIX Mpemnaparax (MeXIyHapOoIHOe
HENaTeHTOBAaHHOE WM XHMMHYECKOe, JMOO TOproBoe HAMMEHOBAaHHE, JO03MPOBKA, KOJIMYECTBO) U
IpOCTaBIIsIeTCs JaTa OTIyCKa.

6. Ha penentypHoM OjaHKe BHU3Y MMEETCS JIMHUSL OTPBIBA, pa3Jessaiolias pelenTypHbli OMaHK U
KOPEIIOK.

Kopemok ot pementa Bbgaercss OOdpHOMY (JWILy, €r0 TPEACTABISIONIEMY) B aNTEYHOU
OpraHM3alliK, Ha KOpEeIKe JIelaeTcsd OTMEeTKa O HaMMEHOBAHHUH JIEKAPCTBEHHOTO Mpernapara, J03HpPOBKE,
KOJIMYECTBE, CIIOCOOE MPUMEHEHHS, M OH OCTaeTCs Y OOJIbHOTO (JIMIIa, €T0 MPEICTABIISIONIETO).

7. PeuentypHblii O7aHK 3amOJHSACTCS TPU BBIMHCHIBAHWH JICKAPCTBEHHBIX IMPENapaToB, H3ICIHMA
MEAMIMHCKOTO  HA3HAYeHUs M  CIEUHUAJU3UPOBAHHBIX  MPOAYKTOB JieueOHOro  MUTaHUS s
NeTe-NHBAINI0B, BKIIIOUEHHBIX B TEPEYHM JIEKAPCTBEHHBIX IIPENapaToB, HW3JEIUM MEAUIMHCKOIO
Ha3HAYeHWs] U CHEIHATU3UPOBAHHBIX MPOIYKTOB JIEUEOHOr0 TMHUTAaHMUA JUId JeTel-UHBAIHJIOB,
YTBEP’KAAEMbIX B YCTaHOBJICHHOM IOPSIJIKE, @ TaKKe MHBIX JIEKAPCTBEHHBIX IMPENaparoB, OTIYCKaeMbIX
O€eCIUIaTHO WX CO CKUIKOM.

8. TpeGoBanusi, mpeAbsBIIeMble K BBIMUCHIBAHUIO H3JCIUNA MEIUIUHCKOTO Ha3HAYeHUS U
CHEIHMAM3UPOBAHHBIX TPOAYKTOB JIEYEOHOTO MHUTAHUSA [UIsl JIeTEeH-MHBAJIUIOB B paMKax OKa3aHUs
rOCy/IapCTBEHHOW COLIMAIBHOW MOMOIIM aHAJIOTHYHBI TPEOOBAHUSAM, MPEABABISEMBIM K BBIMHCHIBAHUIO
JIEKapCTBEHHBIX MPEMapaToB (3a UCKIIOUCHUEM OTMETKH BpaueOHON KOMHUCCHUN).

9. Opran ynpaBiieHHs 3apaBoOXpaHeHHEM cyObekTa Poccuiickoit deneparin MOXKET pa3peninTh
M3TOTOBJICHHE PELENTYPHBIX 0JIAaHKOB B MEAUIIMHCKUX OPraHMU3alMsIX C UCIOJIb30BAaHUEM KOMIBIOTEPHBIX
TEXHOJIOTUM.

10. Jlommyckaercst oopmileHHE BCEX PEKBU3UTOB pelenTypHbIx O1aHkoB (Gopmbr N 148-1/y-06 (i1)
"Penent" ¢ ucnosib30BaHMEM KOMIIBIOTEPHBIX TEXHOJOTHH.

11. Ha o6opoTtHoO# cTopoHe penentypHoro Omanka ¢opmbl N 148-1/y-06 (1) meuataercs Tabiuia
CJICIYIOUIECTO COJICPIKAHHMS:

[IpUTOoTOBMUII [IpoBepms OrnmycTui
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[Tpuka3z MunucTepcTBa 3ApaBooXpaHeHus M corpansHoro passutus PO ot 12 despans 2007 r. N 110 "O nopsiake

12. Ha peuentypubix 6mankax ¢opm N 148-1/y-04 (;1) u N 148-1/y-06 (1) BBITUCHIBACTCS OJTHO
HalMEHOBAHMWE  JIGKAPCTBEHHOTO0  IMperapara,  M3AeIMs  MEIMLIMHCKOTO  Ha3HAYCHHUS  WIH
CHELHATU3UPOBAHHOTO MIPOAYKTA JICYEOHOTO TTUTAHUSL.

Hcnpasienus npy BBITUCHIBAHUH PEILIETITOB HE JIOITYCKAIOTCS.

13. Cpoxk neiictBus peuenta (1 mecsi, 3 Mecsia) yka3bIBaeTcs IyTEM 3a4epKUBAHUS.

Nudopmarnms 06 mamenenusx: Illpuxazom Munsopascoypaszsumus Poccuu om 20 ansaps 2011 2. N 13n
8 HacmosAujee NPUNONHCeHUe BHeCeHbl USMEHEHUS
Cm. mexcm npunodxcenus 8 npeovloyujell peoaxKyuu

T'APAHT: Cwm. nannyro ¢popmy B peraktope MS-Excel

IIpuniaoxenne N 10

K npuka3y MuHucTepCcTBa 31PaBOOXPaHEHHUS
U COLMATBHOIrO passutus PO

ot 12 ¢epans 2007 r. N 110

(c usmenenusimu ot 20 ssuBaps 2011 r.)
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[Mpuka3z MunucrepcTBa 3apaBooXpaHeHus U coransHoro passutus PO ot 12 dgespans 2007 r. N 110 "O nopsiake Ha3HAYEHHS M BBITHCHIBAHUS JIEKAPCTBEHHBIX

T'APAHT: CornacHo mpukady Mwun3apaBa Poccum ot 26 deBpans 2013 r. N 941 nHactosmee npuiokeHue He mpumensiercs ¢ 1 wmromst 2013 r. k
MIPABOOTHOIIEHUSM, CBSI3aHHBIM C HAa3HAYCHHEM M BBHIMMCHIBAHUEM JICKAPCTBEHHBIX MPENapaToB U MEAUITUHCKUX HU3ICITUN

MMHMCTepCTBO 30PaBOOXPaHEHMA

M COLMAaJIBHOT'O pa3BUTUA

Poccunickon demepalum

(HaMMeHOBaHUE MeOULIMHCKOM OpPaHMSaHMM)

XypHan* yueTa B MeAMUMHCKMX oOpraHmsaumsix ¢opmer N 148-1/y-88 "PeuenrTypHsii 6nasHk",

¢opmer N 148-1/y-04 (;1) "Peuenr", dopmer N 148-1/y-06 (x1)

Kon dopmer mo OKY[
Kon yupexneHmua no OKIIO

MemMuMHCKaA HOOKYMEeHTalud
dopma N 305-1/y
YrBepxneHa npukasoM MmHmcTrepcTBa B3IPaBOOXPaHEHMST
¥ COLMaNILHOT'O pasBuUTHS Poccuickon
depepauum or 12 peBpans 2007 r. N 110

"Peuent", d¢opme "CneumanbHEM PeLENnTyPHBI
6naHK Ha HapPKOTMYECKOE CPeACTBO M IICHMXOTPOIHOE BEWEeCTEO

N [Ipuxon Pacxon ®.M.0. |Ocra-
n/ o n TOK
mara N u obumee |cepum u|kosmdue—| &.1M.0. m mara |cepmda |KOJIM-— ®.1.0. |nmomnmceh |IIOONMUCH
perucT-| nara KOJIMde— | HoMepa CTBO IIOONMUCH BBEIOAUN n 4eCTBO |OTBETCT- [OTBETC— |OTBETC—
pauumM |moxkymMe-| CTBO peLen—- |OJIaHKOB|OTBETCTBE— |pellell— (HOMED |BHIOaH—- [BEHHOI'O |TBEHHO- |TBEHHO-—

opMxon-—|HTa, OT|HNOCTYy— |TYPHEX 1o HHOT'O TYPHEIX | pelien— | HEIX MeIOULVH— To To
HOT'O KOT'O nueMx |OJIAHKOB |CepuAM |MeIuMUMHC- |OJjlaH- |TYPHO- |peleln—-| CKOIO MeIuuu- [ padoT—
IOOKyMe-— [[IOCTy— [penemn-— KOT'O KOB o TYPHBIX | pPaOOTHM— | HCKOT'O HUKA,
HTa I TYPHEIX paboTHUKA, OriaHka | 6J1aH- Ka, paboT—- |BHIOAB-
OJIaHKOB [IOJIydMBlIE — KOB [IOJIyUMB— | HMKA, mero
o mero [IOJIydM— | pelern-—
peLenTtyp- peLenTty-| BLIErO |TYyPHHE
HEle OJIaHKM PHEIE peLen- |OJaHKM
OJIaHKM | TyPHEE
OJIaHKU
1 2 3 4 5 6 7 8 9 10 11 12 13 14
16.01.2024 Cucrema TAPAHT
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[Tpuka3z MunucTepcTBa 3ApaBooXpaHeHus M corpansHoro passutus PO ot 12 despans 2007 r. N 110 "O nopsiake

* XKypnan nomkeH ObITh IPOHYMEPOBaH, MPOIIHYPOBAaH M CKPEIUIEH MOJINHMCHIO PYKOBOIAMTENS U

HeanbK)MGHHHHHCKOﬁ(ﬂHﬁHHSaHHH.

CormacoBano

PykoBoauTens (3aMeCTUTEND PYKOBOIUTEIIS)
OCKH Poccun

12 deBpans 2007 r.

MMHMCTEPCTBO 3OPaBOOXPAaHEHUS
M COLMAaJIbHOT'O Pa3BUTUSL
Poccurickon demepalum

(HaMMeHOBaHUE MeOUUIMHCKOM opraHmzaumnm )

O.H. Xapuukun

IMpuiaoxenne N 11

K npukazy MuHHCTepCTBA 31PABOOXPAHEHHUS
U COIHAJIBHOTrO pa3Butusi PO

ot 12 ¢pepaus 2007 r. N 110

(c usMenenusimu ot 20 siuBaps 2011 r.)

Kon dopmer mo OKY[

Kon yupexnenHma no OKIIO

MemMumMHCKas OOKyMeHTalMsa

dopma N 306-1/y

YTEepxIOeHa NpukasoM MmMHMCTEpPCTEa SIOPaBOOXL
M COLMaNILHOT'O pasBuTHS Poccuickon
depepauum or 12 dpeBpans 2007 r. N 110

XypHan* yueTa B MeOUUMHCKMX opraHmusBauusx ¢opmst N 107-1/y "PeuenTypHsmi 6GiaHk"

VYrparuio cuny ¢ 1 urons 2013 1.

WNudopmanus 06 usmenenusx: Cy. mexcm npunodicerus

* XKypnan nomkeH ObITh IPOHYMEPOBaH, MPOIIHYPOBAaH M CKPEIUIEH MOJANHCHIO PYKOBOIAMTENS U

HeanbK)MGHHHHHCKOﬁ(ﬂHﬁHHSaHHH.

IIpniaoxenne N 12

K npuka3y MuHucTepCcTBa 31PaBOOXPaHEHHUS
U COLMATBHOIrO passutus PP

ot 12 ¢epans 2007 r. N 110

HNucTpykunus
0 MopsAKe HA3HAYEHHS JIeKAPCTBEHHbIX MPeNapaToB

C u3MeHeHUusIMH U JAOIMOJTHECHUSAMM OT:

C u3MeHeHHsIMH U 10IIOJTHEHHUSIMH OT:
20 suBaps 2011 r.

VYrparuno cuny ¢ 1 urons 2013 r.

WNudopmanus 06 usmenenusx: Cu. mexkcm npunosicenus

Nudopmanus 06 n3MEHEHUX:

16.01.2024
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Hudopmanus 06 usmenenusx: Illpuxazom Munsopascoypaszsumus Poccuu om 20 ansaps 2011 2. N 13n
8 Hacmosujee NPUNOIHCEHUe BHeCEeHbl USMEHEHUS
Cm. mexcm npunodxcenus 8 npeovloyujell peoaxKyuu

puioxkenne N 13

K npukazy MuHHCTepCTBA 31PABOOXPAHEHHUS]
U COIHAJIBHOTrO pa3putusi PO

ot 12 ¢pepaus 2007 r. N 110

HNucTpykuus
0 MOPs/IKe BHINMNCHIBAHUSA JTeKAPCTBEHHBIX MPEeNapaToB U 0()OpMJIEHUS PeLeNTOB U
TpeOOBaAHUI-HAKJIATHBIX

C u3MeHeHHusIMA 1 JAOIMOJTHCHUSAMM OT:

C u3MeHeHHSIMH U JAONMOJTHCHUSAMH OT:

27 aBrycra 2007 1., 25 centsops 2009 r., 20 saBaps 2011 r., 26 dpespans 2013 T.

I. O0mme TpedoBaHNs BHINUCHIBAHUS JIEKAPCTBEHHBIX NPENapaToB

I'APAHT: CornacHo npukasy MunszapaBa Poccunm ot 26 despans 2013 r. N 94n nynkr 1.1 nHe
npumensiercs ¢ 1 utons 2013 r. Kk MpaBOOTHOIIECHUSIM, CBSI3aHHBIM C HAa3HAYEHHEM U BBITUCHIBAHUEM
JIEKApCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3IETUN

1.1. Ilpu HanMYUM COOTBETCTBYIOIIMX IMOKAa3aHWH IpakJaHaM, OOpaTHBILIUMCS 3a MEAULUHCKON
NOMOIIBI0 B aMOyJTaTOPHO-TIOJUKIMHAYECKOE YUPEXKICHHE, a TaKkkKe B CIy4asxX HE0oO0XOAMMOCTH
NPOJOJDKEHUSI JICYCHUsI TIOCJIE BBIMUCKM OOJNBHOTO M3 CTAlMOHapa Ha3HA4yaloTCs JIeKapCTBEHHBIE
IIpenapaTsl U BHIITUCHIBAIOTCS PELENTHI HA HUX.

I'APAHT: Cornacuo npukady Munzapasa Poccun ot 26 ¢espans 2013 r. N 94n nynkr 1.2 He
npumensiercst ¢ 1 utona 2013 r. kK IpaBOOTHOIIEHUSIM, CBA3aHHBIM C Ha3HAYEHUEM W BBHINMCHIBAHUEM
JIEKapCTBEHHBIX MPEMapaToB U MEAUIIMHCKUX U3ICTUN

1.2. 3anpemniaercs BEIMUCHIBATH PELEITHI:

Ha JICKApCTBEHHBIEC IMpEnapaTrhl, HE pa3pelieHHbIE B YCTAHOBJIEHHOM MOPAIKE K MEIUIIMHCKOMY
MPUMEHEHUIO;

IIPU OTCYTCTBUU MEAUIIMHCKUX MMOKA3aHUM;

Ha JIEKapCTBEHHbIE Mpenaparbl, MUCIOJb3yeMbI€ TOJBKO B MEAUIIMHCKUX oOpranuzanusx (3gup
HAapKO3HBIN, XJIOPITWI, (EeHTaHWI (KpoMme TpaHCIEePMaIbHOW JIEKapCTBEHHOW (OpPMBI), COMOpPEBUH,
KaJIMIICO, PTOPOTaH, KETAMUH U Jp.);

Ha HApKOTHMYECKHUE CpEICTBAa U ICHUXOTPOMHBIE BellecTBa, BHeceHHble B Crnucok Il Tlepeuns
HapKOTUYECKUX CPEJCTB, IMCHUXOTPOIMHBIX BELIECTB W HMX MPEKYpPCOPOB, MOJUIEKAIIUX KOHTPOJIIO B
Poccuiickoit @enepaunn, yTBepxkIAeHHOTO noctaHoBiIeHUeM [IpaButenscTBa Poccuiickoin denepanuu ot
30 urons 1998 r. N 681 (manee - HapKOTHYECKUE CPEACTBA M TcuxoTpornHbie BemecTBa Crimcka II) - mst
JIeYeHUs1 HAPKOMaHHH;

Ha HApKOTUYECKHUE CPENICTBA U NICUXOTpOIHbIEe BemecTBa cnuckoB I u Il - yacTHOmpakTUKyOMUM
BpaydaMm.

I'APAHT: CornacHo npukasy MunszapaBa Poccum ot 26 despans 2013 r. N 94n nysnkr 1.3 He
npumensiercs ¢ 1 utons 2013 r. Kk MpaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYEHHEM U BBITUCHIBAHUEM
JIEKApCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3IETUN

1.3. 3yOnble Bpauu, (enapaiiepsl, aKylnepkyd BHITUCHIBAIOT OOJIBHBIM PELENTh Ha JIEKapCTBEHHbIE
npenapaTthl 3a CBOEH MOANMUCHI0 M C YKAa3aHWEM CBOETO MEIHMIMHCKOTO 3BaHUS TOJBKO B CIydYasXx,
yKa3aHHbIX B ILI. 3.3., 3.6., 3.7.2. HCcTpyKuMH O MNOpSAJIKE Ha3HAYEHUS JIEKAPCTBEHHBIX IPENapaTroB
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(mpunoxkenue N 12).

I'APAHT: Cornacuo npukady Munzapasa Poccun ot 26 ¢espans 2013 r. N 94n nynkr 1.4 He
npumensiercs ¢ 1 urons 2013 r. K MPaBOOTHOIIEHUSM, CBSI3aHHBIM C Ha3HAYEHHEM M BBIMTHCBHIBAHUEM
JIEKapCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3IEIHA

1.4. PerenTel OOJBHBIM [TOJDKHBI BBIMKCHIBATECS C YKa3aHUEM BO3pacTa MAlMEHTa, IMOpsAKa
OIJIaTHI JIEKAPCTBEHHBIX IPETapaToB M C YYETOM JCHUCTBHS BXOMIANIMX B WX COCTaB MHIPEAMCHTOB HA
penenTypHbIX OnaHKax, (OPMBI KOTOPHIX YTBEpXAECHB MUHHCTEPCTBOM 3[paBOOXpPAHCHUS U
corranbpHOTro pa3Butus Poccuiickoit ®eneparuu (nmpuioxxenus N 1, 3, 5, 7 u 8).

I'APAHT: CornacHo npukasy MunsapaBa Poccum ot 26 ¢eBpans 2013 r. N 94n myskr 1.5 He
npumensiercs ¢ 1 utons 2013 r. Kk MpaBOOTHOIIEHUSM, CBSI3AHHBIM C HAa3HAYEHHEM U BBITUCHIBAHUEM
JIEKApCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3IETUN

1.5. Peuentypubsie Onanku ¢opmbr N 148-1/y-88 (mpumokenue N 3) mnpemaHasHaueHBI IS
BBINMCHIBAHUS U OTIIyCKa:

- TICUXOTPOIHBIX BelecTB, BHeceHHble B Cnucok III IlepedyHss HapKOTMUYECKHX CpEICTB,
IICUXOTPOIHBIX BEIIECTB M HX IIPEKYypCOPOB, MOICKAIMUX KOHTpoiar0 B Poccuiickonn denepauuu,
yTBEpKACHHOrO nocraHosiaeHueM [lpaButensctBa Poccuiickoit @enepanyu ot 30 urons 1998 r. N 681
(manee - mcuxotponHble BemecTBa Crucka III), 3aperucTpupoBaHHBIX B YCTAHOBJICHHOM IIOPSIKE B
KauyeCTBE JIEKAPCTBEHHBIX NPENAPATOB;

- UHBIX JIEKaPCTBEHHBIX CPENICTB, MOUIEKAIIMNX IPEIMETHO-KOJIMUECTBEHHOMY YUETY;

- aHa0OJIMYECKUX CTEPOUIOB.

Jnist BBIMMCHIBAHUS U OTITYCKa JIGKAPCTBEHHBIX MPENapaToB AJsl aMOyJIaTOPHOTO JICYUSHUS IpaxkIaH
B paMKaX OKa3aHUs IOCyJapCTBEHHOM COLMAJIbHOM MOMOIIM U IpaKaH, UMEIOUIUX IIPABO Ha MOJIy4EHHE
JIEKapCTBEHHBIX IpernapaTroB OECIUIATHO W CO CKHUIKOM, MpenHa3HauyeHbl pelenTypHble OJaHKH (OpPMBI
N 148-1/y-04 (1) u peuentypubie 6anku Gopmbl N 148-1/y-06(1) (mpunoxenus N 7 u 8).

Bce ocranbHble JIeKapCTBEHHBIE Ipenaparhl BBIMUCBHIBAIOTCS HA PELENTYPHBIX OsiaHKax (OpMBI
N 107-1/y (mpunoxenue N 5).

I'APAHT: Cornacuo npukady Munzapasa Poccun ot 26 ¢espans 2013 r. N 94n nynkr 1.6 He
npumensierca ¢ 1 urons 2013 r. K MPaBOOTHOILIEHUSM, CBSI3aHHBIM C HAa3HAYEHHEM M BBIMUCBHIBAHUEM
JIEKapCTBEHHBIX MPENapaToB U MEAUIMHCKUX U3IEIHIA

1.6. Hapkotnueckue cpelnctBa M mcUXoTporHble BemiecTBa Crnucka I, 3apeructpupoBaHHbIE B
KauyeCTBE JIEKAPCTBEHHBIX CPEJICTB B YCTAHOBJICHHOM 3aKOHOJATelbcTBOM Poccuiickoit dexneparuu
NOpsIKE, JOKHBI BBIMHUCHIBATHCS HA CIELMAIbHBIX PELENTYPHBIX OJIaHKaX Ha HAPKOTUYECKOE CPEICTBO U
MICUXOTPOIHOE BemecTBO (mpuinoxkenue N 1).

I'APAHT: CornacHo npukasy MunsapaBa Poccum ot 26 ¢eBpans 2013 r. N 94n myskr 1.7 He
npumensiercs ¢ 1 utons 2013 r. Kk MpaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYEHHEM U BBITUCHIBAHUEM
JIEKApCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3IETUN

1.7. HpI/I BBINIMCBIBAHWU PCHCITA HA JICKAPCTBCHHYIO NPONHCH MHAUBHUAYAJIbHOTI'O M3TOTOBJICHHA,
COZIEpXAIIYI0 HApPKOTHYECKOE CpEACTBO WM TmicuxoTrponHoe BemectBo Cnwucka I, u  npyrue
dapMaKoIOTHYECKIEe AaKTUBHBIE BEUIECTBA B J103€, HE MPEBBIMIAIONICH BBHICIIYIO Pa3oBYIO 03y, U IMPHU
YCIIOBUH, YTO 3TO KOMOWHHPOBAHHOE JIEKAPCTBEHHOE CPEJICTBO HE SIBISIETCS HAPKOTHYECKUM CPEICTBOM
WIM TCUXOTponmHbIM BemecTtBoM Crucka II, cienyer wucmonb3oBaTh penenTypHbi OnaHk  (opMel
N 148-1/y-88.

O1H PCUCIITEL JOJIKHBI OCTaBaTbCA B anTeyHoMI opranuzanvu [Jid MpeaAMCTHO-KOJIMYCCTBCHHOT'O
ydera.

T'APAHT: CornacHo npukasy MunsnpaBa Poccum ot 26 deBpans 2013 r. N 94n nynkr 1.8 He
npumensiercs ¢ 1 utons 2013 r. kK MPaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYCHHEM W BBITUCHIBAHUEM
JIEKapCTBEHHBIX MIPEMapaToOB U MEAUIIMHCKUX U3ICTUN

1.8. IIpu BBHIMUCHIBAHUU pELIETITA HA JEKAPCTBEHHYIO MPOMHCh WHIUBUIYaJIbHOTO MU3TOTOBJICHMUS
Ha3BaHUSI HAPKOTHUYECKUX CPEACTB U MCUXOTPONHBIX BemecTB cnuckoB Il u III, MHBIX JmeKapCTBEHHBIX
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CpCACTB, MOMICKAIUX HNPCAMETHO-KOJINMYCCTBCHHOMY YUYCTy, MUIOYTCAd B HA4YaJIC pCUCITA, 3aTCM - BCC
OCTAJIbHBIC UHI'PCAUCHTEI.

T'APAHT: CornacHo npukasy MunsnpaBa Poccum ot 26 deBpans 2013 r. N 94n nynkr 1.9 He
npumensiercs ¢ 1 utons 2013 r. K MPaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYCHHEM W BBITUCHIBAHUEM
JIEKapCTBEHHBIX MIPEMapaToOB U MEAUIIMHCKUX U3ICTUN

1.9. BeimuceiBas HAPKOTUYECKOE CPEACTBO MJIM MCUXOTponHoe BemecTBO cnuckoB I u III, nnbie
JIEKapCTBEHHBIE CPE/ICTBA, MOJIeKAIINE MPEIMETHO-KOJINYECTBEHHOMY YUeTY, /1032 KOTOPhIX IPEBHIIIAET
BBICIIMN OJTHOKPATHBIN MpHeM, Bpad JO0JDKEH HamucaTh 03y 3TOTO CPEeACTBA WM BELIECTBa MPOIUCKHIO U
MOCTaBUTh BOCKIIUIATENIbHBIN 3HAK.

I'APAHT: CornacHo npuka3dy MunzapaBa Poccun ot 26 ¢espans 2013 r. N 94n nmynkr 1.10 He
npumensiercs ¢ 1 utons 2013 r. Kk MpaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYEHHEM U BBITUCHIBAHUEM
JIEKapCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3/IETUN

1.10. He pa3pemaercst BHIIUCHIBaTh ONPEACICHHBIE JEKAPCTBEHHBIE MPENApaThl B OJHOM pELENTe
0oJiee TOro KOJMYecTBa, KOTOpOoe ykazaHo B mpuioxenun N 1 k Hactosmeit MHCTpyKmy.

T'APAHT: CornacHo npukady MwunsnpaBa Poccum ot 26 deBpans 2013 1. N 941 mynkr 1.11 He
npumensiercs ¢ 1 utons 2013 r. K MPaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYCHHEM W BBITUCHIBAHUEM
JIEKapCTBEHHBIX MIPENapaToB U MEAUIIMHCKUX U3ICTUN

1.11. Hopmbl BbINMHMCBHIBAaHUS M OTIycKa HapkoTuyeckux cpeactB Cnwucka I, mpous3BogHBIX
0apOUTYpOBOM KHCIOTHI, MHBIX JIEKAPCTBEHHBIX CPEICTB, MOJUICKANIMX IPEIMETHO-KOJINYECTBEHHOMY
yueTy, Uil MHKYpaOelbHbIX OHKOJIOIMYECKUX U T€MAaTOJIOTMYECKUX OOJBHBIX MOTYT OBITh YBEJIWYEHBI B 2
pasa 1o CpaBHEHMIO C KOJIMYECTBOM, YKa3aHHBIM B IpriiokeHuu N 1 k Hactosmeit UHcTpyKiuy.

I'APAHT: CornacHo npuka3dy MunzapaBa Poccun ot 26 ¢espans 2013 r. N 94n mynkr 1.12 He
npumensiercs ¢ 1 utons 2013 r. Kk MpaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYEHHEM U BBITUCHIBAHUEM
JIEKapCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3IETUN

1.12. CocraB nekapcTBEHHOIO Ipemnapara (B ciiyyae KOMOMHUPOBAHHOTO Ipernapara), 0003HaueHue
JeKapCcTBeHHON (opMbl U oOpaiieHne Bpaya K (apMameBTHYeCKOMY paOOTHHKY OO0 HM3TOTOBJICHUU M
BbI/Ia4€ JIEKAPCTBEHHOIO IIperapaTa BbIIIMCHIBAIOTCS HAa JTATUHCKOM SI3BIKE.

He nomyckaercsi cokpamienue 0003Hau€HHH OJNM3KUX 10 HAUMEHOBAaHHMSM HWHIPEIUCHTOB, HE
MO3BOJIAIOIIMX YCTAHOBUTD, KAKOM MMEHHO JIEKApPCTBEHHBIN ITpenapaT BIIHACAH.

Hcnonp3oBaHne TaTHHCKUX COKPALICHUH ATUX 0003HAYCHUN Pa3pelIaeTcsi TOIbKO B COOTBETCTBUHU
C COKpAIICHUSMH, TPUHATHIMH B MEIUIMHCKON W (papmaneBTHUECKOH NpakTUKe, MperyCMOTPECHHBIMH
npuioxenueM N 2 k HacToser MHCTpyKumu.

T'APAHT: CornacHo npuka3dy MwunsnpaBa Poccum ot 26 deBpans 2013 1. N 941 mynkr 1.13 He
npumensiercs ¢ 1 utons 2013 r. K MPaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYCHHEM W BBITUCHIBAHUEM
JIEKapCTBEHHBIX MIPEMapaToOB U MEAUIIMHCKUX U3ICTUN

1.13. Cnoco0 mpuMeHeHHs JIEKapCTBEHHOTO MperapaTa 0003HavaeTcsl ¢ yKa3aHUEeM JI03bl, YaCTOTHI,
BPEMEHHM TpUe€Ma U €ro JJUTENbHOCTH, a JJIs JIEKapCTBEHHBIX IPErnapaToB, B3aUMOJEHCTBYIOIIMX C
MUIIEH, BpeMEHH UX YNOTPEOIeHUSI OTHOCUTEIBHO MpHeMa MUIIH (10 ebl, BO BPEMSs €1bl, OCIIE e1bl).

I'APAHT: CornacHo npuka3dy MunzapaBa Poccun ot 26 ¢espans 2013 r. N 94n nmynkr 1.14 He
npumensiercs ¢ 1 utons 2013 r. Kk MpaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYEHHEM U BBITUCHIBAHUEM
JIEKapCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3IETUN

1.14. Tlpu HEOOXOIUMOCTH SKCTPEHHOTO OTITyCKa JIEKAPCTBEHHOI'O TIpernapara OOJbHOMY B
BEPXHEH YaCTH pELENTypHOro ONlaHKa MPOCTaBIsOTCA oOo03HaueHus '"cito" (cpouyno) wnm '"statim"
(HEeMeIIeHHO).

T'APAHT: CornacHo npukady MwunsnpaBa Poccum ot 26 deBpans 2013 1. N 941 mynkr 1.15 He
npumensiercs ¢ 1 utons 2013 r. K MPaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYCHHEM W BBITUCHIBAHUEM
JIEKapCTBEHHBIX MPEMapaToOB U MEAUIIMHCKUX U3ICTUN
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1.15. Ilpu BBINMCHIBAHMM peleNnTa KOJIMYECTBO IKUIKHUX (papmaleBTHUECKUX CyOCTaHUIUH
YKa3bIBa€TCsl B MUJUIWJINTPAX, FPaMMax MM KaIUIAX, @ OCTAJIbHBIX BEIIECTB - B IPAMMaXx.

T'APAHT: CornacHo npukazy MwunsnpaBa Poccum ot 26 deBpans 2013 1. N 94n mysnkr 1.16 He
npumensiercs ¢ 1 utons 2013 r. K MPaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYCHHEM W BBITUCHIBAHUEM
JIEKapCTBEHHBIX MIPEMapaToOB U MEAUIIMHCKUX U3ICTUN

1.16. ChneunanbHble peUENTbl HA HAPKOTHYECKOE CPEACTBO W TMCUXOTPOIHOE BEIIECTBO
NEHCTBUTENbHBI B TEUEHHE 5 JHEW CO THS BBIIUMCKU; PELENThl, BHIMCAHHBIE HAa PELENTYpPHBIX OlaHKax
dopmbl N 148-1/y-88 - B Teuenne 10 nHei.

Penentsl Ha JIeKapCTBEHHbIE npenaparsbl (3a UCKJTIOYEHHEM MOJIIeKALTUX
MPEAMETHO-KOJINYSCTBEHHOMY YY€TY), BBIMMUCAHHBIC HA pelenTypHbIX Oankax ¢popmbl N 148-1/y-04 (1) n
dopmbl N 148-1/y-06 (1), m1s amMOyIaTOPHOTO JICUCHHs TPAKIaH B paMKaX OKa3aHHsS TOCYIapCTBEHHOU
COLIMAJILHOM MOMOIIY U TpakJaH, UMEIOIIUX MPaBO Ha MOJIyYeHHE JIEKAPCTBEHHBIX MpenapaToB OecIIaTHO
U CO CKHUIKOHM, NEeHCTBUTENIbHBI B TeueHuEe | Mecsua co AHS BBIIUCKH, a B CIy4yae BBIITUCKUA TaKHUX
pPEeLEenTOoB YKa3aHHBIM KaTErOpHUsAM I'pa)/J1aH, JOCTUTIINM IIEHCHOHHOTO BO3pacTa, CPOK JEUCTBHUS perenta
COCTaBIIsieT 3 Mecsla co AHS BBIMUCKU. J[J1s eueHus 3aTsKHBIX U XPOHUYECKUX 3a00JIeBaHUI Ipax1aHaM
MEHCUOHHOTO BO3pacTa MOTYT BBIMUCHIBATHCS PELENThl HA JIEKapCTBEHHbIE Mpernaparbl Ha Kypc JeueHus
0 3 MECSIIIEB.

PenienThl Ha Bce OCTalibHBIE JIEKAPCTBEHHBIE MpenapaThl JEHCTBUTEIbHBI B TEUEHUE 2 MECSIIEB CO
JTHS BBIMTHCKHU.

Penienitbl Ha MpOM3BOIHBIE 0APOUTYPOBOM KUCIIOTHI, deapHH, TICEBA0IPEAPUH B YUCTOM BHJIC U B
CMECH C JPYTMMHU JIEKapCTBEHHBIMU CpPEACTBAMM, aHAOOJUYECKHE CTEPOMbI, KJIO3aliH, THAHEITUH IS
JedeHus: OOJBHBIX C 3aTSDKHBIMM M XPOHHYECKMMH 3a00J€BaHUSIMU MOTYT BBIHUCHIBATHCS HA Kypc
nedeHuss 1o 1 Mecsma. B atux cimydasx Ha penenrtax gobkHa ObiTh Haamuchk "[lo cnemumanbHOMY
Ha3HAYEHHUIO", CKPEIJICHHAs OAMMUCHIO Bpaya U MeYaThio MEIUIIMHCKOM opranu3anuu "J[ns penentos”.

I'APAHT: CornacHo npuka3dy MunzapaBa Poccun ot 26 ¢espans 2013 r. N 94n mynkr 1.17 He
npumensiercs ¢ 1 utons 2013 r. Kk MpaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYEHHEM U BBITUCHIBAHUEM
JIEKapCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3IETUN

1.17. Tlpu BBHINMHUCHIBAHUM XPOHMYECKHUM OOJBHBIM pELENTOB Ha TOTOBBIC JICKAPCTBEHHBIC
npenaparsl M JIEKApCTBEHHBbIE IIpenapaThl WHAMBUAYAIBHOIO HW3TOTOBJIEHMSI BpayaM paspeliaercs
YCTAaHABJIMBATh CPOK JEHCTBUS pelenTa B IpeAeaax J0 OJHOI0 T'0/1a, 32 UCKIIOYEHUEM:

- JIEKAPCTBEHHBIX CPEACTB, MOJIEKALINX IPEIMETHO-KOIMUECTBEHHOMY YUETY;

- IEKapCTBEHHBIX MPENapaToB, 00Ia1aI0MINX aHA0OIMYECKOW aKTUBHOCTBIO;

- JIGKApCTBEHHBIX IIPENapaToB, OTIYCKAEMbIX W3 aNTE€YHBIX OpraHM3alMil IO peuentam s
amMOyJIaTOPHOTO JIEYCHHS TpaKAaH B paMKaX OKa3aHUS TOCYJAapCTBEHHOW COLMAIbHOM IMOMOIIM H
rpaXkJiaH, UMEIOIIKX MIPAaBO Ha MOJTYyYSHHE JIEKAPCTBEHHBIX CPEICTB OECIUIATHO M CO CKUIKOI;

- CIIUPTOCOAEPKAILUX JIEKAPCTBEHHBIX MPENApaToOB NHANBHUYaIbHOTO N3rOTOBJICHHUS.

[Ipu BHIMUCHIBAaHUH TaKUX PELENTOB Bpad JOJDKEH CIIENaTh MOMETKY " XpoHudyeckomy OoiabHOMY",
yKa3aThb CpPOK AEHCTBMs peuenta U NEepUOJUYHOCTbh OTIYCKa JEKApCTBEHHBIX IPENapaToB W3 aNTEYHOU
OpraHM3aluy (eXKEHENEIbHO, €KEMECAYHO U T.II.), 3aBEPUTh 3TO YKa3aHUE CBOEH MOANMUCHIO M JTUYHON
II€YaThIO, a TAKXKE NeYaThbl0 MEAULIMHCKON oprann3auuu "/ penentos".

I'APAHT: CornacHo npukady MwunsnpaBa Poccum ot 26 deBpans 2013 1. N 941 mynkr 1.18 He
npumensiercs ¢ 1 utons 2013 r. kK MPaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYCHHEM W BBITUCHIBAHUEM
JIEKapCTBEHHBIX MIPEMapaToB U MEAUIIMHCKUX U3ICTUN

1.18. PenienT, He oTBEUaromuii XOTs OB OJTHOMY U3 TIEPEUNCICHHBIX TPECOOBAHMI WITH COIEPKAIIIII
HECOBMECTHUMBIE JICKAPCTBEHHBIC CPEICTBA, CYMTACTCS HEACUCTBUTEIHHBIM.

B cnydae BO3MOXKHOCTM YyTOYHEHHS Yy Bpadya WIM JPYroro MEIWIIMHCKOTO paOOTHHKA,
BBITIMCABIIIETO PEIENT, HAUMEHOBAHUS JICKAPCTBEHHOTO Tperapara, ero J03WPOBKH, COBMECTUMOCTH W
T.I1., paOOTHHUK aNTEYHOW OPTaHU3AIIMH MOXKET OTITYCTHTh JICKAPCTBECHHBIN MpernapaT MarueHTy.

1. HOpﬂ)IOK BBINMMACHIBAHUS PEUEIITOB HA JICKAPCTBEHHBIC NPeNnapaThbl NJId aMﬁynaTopﬂoro
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JICUECHUS I'PAKAAH B paMKaxX OKa3aHUs FOCynapCTBeHHOﬁ COIMAJIbHOM MOMOIIIHY U rpas;xxjaaH,
HMEIIUX MPAaBO HA NMOJYYCHHUE JICKAPCTBEHHBIX CPEACTB 0ecIJIaTHO H CO CKHIKOMH

I'APAHT: CornacHo npukasy MunsapaBa Poccun ot 26 ¢eBpans 2013 r. N 94n myskr 2.1 He
npumensiercs ¢ 1 utons 2013 r. Kk MpaBOOTHOIIECHUSIM, CBSI3aHHBIM C HAa3HAYEHHEM U BBITUCHIBAHUEM
JIEKapCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3IETUN

2.1. CaMOCTOSITEIBHO JICHALTM BPauOM MJIM BPauyOM-CIEIUATUCTOM JIeYeOHO-IPOPHIAKTHIECKOTO
YUPEKACHUS BBIMHMCHIBAIOTCA PELENThl HA JIEKapCTBEHHBIE Ipernaparbl uis amMOyJaTOPHOTO JICUCHHS
rpakJaH B paMKaX OKa3aHUs IOCYJapCTBEHHOH COLIMAJIBHOM MOMOIIM M Ipa)J1aH, UMEIOIIMX IpaBO Ha
NOJyYeHHE JICKApCTBEHHBIX CPEACTB OCCIIaTHO W CO CKUIKOW, B COOTBETCTBUU CO CTaHIapTaMH
MEAMIMHCKONW TIOMOIIM, 32 HCKIIOYEHHEM CIIy4aeB HA3HA4YCHMsI, OIPENEICHHBIX IYHKTOM 2.4.1.
Hacroswe Macrpykuuu.

I'APAHT: Cornacuo npukady Munsapasa Poccun ot 26 ¢espans 2013 r. N 94n nynkr 2.2 He
npumensierca ¢ 1 urons 2013 r. K MPaBOOTHOIIEHUSM, CBSI3aHHBIM C Ha3HAYEHHEM M BBIMUCBHIBAHUEM
JIEKapCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3IEIHIA

2.2. IIpaBo camMOCTOSITEILHO BBINHUCHIBATH PEUENTHI JJIs1 MOJYYEHUS B aNTEYHOM OpraHU3aluu
JIEKapCTBEHHBIX CPEACTB IpakJjaHaM B MOPSAIKE, YCTAHOBICHHOM II. 2.1. HacTosimend MHCTpyKIMu, UMEI0T
TaKxXKe:

2.2.1. B mpenenax CBOECH KOMIIETCHIIMM BpadH, paboTaromye B MEIUIIMHCKOW OpraHU3aIuH I10
COBMECTHUTEIILCTBY;

2.2.2. BpauM CTAalMOHAPHBIX YUPEKICHUN COLMAIBHON 3alUTHI U UCIPABUTEIBHBIX YUPEKICHUN
HE3aBHCHUMO OT BEJOMCTBEHHOMN MPUHAIEKHOCTH;

2.2.3. BpauM BEJIOMCTBEHHBIX MOJUKIMHUK denaepanbHoro (cyonekra Poccmiickoit deneparun)
MOTYMHEHHUS:

- TpaKJaHaM, UMEIONIMM CTaTyC MO Ipo(decCHOHATBLHOMY IMPHU3HAKY, pacxobl Ha OecIiaTHOE
JIEKapCTBEHHOE obecreueHrne KOTOPhIX B COOTBETCTBHM C 3aKOHO/AaTenbcTBOM Poccuiickoit deneparun
MOKPBIBAIOTCSA 32 CUET CPEACTB eAepaibHOTO OI0KETA;

- UHBIM KaTEeropusM IpakJaH, pacxXojbl Ha OecIlaTHOE JIEKapCTBEHHOE 00ecreyeHne KOTOPhIX B
COOTBETCTBUH C 3aKOHOJATEIHCTBOM Poccuiickoit denepanuu MOKPHIBAIOTCS 32 CUET CPENICTB OIOKETOB
Pa3IUYHBIX YpPOBHEH M 00s3aTEIbHOTO MEAMIMHCKOTO CTPAaXxOBaHMs MO COTJIACOBAHUIO U B TOPSJKE,
oTpeIeIIEMOM OpraHaMH MCTIOJHUTEILHOM BiiacTu cyObekTa Poccuiickoit denepanuu, ecinu B Or0pKeTax
COOTBETCTBYIOIIUX (efiepaibHbIX OPraHOB MCIIOJHUTEIBHON BIACTH HE BbIENIEHBl (PMHAHCOBBIE CPEJICTBA
Ha 3THU LENH;

2.2.4. 4aCTHONPAKTHUKYIOIIUE Bpayd, pabOTAIOIIME IO JIOTOBOPY C TEPPUTOPHATBHBIM OPTraHOM
yOpaBlIeHUS 3IpaBOOXPAHEHUEM W/MIU TEPPUTOPUATIBHBIM (OHAOM 0053aTENbHOI0 MEAUIIMHCKOIO
CTpaxOBaHMs, M OKAa3bIBAIOIIME MEIUIMHCKYIO MOMOUIb TpaXkJIaHaM B paMKax MpPOrpaMMbl OKa3aHUs
roCy/IapCTBEHHOW COLIMAJIBLHOW MOMOIIU U Tpa)kAaHaM, UMEIOLIUM IPaBO Ha MOJIyYeHUE JIEKapCTBEHHBIX
IpenapaToB OECIIaTHO U CO CKHUJIKOM.

IF'APAHT: CornacHo npukasy MunsapaBa Poccun ot 26 ¢eBpans 2013 r. N 94n myskr 2.3 He
npumensiercs ¢ 1 utons 2013 r. Kk MpaBOOTHOIIECHUSIM, CBSI3aHHBIM C HAa3HAYEHHEM U BBITUCHIBAHUEM
JIEKapCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3JIETUN

2.3. B o0co0pix cay4asx (TpOXKMBaHHE B CEIbCKOM MECTHOCTH, TJ€ HAXOJUTCA TOJIBKO
MEAWIIMHCKAsl OpraHu3alus Win ee 000COOJICHHOE MOojApa3/eliecHne, He MMEIOIIee Bpada) PerenThl Ha
JIeKapCTBEHHbIE TpenapaTsl Uit aMOyJIaTOPHOTO JICYSHUSI TPAXKAAH B paMKax OKa3aHUS rOCyAapCTBEHHOU
COLMAJIBHOM MOMOIIY ¥ TPAXK1aH, UMEIOUINX MPaBO HA MOIy4YEeHHUE JEKAapCTBEHHBIX IpenapaToB OECIUIaTHO
U CO CKUIKOW, MOTYT OBbITh BBIIMCAHBI CAMOCTOSITEJILHO BEAYIIUM MpUEM (QeTbAlIepOM MM aKylIepKOil
TAaKOM MEIMLUHCKON OpraHu3aliy B COOTBETCTBUM C II. 2.1. HacTosimed MHcTpykium.

[lepeyeHb MEIUIIMHCKUX OpraHU3alMi W TOPSIOK JIEKAPCTBEHHOI'O OOECIEYeHUsI YKa3aHHBIX
rpaXkJiaH OINpeNeNIOTCS OpraHOM MCIOJHHUTENbHOM Biactu cyowsekta Poccuiickoit deneparnuu B chepe
3/paBOOXPaHEHUS.

I'APAHT:
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T'APAHT: CornacHo npukasy MunsnpaBa Poccum ot 26 deBpans 2013 r. N 94n nynkr 2.4 He
npumensiercs ¢ 1 utons 2013 r. K MPaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYCHHEM U BBITUCHIBAHUEM
JIEKapCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3ICTUN

2.4. BrinuceiBaHME pELENTOB Ha JIEKAPCTBEHHBIE Mpenaparbl Uisi aMOyJaTOPHOTO JIEYEHHS
rpaXkJaH B paMKaX OKa3aHUSl TOCYJapCTBEHHOH COLMAIbHOM MOMOIIM U Tpa)<JIaH, UMEIOIIMX MpaBO Ha
MOJTyYEHHUE JIEKAPCTBEHHBIX MPEnapaToB OECIIATHO U CO CKUIKOM, OCYIIECTBIISETCS:

2.4.1. BpauaMu-ceUaINCTAMMU:

- Ha HapKOTUYECKUE CpeacTBa u MIPOTUBOOITYXOJIEBbIE npenapaTsl
(OHKOJIOTMYECKUM/TEMATOJIOTHYECKUM  OONBHBIM) - OHKOJIOTOM HW/WJM TeMaToJIoroM, HE(QPOJIOTOM,
PEBMaTOJIOTOM H JIp.;

- HA UMMYHOMOJYJISITOPBI - T€MATOJIOTOM W/WUJIM OHKOJIOTOM (IOCiie MPOBEIEHUs JIy4eBON W/WiH
XUMHUOTEPAIHH, TIEPECATKH KOCTHOTO Mo3ra), UMMyHosIoroM (60apHbIM CITU]] unu Apyrumu TsHKEITBIMU
HapyLICHUSIMH UMMYHHUTETA), TPAHCIUIAHTOJIOTOM (TI0CTIe TIepecaKi OpraHOB M TKaHeH), peBMaTOJIOrOM U
WHBIMU CIIELUATHCTAMU;

- Ha MPOTUBOTYOEPKYJIE3HbIE MPEmapathl - PTHU3NATPOM;

- Ha mpoTuBoauabeTHYecKue (OOJBHBIM CaxapHbIM JHA0ETOM) W TIPOYMEe JICKAPCTBEHHBIC
npenaparsl, BIUSIOIIME HAa SHIOKPUHHYIO CHUCTEMY, - DHIOKPHUHOJIOIOM, B IMOPSJIKE, ONPEAEICHHOM B
nyHKTe 2.4. ITHCTPYKITMHU O MOPSAKE Ha3HAYCHHSI JIEKApCTBEHHBIX IpenapatoB (mpuioxeHue N 12).

[Ipy OTCYTCTBUUM yKa3aHHBIX CHEIHMAIMCTOB BBITUCHIBAHUE JIbITOTHBIX PELENTOB B ATHX CIIydasx
MIPOM3BOJUTCS JIYAIlUM BPauoM IO PEIIeHUI0 BpaueOHOM KOMUCCHUN MTOJTUKIUHUKY;

2.4.2. neyanuM BpavyoM WJIM BPavyOM-CICIIHAIMCTOM TOJBKO MO PEHICHHUI0 BpadyeOHONW KOMHUCCHUHU
MEAMIIMHCKON OpraHu3aluu:

- Ha ncuxoTponHble BemectBa cnuckoB Il u III, uHBIE NeKapcTBEHHBIE CpPEACTBa, MOIJICKAIINE
PEIMETHO-KOJIMYECTBEHHOMY YUETY, aHaOOJINYECKUE CTEPOU/IBI;

- Ha Hapkotuueckwe cpeacrBa Cmmcka Il OompHBIM, HE CTpagalOMUM OHKOJOTHYECKUM
(rematonoruyeckum) 3a00JI€BaHNEM;

- Ha JIGKapCTBEHHBIEC IperapaThl, Ha3HA4YaeMble JeyalliM BpadyoM M BpadaMH-CIIEHUATHCTaMH,
OJIHOMY OOJILHOMY B KOJIMYECTBE ITSITH HAMMEHOBAHUI M 00Jiee OJTHOMOMEHTHO (B TEUCHHE OJHHUX CYTOK)
WM CBBIIIE JIECSITH HAMMEHOBAHHM B T€YEHHE OJTHOTO MecsIIIa;

- Ha JIeKapCTBEHHBIC IMpermapaThl B CIydyasX HETUIUYHOIO Te4YeHHsI OO0JIE3HH, NMPU HAIUYUHU
OCJIO’)KHEHUH OCHOBHOTO 3a00JIeBaHUS W/WIM COYETAHHBIX 3a00JIeBaHWM, MpPU HA3HAYEHUHM OIMACHBIX
KOMOHMHAIIUN JIeKapCTBEHHBIX CPEJICTB, a TAKXKE MPU MHAUBUIYAIbHON HETIEPEHOCHMOCTH.

2.5. YTparun cuny.

Nudopmarus 06 usmenenusix: Cm. mexcm nynkma 2.5

T'APAHT: CornacHo npukasy MunsnpaBa Poccum ot 26 deBpans 2013 r. N 94H nynkr 2.6 He
npumensiercs ¢ 1 utons 2013 r. K MpaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYCHHEM W BBITUCHIBAHUEM
JIEKapCTBEHHBIX MIPEMapaToOB U MEAUIIMHCKUX U3ICTUN

2.6. He nomyckaercsi BHITUCBIBAHUE PELIETITOB HA JIEKAPCTBEHHBIE MpEnapathl i aMOyIaTOPHOTO
JIeYeHUsl TpaXJAaH B paMKaX OKa3aHUs TOCYAapCTBEHHOM COIMANBbHOM MOMOIIM M TPakIaH, UMEIOIINX
IpaBO Ha TMOJy4YeHHE JIEKapCTBEHHBIX IMpernapaToB OecIUlaTHO W CO  CKHUIKOHM, BpadyaMu
CaHATOPHO-KYPOPTHBIX YUPEXKIEHUI, BpauaMH CTAl[MOHAPHBIX YUYPEKICHWH, B T.4. JHEBHBIX (3a
UCKJIIOYEHHEM CTAl[MOHAPHBIX YUYPEKIACHUNH COLMATbHOW 3allUThl), a TaKXKe BpayaMud MEIUIUHCKUX
OpraHM3alii B TMepHoj HaXOXIEHUs OOJNbHBIX Ha CTAl[MOHAPHOM JIEYEHUH B COOTBETCTBHU C
JIEUCTBYIOIIUM TOPSIIKOM.

YacTHONPAKTUKYIOIMM BpadyaM 3alpeliaeTcs BbIIUCHIBATH pEUENThl Ha JIEKaPCTBEHHbIE
npenaparsl Juisi aMOyJIaTOpPHOTO JIEYeHHs] TpakJaH B paMKax OKa3aHUs TOCYJAapCTBEHHOM CcOLMaibHON
MOMOIIM M TpaXkJaH, MMEIOMIMX IpaBO Ha IOJy4YEHHE JICKaPCTBEHHBIX IpenapaTroB OECIIaTHO U CO
CKHUJKOM, 3a UCKIIFOYEHUEM CIIy4YaeB, YKa3aHHBIX B MyHKTE 2.2.4. HacTodmer MucTpykumm.

I'APAHT: CornacHo npukasy MunsapaBa Poccum ot 26 ¢eBpans 2013 r. N 94n myskr 2.7 He
npumensiercs ¢ 1 utons 2013 r. Kk MpaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYEHHEM U BBITUCHIBAHUEM
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JICKApPCTBCHHBIX IMPLCIIApaTOB U MCAULIUHCKUX H3H€HHﬁ

2.7. Ha3znaueHue JeKapCTBEHHBIX MpPENapaToB Uis aMOyJIaTOPHOTO JICUEHHs Tpa)kJ1aH B paMKax
OKa3aHUsl TOCYJapCTBEHHOM COIMAJbHOM MOMOIIM M TpaxJaH, HMMEIOIIMX I[pPaBO Ha IOJIy4YEeHHE
JIEKapCTBEHHBIX MPEnapaToB OECIIaTHO U CO CKUAKON, OTPaXaeTcsi B MEAULIMHCKONW KapTe aMOyJIaTOPHOTO
OO0JBHOTO B TMOPAIKE, MNPEAYCMOTPEHHOM IyHKTOM 1.6. HMHCTpyKuIMH O TOpsAAKE Ha3HAYCHHS
JEKapCTBEHHbIX IpenapaToB (mpwiokeHne N 12), mynkramu 1.2. - 1.10. Hacrosuelr MucTpykuuu, c
yKa3aHHEM HOMEpa pelenTta U B TaJOHE aMOYJIaTOPHOrO MAIlMEeHTa, YTBEPXKICHHOM B YCTaHOBJIEHHOM
HOpSIJIKE.

[Ipu BBIMUCHIBAaHMHM pELENTOB HAa JICKAPCTBEHHbIC NpenapaThl uid aMOyJaTOPHOTO JICUEHUS
rpakJaH B paMKaX OKa3aHUs IOCYJapCTBEHHOH COLIMAIbHOM MOMOIIM M Ipa)<J1aH, UMEIOIIMX IpaBO Ha
NOJy4YeHHE JICKApCTBEHHBIX MPENapaTroB OECIJIaTHO U CO CKUAKOH, 00s3aTeIbHO YKa3bIBaeTCS HOMED
TesneoHa, MO KOTOpPOMY paOOTHHMK anTeYHOH OpraHM3allid MOKET COTjacoBaTh C JIEHAIUM BpPAuoOM
(BpauoM-CIIEIMAINCTOM, BpaueOHON KOMHMCCHEH MEIUIIMHCKON OpraHM3alii) CHHOHMMUYECKYIO 3aMEHY
JIEKapCTBEHHOI'0 IIpernapara.

I'APAHT: Cornacuo npukady MunsapaBa Poccun ot 26 ¢espans 2013 r. N 94n nynkr 2.8 He
npumensierca ¢ 1 urons 2013 r. K MPaBOOTHOILIEHUSM, CBSI3aHHBIM C Ha3HAYEHHEM M BBITUCBHIBAHUEM
JIEKapCTBEHHBIX MPENnapaToB U MEAUIIMHCKUX U3IEIHA

2.8. Penient Ha penentypHoM Oianke hopmbl N 148-1/y-04 (;1) u N 148-1/y-06 (1) BeITIUCHIBAaETCA
BpadoM (denpamepomM) B 3 IK3EMIUIIpax, C ABYMS JK3EMIUISIpaMH KOTOPOTo OOJBHOW oOpaimiaercs B
anTeyHylo opraHuzanuio. [locnemHuil IK3eMIUIAp penenTa TMOAKIEHBACTCS B aMOYJIaTOPHYIO KapTy
00JBHOTO.

I'APAHT: CornacHo npukasy MunsapaBa Poccum ot 26 ¢eBpans 2013 r. N 94n myskr 2.9 He
npumensiercs ¢ 1 utons 2013 r. Kk MpaBOOTHOIIECHUSIM, CBSI3aHHBIM C HAa3HAYEHHEM U BBITUCHIBAHUEM
JIEKapCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3IETUN

2.9. HapkoTtnueckue cpeicTBa U McuxoTponHblie BemectBa Crucka I ams amOynaTopHOTro jgeueHus
rpaXxJaH B paMKax OKa3aHHs I'OCYJapCTBEHHOH COLMAIBbHOW MOMOIIM M TPakJaH, MUMEIOIUX NpaBO Ha
NOJy4YeHHE JIEKaPCTBEHHBIX IPErnapaTroB OECIUIAaTHO M CO CKHJKOHM, BBIIHCHIBAIOTCS HA CIIEHUAIBHOM
peentypHoM OJaHKe Ha HApPKOTHYECKOE CPEICTBO U TMCHUXOTPOIHOE BELIECTBO, K KOTOPOMY
JIOTIOJTHUTEIHHO BBIUCHIBAIOTCS PELENThI Ha peuentypHoM Onanke Gopmer N 148-1/y-04 (1) wnn Gpopmbl
N 148-1/y-06 ().

[Icuxorponneie BemectBa Cnucka I, uHBIE JE€KapCTBEHHBIE CpEACTBa, IMOAJIEKALIUE
IPEMETHO-KOJINYECTBEHHOMY y4eTy, aHaOOJHMUECKUe CTEpPOUbI, MpeIHa3HauYCHHbIE A5 aMOyJIaTOpPHOTO
JeYeHHs TPpaXJaH B pPaMKax TOCYAapCTBEHHOW COIMAIBbHOW MOMOIIM M TPaKIaH, UMEIOIUX IpaBO Ha
NOJyYEeHHE JICKapCTBEHHBIX IPEnapaTtoB OECIVIaATHO M CO CKHJKOM, BBIINHMCHIBAIOTCS HA DPELENTYPHOM
O6manke N 148-1/y-88, Kk KOTOPOMY JOMOJHHUTEIBHO BBIMUCBHIBAIOTCS PELENTHl HAa PELENTYPHOM OJaHKe
dopmbl N 148-1/y-04 (;1) wim popmsr N 148-1/y-06(a1).

TF'APAHT: CornacHo npukady MwunsnpaBa Poccum ot 26 deBpans 2013 1. N 941 mynkr 2.10 He
npumensiercss ¢ 1 wronst 2013 r. K MPaBOOTHOIICHUSIM, CBSI3aHHBIM C HAa3HAYEHHWEM W BBHINMCHIBAHUEM
JICKapCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3

2.10. Jlna oGecrieyeHUs: HAPKOTUYECKUMH CPEACTBAMHU U TCUXOTPOITHBIMHU BEIIECTBAMHU OOJIbHBIC
MPUKPEIJISIOTCS K KOHKPETHOM MEIMIMHCKONW M aNnTeYHOW OpraHu3alusM I0 MECTy XHUTEIbCTBa B
MOPSIZIKE, OTPEIETIIEMOM OPraHOM HCIIOTHUTENBHOW BiacTu cyObekTa Poccuiickoin denepanuu B chepe
3IpaBOOXpPaHEHUSI.

I11. ITopsinok opopmiieHHsI TPeOOBAHMI-HAKJIAHBIX B alITEYHYI0 OPraHU3AIHIO HA MOJIy4YeHHue
JIEKAPCTBEHHBIX NpPenaparos i MeIMUMHCKHUX OpraHu3anui

3.1. Jlns oOecrieueHus se4eOHO-AMATHOCTHYECKOTO TIpollecca MEIUIIMHCKUE OpraHU3aliH
MOJIyJarOT JIEKAPCTBEHHBIE TMperapaThl W3 aNTEeYHOM OpraHU3aluu 10 TpeOOBaHUSAM-HAKIIAIHBIM,
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YTBEPKICHHBIM B YCTaHOBJIICHHOM ITOPSIKE.

TpeboBaHue-HaKIaJHas HA MOJYYCHHWE M3 aNTEYHBIX OpPraHM3aLUi JIEKapCTBEHHBIX IPENapaToB
JIOJDKHA UMETh LITaMII, KPYTJIyIO MeYaTh MEJUIIMHCKOM OpraHu3aliy, NOIIUCH €€ PyKOBOJIUTEINS WU €ro
3aMEeCTHTEJNS 110 JIeueOHOM yacTu.

B TpeGoBaHMM-HAKIAHON YKa3bIBaeTCs HOMEp, JlaTa COCTAaBJICHUS JOKYMEHTa, OTIPABUTENb U
[0JIyyaTeNb JIEKapCTBEHHOIO Ipenapara, HAaMMEHOBAaHHE JIEKAPCTBEHHOIO Ipenapara (C yKa3aHHeM
J03UPOBKH, (OPMBI BBIyCKa (TaONETKH, aMIyJibl, Ma3H, CYIMO3UTOPUH T.I.), BUJ YHaKOBKH (KOpPOOKH,
¢1akoHbl, TYOBI W T.I.), COCO0 MpUMEHEHHs (A7 MHBEKUUH, UIS HAPYKHOTO NMPHUMEHEHHsS, MpHeMa
BHYTpb, IJ1a3HbIC KAIUIH U T.II.), KOJMUYECTBO 3aTPEeOOBAHHBIX JEKAPCTBEHHBIX MPENapaToB, KOJHMYECTBO U
CTOMMOCTb OTITYIIICHHBIX JICKAPCTBEHHBIX IIPENIAapaTOB.

HanmMeHoBaHMs 1eKapCTBEHHBIX NPENAPATOB MUILYTCS HA JTATUHCKOM SI3BIKE.

TpeboBaHusI-HAKIaTHBIE Ha JIEKApCTBECHHBIE CpEICTBa, MIOJIEXKALIUE
NPEIMETHO-KOJINYECTBEHHOMY Y4YeTYy, BBIITMCBHIBAIOTCS Ha OTICNBHBIX ONlaHKaX TpeOOBaHMN-HAKIIAQIHBIX
JUISL KaKJJOU IpyIIIbl IPENapaToB.

MenuuuHCKHE OpraHu3alM¥ IpU  COCTABICHUM 3aiBOK HAa HApKOTUYECKHE CPEACTBA H
ncuxorponHsle Bemectsa crnuckoB I m Il goimkHBI pyKOBOIACTBOBATHCS PAaCYETHBIMM HOPMATHBAaMU,
YTBEPKICHHBIMU B YCTAHOBJICHHOM IOPSIIKE.

3.2. TpebGoBaHHs-HaKIagHBIE CTPYKTYPHOTO TOApA3JCNCHUs MEIUIIMHCKOM  OpraHu3aiuu
(xaOuHeTa, OT/ENCHUS U T.I1.) HA JICKAPCTBEHHBIE MPENapaThl, HAIPABIIsEMbIE B allTEYHYIO OpraHU3aLHIO,
oopMIISIOTCST B TOpSAKE, OMpeAeTIeHHOM IyHKTOM 3.1. Hacrosimeidl MHCTpyKIMH, NOIIHCHIBAIOTCS
PYKOBOJUTENIEM COOTBETCTBYIOLIETO TMOApA3ACHCHUS UM OQOPMISIOTCS IITAaMIIOM  MEIHIIMHCKOM
OpraHu3aLuu.

[Ipu BHIMUCHIBAaHUHM JIEKAPCTBEHHOT'O Mpernapara il HHANBUIYaJIbHOTO OOJBHOTO JOTOIHUTEIBHO
yKa3bIBaeTCs ero (aMIIus ¥ HHUIHMAJIBI, HOMEP HCTOPUH OOJIE3HH.

3.3. CromaTosoru, 3yOHbIe Bpauyll MOTYT BBIITUCHIBATH 32 CBOEH MOAMUCKHIO TPeOOBAaHUA-HAKIIAIHbIC
TOJIBKO Ha JIEKAPCTBEHHBIC IpemnapaThl, MPUMEHSEMbIE B CTOMAaTOJOTHUECKOM KaOuHeTe, 0e3 mpaBa
BbIIaYy UX NallMEHTaM Ha PyKHU.

3.4. TpeOoBaHusi Ha SJOBUTHIC JIEKAPCTBEHHBIE CPEACTBA, KPOME MOIIKMCH CTOMATOJIOTa WU
3yOHOTO Bpaya, J0JDKHBI UMETh MOJIMUCH PYKOBOAUTEINS YUPEKACHUS (OTICICHUS ) UIH €T0 3aMECTHTENS U
KpYIIIyIO Ne4aTh MEIUIMHCKON OpraHu3aluy.

3.5. TpeOoBaHusA-HaKIagHBIE Ha OTIYCK YAaCTHOMPAKTUKYIOIIMM BpadyaM JIEKapCTBEHHBIX
IpenapaToB (3a UCKIOYEHHEM HApPKOTUYECKUX CPEACTB U ICUXOTponHbIX Beulects cnuckoB Il u III, a
TaKXe JIEKAPCTBEHHBIX MpEenapaToB, COJAEPKAIIUX 3TH CPEACTBAa U BELIeCTBA) 0(OPMIIAIOTCS B MOPSIKE,
onpezaeneHHoM 1. 3.1. - 3.4. HacTosAmeil MHCTpyKIMM Ha OCHOBaHMM JOTOBOpa KYIUIM-IIPOAAKU MEXKIY
YaCTHOIIPAKTUKYIOIIMM BPauoOM M allT€YHON OpraHM3alMed U JULEH3UU Ha MEIUIMHCKYIO JESTEIBHOCTD,
BBIJJAHHOW B YCTAHOBJICHHOM IIOPSIIKE.

3.6 B anreuyHbIX oOpraHuzanUsAX —TpeOOBAHUA-HAKIAAHBIE  JICUEOHO-NPOPUIAKTHUECKUX
YUPEKICHUN HA OTIIYCK HAPKOTHUUYECKUX CPEICTB U ICUXOTPONHBbIX BemecTs crnuckos II u III xpansrtcs B
TedeHue 10 JeT, Ha OTIYCK MHBIX JIEKAPCTBEHHBIX CPEACTB, MOAJEKAIUX MPEAMETHO-KOJINIECTBEHHOMY
yY4eTy - B TE€YEHHME 3 JI€T, OCTAJbHBIX TIpPYyNI JEKApCTBEHHBIX IIPEMapaToB - B TEUEHUE OIHOIO
KaJICHAPHOI0 roja.

3.7. TpeOGoBaHuS-HAKIAJAHbIE MEIUIMHCKUX OpPTaHM3alUMP JOJDKHBI XPAHUTHCS B aNTEYHOU
OpraHu3alliy B YCIOBHSIX, 00ECIIEUYUBAIOIINX COXPAHHOCTb, B COPOIIIOPOBAHHOM U OINE€YaTaHHOM BHJIE U
oopMIIATECA B TOMA C yKa3aHHUEM MECsIa U roJa.

3.8. Yrparun cuny ¢ 1 mapta 2022 r. - [lpukas Munsapasa Poccun ot 24 nos6ps 2021 r. N 1094H

Nudopmanus 06 usmenenusx: Cu. npedvloyuyio peoaxkyuio

IV. KonTpoJib 32 BBINHCHIBAHHEM PeLeNTOB M TPeOOBAHMI-HAKJIAAHBIX HA JIEKAPCTBEHHbIE
npenaparsl

4.1. Yrparun cuiny ¢ 1 urons 2013 r.

WNudopmanus 00 n3MEHEHHSAX:
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Wudopmanus 06 nusmenenusx: Cwm. mexcm nynkma 4.1
4.2. Yrparun cuity ¢ 1 urons 2013 r.

Wudopmanus 06 nusmenenusx: Cw. mexcm nynkma 4.2
4.3. Yrpatui cuiy ¢ 1 urons 2013 r.

Wudopmanus 06 usmenenusx: Cw. mexcm nynkma 4.3
4.4. Yrparun cuiy ¢ 1 urons 2013 r.

Nudopmarus 06 uzmenenusix: Cw. mexcm nynkma 4.4

CormacoBaHo

PykoBoauTens (3aMeCTUTENb PYKOBOAUTEIS)
®CKH Poccun O.H. Xapuukun

12 deBpans 2007 r.

WNudopmanus 06 nusmenennsx: [lpuxazom Munsopascoypassumus Poccuu om 20 aneaps 2011 2. N 13n
8 HacmosAujee NPUNONHCEHUe BHeCeHbl USMEHEHUS
Cm. mexem npunodiceHus 8 npeovloyujell pedaKyuu

IIpuiaoxenne N 1

K UHCTpYKUIMHU 0 MOpsi/IKe BHINMCHIBAHUSA
JIEKAPCTBEHHBIX MpPenapaToB U opopmiieHust
pelnenToB U TPeOOBAHUII-HAKJIAIHBIX,

YTB. npuka3omM MuHucTepcTBa 31paBoOXpPaHeHUs
U COLHAJIBHOIrO pasutusi PO

ot 12 ¢epans 2007 r. N 110

HpeI[CJILHO AOMYCTUMO€ KOJUYECTBO JICKAPCTBCHHBIX CPEACTB AJd BbINIUCbIBAHUSA HA OJIMH PELEIT

C u3MeHeHUusIMH U JAOIMOJTHECHUSAMM OT:

C M3MeHeHUsIMH U IOTIOJTHEHUSIMH OT:
25 centsiopst 2009 r.

N n/n |HauMmeHoBaHme JIEKAPCTBEHHOTO dopmMma BHIIyCKa U KommuecTtrBO
cpencTea OO3UPOBKAa
1. BynpeHopduH TabyeTKM I0jsd 50 Tabs.
CyOJIMHIBAJILHOTO
npuemMa 200 MKD u
400 MkT
2. BynpeHopbuH PacTBOp mOJda

VHBEKLNUM, aMIIyJbl

300 mxr/min 1 ma 30 ammnya
300 Mxr/MiT 2 M 15 amnyn
3. BynpeHopbuH TpaHcOepMalbHas
TepaneBTUUYECKAas
cucreMa
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35 MKT/4 20 nmjact.
52,5 MKT/4 8 myacrt.
70 MKT/4 5 njact.
4. IurnopokoneuHn-peTapn (OT'K TabjeTky 0Jsd
KoHnTMHYC) rnpreMa BHYTPb
60 MT 40 Tabg.
90 wmr 30 Taba.
120 wmr 20 Taba.
5. IunmnoJsiop (OMpuTpaMun) PacTtBOop nJi4a 50 amnyn
MHBEKLMM, aMIIyJIb
0,75% mo 2 Mx
6. MopdmrHa I'MOPOXJIOPUL PacTeop mOn4d 20 amnyn
MHBEKLMM, aMIIyJIb
10 Mmr B 1 Mt
7. OMHOTIOH PacTBOp IJsa
MHBE KL, 10 amnys
aMniyJiel 1% u 2% 1o
1 M
8. [IlpoMenosl (TpMMeNepMIOMHA TabjeTky 0Jsd 50 Tabs.
TUOPOXJIOPUI) npmueMa BHYTpPb 25
MT
9. [IpoMenosl (TpMMeNepMIOMHA PacTBOop o4
TUOPOXJIOPUI) UHDBEKLUN,
aMniyJiel 1 u 2% 1o 10 ammoys
1 M
mnpuil—Tooukm 1 u |10 wnpuil-TioOMKOB
2% no 1 mj
10. MopdmnHa cynbdaT (MCT TabneTky u
KOHTMHYC MM OPYTMEe aHaJloTHU KarcyJbl
IPOIOJIXUTEJILHOCTRI0 HOeMCTBUS IIPOIJIEHHOTO
He MeHee 12 uyacoB) OeViCTBMSA IOJd
rnpreMa BHYTPb
10 mr 160 Taba.
30 mr 60 Tabs.
60 MT 20 Taba.
100 mr 20 Taba.
200 MT 20 Taba.
11. [Ipocunmon TabneTkn Ojsd 50 Tabs.
OYyKKaJIbHOTO
16.01.2024 Cucrema 'APAHT
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npuemMa 10 mMr m 20
MT
12. [Ipocumon PacTeBOp nOJ4 50 amnyis
VHBEKLWM, aMIIyJIE
10 Mmr B 1 wmi
13. deHTaHMI TpaHcOepManbHasa
TepaneBTUYECKAaS
cucreMa
12,5 mxr/uyac 32 mjact
25 MkrT/uyac 16 mgacr.
50 Mxr/uac 8 mnact.
75 Mkr/uyac 5 mmact.
100 mxr/uac 4 nmnacT.
14. Komemn (xomemHa odocdaT) [Topomoxk 0,2 r
15. KoMOMHMPOBAaHHEE TabneTku, He OoJjee 0,2 ©T*
JleKapCTBEHHEIE IIpelapaTtl, KArCcyJikl, PacTBOPE
cozmepxamye KOIeMH (KOoOeuHa n T.o.
docohar)
16. OTUIMOPOMHA TUOPOXIIOPUI [Topomok 0,2 o**
(OMOHMH)
17. AMpenpaMoH (bemnpaHOH) TabJjeTKM, IOpaxe 50 Tabs.
25 Mr
18. XanbUMOH (Tpurasojiam) Tabnerknu 250 MKT 30 TabJ.
19. HaTpusa oxcubOyTuparT PacTeOop nOn4d 2 drnaxoHa
npreMa BHYTPb
66, 7%,
CUPOI IJIsd NIpueMa
BHYTPb 5%
20. SbempuHa TI'MIOPOXJIOPUL U [Topomox 0,6
npyrue conm sbenpuHa
21. TeobenmpuH, TeodenmpuuH-H, TabyieTku 30 Tabs.
Heo-Teobenpun
22. ConyTaH PacTtBop 50 wmn 1 dnaxkon
23. CrasMoBepanImH, TabyieTku 50 Tabs.
CnnasmMoBepanrmH-Heo
24. IpyTre KOMOMHMPOBAaHHEE TabjeTKM, IIOPOWKU 1 ymaxkoBKa
JIEKAPCTBEHHHE MpenapaTH, u T.O.
comepxamye sbenprHa
TUOPOXJIOPUI U IIOonJIexalye
IpenMeTHO-KOJINUEeCTBEHHOMY
yuery
16.01.2024 Cucrema TAPAHT
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25. KoMOMHMPOBAHHEE KarmcyJsel, OPOLKY, 1 ynaxkorBka
JIEKAapCTRBEHHEIE IIpelapaTH, cuporn, TableTKu,
comepxauye nceBIoOdenprHa XMIOIKOCTb IJISg
TUOPOXJIOPUO U IOoOJiexallne npueMa BHYTPb U
IpelIMeTHO-KOJIMYECTBEHHOMY T.I.
yueTry
26. Kiodpenmu Tabjagerxm 0,075 1 ymaxkoBKa

mr, 0,15 mr

27. [laxMKapnMHa I'MOIPOMOOUNO [Topouok 1,2 T
28. Anabosnueckye TOPMOHH: TabJjeTKM, pPacTeoOp 1 ynakoBka
MeTaHOPOCTEHOJIOH, IOJIS VMHBEeKLUM U
OxcaHnpoJioH Perabosnui, T.I.

Haugposion, denobonwui,
CuiiabovH M Opyrue

29. KoMOUMHUPOBAaHHEIE Kancyaer, 1 ymakoBka
JIeKapCTBEHHEE MIpernaparTsl, TabJIeTKM, CHUPOI,
comepxamme GeHUJINPONaHOJIaMUH | KalJIeThl ¥ T.I.
U nonyexamme
npenMeTHO-KOJIMUECTBEHHOMY

yueTry
30. deHObapbUTas Tabjgerxu 50 Mmr, 10-12 TabieTok
100 mT
31. Benzsobapburan (BenszoHal, Tabmerxn 50 Mmr, 1 ynaxkorBka
Beusobammi) 100 MT
32. IpuMmunoH (I'excaMuIuH, TabmeTku 125 wMmr, 1 ymnaxkoBKa
MucoJiH) 250 wMmr
33. ByTopdanon (Cranos, MopazmoJi) PacTBOp Injsa 10 amnyi
VMHBEKLUN

2 Mr/mMun 1 M

* Ilpy BBIMKUCBIBAHUU U OTIIYCKE JIEKAPCTBEHHOTO Iperapara MpOU3BOIUTCS IepecueT Ha YHCTOe
BEILIECTBO.

** B rioa3HpIX Kamisax ¥ Ma3siX TUOHUH MOJKET BBITUCHIBATHCA B KOJMUECTBAX 70 | I MpU HAIMYUU
yKazaHud Bpaua Ha peuenrte "Ilo cnenuaibHOMY Ha3HA4eHMIO", 3aBEPEHHOIO MOJINUCHI0 U JIMYHOU
IIeYaThIO Bpaya, e4aTbi0 MEIULIMHCKOM opranu3auuu "/{ns penentos”.

IIpumeyanue:

[Ipn BBINHUCHIBAHMM HAPKOTHMYECKHUX JIEKAPCTBEHHBIX IIPEMapaToB, HE MPEIYyCMOTPEHHBIX
HACTOALIUM MPHIOKEHUEM, UX MPEAEIBHO JOIYCTUMOE KOJIMUYECTBO AJIs BBIIUCHIBAHUS B OJTHOM PELIENITE
MOJKET B IIATh pa3 MPEBbIIATH PA30BYIO 103y, YKa3aHHYIO B HHCTPYKLUHU 10 MEAULIMHCKOMY NTPUMEHEHUIO
BBIIMCBIBAEMOT0 JIEKAPCTBEHHOI'O IIpeTapara.

Nudopmarnms 06 mamenenusx: Illpuxazom Munsopascoypaszsumus Poccuu om 20 ansaps 2011 2. N 13n
8 HacmosAujee NPUNONHCeHUe BHeCeHbl USMEHEHUS
Cm. mexcm npunodxcenus 8 npeovloyujell peoaxKyuu

IIpunoxenune N 2
Kk UHcTpyKkuum 0 nopsiike BINMCHIBAHUSA
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JIEKAPCTBEHHBIX NpPenaparoB U opopMiIeHUus
pelnenToB U TPeOOBAHUI-HAKJIAIHBIX,

YTB. IPUKa30M MuUHHCTEPCTBA 31PABOOXPAHEHUS
U COLHAJIBHOIO pa3Butusi PO
ot 12 ¢epans 2007 r. N 110

Baskueililue peuenTtypHbie COKpPallleHUs!

C u3MeHeHUusIMH U JAOIMOJTHECHUSAMMH OT:

C u3MeHeHHSIMH B JAOIMOJTHEHUAMHU OT:

20 siaBaps 2011 r.

CokpaleHue [loslTHOe HamnmcaHue [lepeBon
aa ana 10, IOPOBHY
ac.acid. acidum KMCJIOTa
amp . ampulla aMIryJja
aqg. agua BOIa

ag. destill.

aqua destillata

IVICTUIJIJIIMPOBAHHAA BOIa

but.

butyrum

MacJyo (TBepmoe)

comp., cCps

compositus (a, um)

CJIOXHBIN

D. Da (Detur, Dentur) Brimalr (OycThb BEIDAHO,
NyCcTb OyIOeT BBIIOAHO)

D.S Da, Signa Detur, Buimar, oBos3HaUb
Signetur I[lycTtsr OymeT BBIOAHO,

0B0OBHAUEHO
D.t.d Da (Dentur) tales doses Breimam (IlycTe OyoyT
BBIIAHEI) Takue JO3H
Dil. dilutus pPas3BeneHHBI

div.in p.aeq.

divide in partes

paszmeny Ha PaBHBE YaCTU

aequales
extr. extractum 3SKCTPAaKT, BHTAXKA
f. fiat (fiant) [IycTe obOpasyeTcsa
(obpaszywoTcsa)
gtt. qutta, guttae Kamnmiudg, Kanaum
inf. infusum HacTom
in amp. in ampullis B aMmyJjax
in tabl. in tab(u)lettis B Tabnerkax

16.01.2024
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lin. linimentum XUOKAS Masb
lig. liquor XUOKOCThb
m. pil. massa pilularum OMJI0JIBHAA Macca
M. Misce, Misceatur Cmeman (IIycTe OymeT
CMEeIIaHOo)
N. numero UMICJIOM
ol. oleum MacJgio (xmokoe)
past. pasta rnacra
Ppl. pilula TIAJTIOJI S
p.aeq. partes aequales PaBHBIE YACTU
ppt., praec. praecipitatus OcaxIeHHbM
pulv. pulvis [Topomok
gq.s quantum satis CxoJpKO norpebyeTcd,
CKOJIBKO Hano
r., rad. radix KOPEeHb
Rp. Recipe Boszbmu
Rep. Repete, Repetatur lorTopm (IIlycTte OyneT
IIOBTOPEHO)
rhiz. rhizoma KOpHEeBMUIIE
S. Signa, Signetur Ob6osHaur (IlycTb OymeT
oBO03HAUEHO)
sem. semen ceMs
simpl. simplex IpOCTOM
sir. sirupus cupon
sol. solutio pacTeop
sSupp . suppositorium cBeua
tabl. tab (u) letta TabjgeTrka
t-ra, tinct. tinctura HaCTOMKa
ung. unquentum Masb
vitr. vitrum CKJISHKA

16.01.2024

IIpniaoxenne N 3

K MHCTPYKI UM 0 MOpsiAKe BHINMNCHIBAHUS
JIEKAPCTBEHHBIX NMPenapaToB U 0(popMiIeHUs
pelenToB U TPeOGOBAHMIT-HAKJIATHBIX,
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YTB. IPpUKa30M MUHHUCTEPCTBA 31PABOOXPAHEHUS
U COLHAJIBHOIO pasutusi PO
ot 12 ¢epans 2007 r. N 110

[lynkr 3.8, yrBepAMBIINI HACTOALIEE NPUIIOKEHUE, IPU3HAH yTPATUBIIMM cuity ¢ 1 mapra 2022 r.
- [Ipuxa3z Munzapasa Poccun ot 24 Hos6ps 2021 r. N 1094H

Nudopmarms 06 msmenenusnx: Cu. npedvloyuyio peoaxkyuio

Ipunoxenne N 4

Kk UHcTpyKkuuM 0 nopsiike BINMCHIBAHUSA
JIEKAPCTBEHHBIX NpenapaToB U 0(popmiIeHUsA
peuenToB U TPeOOBAHMI-HAKJIATHBIX,

yYTB. NpuKa3oM MuHHCTEPCTBA 3PABOOXPAHECHUS
U COUMATBHOIrO passutus P®

ot 12 ¢pepaus 2007 r. N 110

[TyHkT 3.8, yTBepAMBLIMNA HACTOSIIEE MPUIIOKEHNUE, TPU3HAH YTpAaTUBIIUM cuily ¢ 1 mapta 2022 r.
- [Ipukasz Munsapasa Poccun ot 24 Hosi6pst 2021 r. N 1094H

Nudopmarus 00 usmenenusx: Cum. npedwvioyuyio peoaxyuro

Nudopmarnms 06 mamenenusx: Illpuxazom Munsopascoypaszsumusa Poccuu om 20 ansaps 2011 2. N 13n
8 HacmosAujee NPUNONHCeHUe BHeCeHbl USMEHEHUS
Cm. mexcm npunodxcenus 8 npeovloyujell peoaxKyuu

Ipunoxenne N 14

K npukazy MUHHCTEpPCTBA 3PABOOXPAHEHHUA
U COUMATBHOIrO passutus P®

ot 12 ¢eBpaast 2007 r. N 110

HNucTpyknus
0 NOpPAJAKe HA3HAYECHUS U BBINUCHIBAHUSA M31eJIUHA MEAULUHCKOr0 HA3HAYEHHUS U
CIeNNATN3HPOBAHHBIX IPOAYKTOB JIe4e0HOr0 NUTAHNS IS leTeli-HHBAJIN/10B

C u3MeHeHUusIMH 1 JAOIMOJTHCHUSAMM OT:

C u3MeHeHHSIMH B JAOMOJTHCHUSAMH OT:

20 staBaps 2011 T.

IF'APAHT: CornacHo mnpukazy MunsnpaBa Poccum ot 26 ¢epans 2013 r. N 94n Hacrosiee
npuiokeHne He npumensiercs ¢ 1 uronst 2013 r. kK MpaBOOTHOLIEHUSIM, CBS3aHHBIM C HAa3HAUYEHUEM U
BBIIIMCBIBAHUEM JIEKAPCTBEHHBIX IIPENAPATOB U MEIULIMHCKUX U3AETUN

1. M3nenus MEeTUIIMHCKOTO HAa3HAYEHUS M CIICLHUATN3UPOBAHHBIC MPOIYKTHI JIEYEOHOTO MUTAHUS
JUIsl IeTeW-UHBAJIMIOB Ha3HAYAIOTCS U BBIIUCBHIBAIOTCS B paMKax MPEAOCTABICHUs OTACIbHBIM KaTETOPUAIM
rpaXkJlaH rocy1apCcTBEHHON COIMATFHON TTOMOIIY B BUJIE HA0OPA COLUANBHBIX YCIIYT.

2. 3nenus MEIUIIMHCKOTO HAa3HAYEHUS! HA3HAYAIOTCS U BBIMHMCHIBAIOTCA BpayaMu ((esbamepamn)
MEJIULUHCKUX OPraHU3alUi, OKa3bIBAIOIINX [IEPBUYHYIO0 MEIUKO-CAHUTAPHYIO IIOMOIILb.

Crienanu3upoBaHHble TMPOAYKTHI JIEYEOHOTO TMHTAaHHUS Ui JETCH-WHBAIMIOB Ha3HAYAIOTCS
BpayaMy MEIMLMHCKUX OpraHU3allii, OKa3bIBAIOIIUX MEAUKO-TE€HETUYECKYIO IIOMOIb, U BBIIMCBIBAKOTCS
BpadyaMd  MEIULMHCKUX  OpraHU3alMi, OKa3bIBAIOIIUX  MEIUKO-TEHETHUYECKYI0 IIOMOIIb, HIIHU
BpauaMH-CIelIMaIUCTaMu (B CiIydae HMX OTCYTCTBHS JICHAIlMM BpadoM) MEIUIMHCKHX OpraHU3allHid,
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OKa3bIBAIOUINX NEPBUUHYIO MEIUKO-CAHUTAPHYIO IIOMOIILb.

3. PeuenTel BBINUCHIBAIOTCS HA M3JENMS MEIULMHCKOIO HAa3HAUEHUS U CHELUUAIN3UPOBAHHBIC
IPOAYKTHI JIEYEOHOT'O MUTAHUS JJIS I€TCH-UHBAINOB, BKIIOYEHHBIC B MEPEYHH U3JEIUNH MEAULIUHCKOTO
Ha3HAUCHUs W CHCHHATM3UPOBAHHBIX TMPOIYKTOB JICUEOHOTO MHUTAHUS JUIS JAETEH-WHBAINUIOB,
YTBEPKIAaeMbI€ B YCTAaHOBJIICHHOM IIOPSAKE.

4. PeuenTsl BHINHMCHIBAIOTCA Ha penenTypHbIX Onankax ¢opmbl N 148-1/y-04 (1) u N 148-1/y-06
(J1) B COOTBETCTBHM € TpPeOOBAHUSAMH, MPEAyCMOTpeHHBIMU pazaenamu | u Il MHCcTpykumu o mopsiake
BBINMCBIBAHUS JICKAPCTBEHHBIX IMpernaparoB M O(OPMIIEHUS pPELenToB M TpeOOBaHMK-HAKIIAIHBIX
(mpunokenue N 13).

5. Ilpu BBINMCHIBAHMM XPOHUYECKUM OOJBHBIM PELENTOB Ha CHEIHATU3UPOBAHHBIC IMPOIYKTHI
Je4eOHOro MUTAHUS IS AeTeH-UHBAIN/I0OB BpauaM pa3pelaceTcsi yCTaHABIUBATh CPOK JICHCTBHS pelenTa B
Ipenesax 10 OJHOIo roja.

[Ipu BHIMUCHIBAaHUH TaKUX PELENTOB Bpad JOJDKEH ClIENaTh MOMETKY " XpoHu4yeckomMy OoiapHOMY",
yKa3aTh CPOK JICHCTBHSA pellenTa U NePUOJIUIHOCTD OTITYCKa CIIEHUATM3UPOBAHHBIX MPOIYKTOB JeUeOHOT0
NUTaHUS JUIS 1€TEH-UHBAINIOB M3 aTEYHOTO YUPEeKACHUs (OpraHu3alun) (€KeHeAeIbHO, e)KEMECSUHO U
T.I.), 3aBEPUTh 3TO yKa3aHUE CBOECH NOJINMUCBHIO M JMYHOM IEYaThlo, a TAKXKE INEYaTbi0 MEAUIIMHCKON
opranusanuu "l penentos'.

Hudopmanus o6 usmenenusx: Illpuxazom Munsopascoypaszsumus Poccuu om 20 ansaps 2011 2. N 13n
8 Hacmosujee NPUNOICEHUe BHeCEeHbl USMEHEHUS
Cm. mexcm npunodxcenus 8 npeovloyujell peoaxKyuu

Ipunoxenne N 15

K npukazy MuHHCTepCTBA 31PABOOXPAHEHHUS]
U COUMATBHOIO passutus P®

ot 12 ¢eBpaast 2007 r. N 110

HNucTpykuus
0 NMopsiiKe XpaHEeHHs PeleNnTyPHbIX 0J1aHKOB

C u3MeHeHUusIMH 1 JAOIMOJTHCHUSAMM OT:

C u3MeHeHHSIMH B JAOIMOJTHCHUAMMU OT:

25 centsa6ps 2009 r., 20 saBaps 2011 T.

T'APAHT: CornacHo mnpukasy MunzapaBa Poccum ot 26 despans 2013 r. N 94 Hacrosmiee
nIpuiokeHne He npumensercs ¢ | umronsg 2013 r. k. NpaBOOTHOIIEHMSM, CBSI3AHHBIM C XPAaHEHUEM
peLenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHBIE TIpenapaThl 1 MEAULIMHCKUE U3IENUs

1. MenaunuHCKHE OpraHu3allMd TOJIYy4aloT HEoOXOIMMBbIE pelenTypHble OJaHKH —uepes
TEPPUTOPHUAJIBHBIE OPTaHbl YIPABICHUS 3PaBOOXPAHEHUEM WA OPraHHU3alUH, YIIOJHOMOUYEHHBIEC HAa 3TO
OpraHaMH HCIIOJHHUTENBbHOM BlacTu cyobekToB Poccuiickoit deneparyu.

3amac peuenTypHbIX OJaHKOB B MEIMIMHCKHX OpraHu3alMsaX HE JJOJDKeH NpPEeBbIIATh
MOJYTOZIOBOM, a CIEHMAIBHBIX PEIENTYypHBIX OJAaHKOB Ha HAPKOTHYECKUE CPENCTBA M ICUXOTPOITHBIC
BemiectBa Crmcka Il - MecssuHOM MOTPEeOHOCTH.

YacTHOMPAKTUKYIOIINE BPaul CaMOCTOSTENIFHO 3aKa3bIBAIOT OJIAHKU PELENTOB (32 UCKIIOYECHHEM
CHELMANbHBIX PpElEeNTypHbIX OJAaHKOB Ha HApKOTHYECKOE CPEICTBO M TICHUXOTPOMHOE BEILIECTBO) C
yKa3zaHHEM THIIOTPaCKUM CIIOCOOOM B BEpXHEM JIEBOM YTy ajpeca Bpada, HOMepa, JaThl U CpOKa
JEUCTBHs JIMLEH3UM, HAUMEHOBAaHUsA OpraHa TIOCYJapCTBEHHOM BJIACTH, BBIIABUIETO JOKYMEHT,
MOATBEPKAAIOIINN HAIMYUE JTULEH3HH.

2. B kaxaoll MEIMIMHCKONM OpraHu3alMd IPUKA30M pPYKOBOIUTENS Ha3HA4aeTcs JIMLO,
OTBETCTBEHHOE 3a MOJYyUYCHHE, XpaHEHHE, YUET U BbIJJauy BCEX BUJOB PELIENTYPHBIX OJAHKOB.

3. PeuentypHble OJaHKM JOJDKHBI XPAaHUTHCS OTBETCTBEHHBIM JIMLOM IO 3aMKOM B
MeTaJuIn4eckoM MmKkady (cerde) mim MEeTaIUTMYECKOM SIIUKE, a CIeHUANbHbIe pelenTypHble OJIaHKU Ha

16.01.2024 Cuctema TAPAHT 32/33



[Tpuka3z MunucTepcTBa 3ApaBooXpaHeHus M corpansHoro passutus PO ot 12 despans 2007 r. N 110 "O nopsiake

HApKOTUUYECKOE CPEJICTBO U IICUXOTPOITHOE BELIECTBO - B cele.

YacTHOMPAKTUKYIOIIMKA Bpady JIOJDKEH XPaHUTh pEUENTypHble OJaHKH TOJ 3aMKOM B
METaJUInYecKoM mmKady (ceide) umu smuke.

4. VYyer penentypHblXx OJaHKOB 10 BHAAM BEIETCA B JKypHaJIaX, MPOHYMEPOBAaHHBIX,
IPOLIHYPOBAHHBIX U CKPEIJICHHBIX MOANNCHI0 PYKOBOAUTENS U NEYaThI0O MEAUIIMHCKONW OpraHU3aluy 10
ycTaHoBIeHHBIM (popmam (mpuitoxkenust N 10 u N 11).

5. IlocTOSIHHO NIEHCTBYIOIIAsl KOMHUCCHS, CO3/1aBacMasi B MEAULIMHCKON OpraHM3allMM, IPOBEPSET
COCTOSIHME XpAHEHHUs, yueTa, (pakThdecKoe HAIWYHE M PAacXOJ CIEHUAIBHBIX PELEeNTYpPHBIX OJTaHKOB Ha
HapKOTHYECKOE CPEJICTBO U NMCUXOTPOITHOE BEIIECTBO OJMH pa3 B MECSAI] U APYTUX PELENTYPHBIX OJTaHKOB
- OJIVH pa3 B KBapTaJl.

B ciydae HecoBmaaeHHsT KHMXKHOTO OCTaTKa PELENTYPHBIX OJaHKOB € (haKTHUECKUM HAJTUYUEM
JMII0, OTBETCTBEHHOE 3a IIOJIyYe€HHE, XpaHEHHe, Y4YeT W BbIady peleNnTypHBIX OJaHKOB, HECEeT
OTBETCTBEHHOCTB, IIPEYCMOTPEHHYIO 3aKOHOAaTenbCcTBOM Pocculickoit deneparuu.

6. Opranel ympaBieHUs 3ApaBooxpaHeHHeM cyObekToB Poccuiickoit ®enepanuu mpu
00cIIeIOBaHUM MEIULUHCKUX OPTaHU3aIMi KOHTPOJIUPYIOT MCIIOJIb30BaHHE U 00ecreueHe COXPaHHOCTH
peLenTypHBIX OJIAHKOB.

7. PeuentypHble ONaHKM B KOJWYECTBE 2-HEJECNBHOW MOTPEOHOCTH BBIJAIOTCS MEIUILIMHCKUM
paboTHHKaM, UMEIOIIUM TPAaBO BBIMUCHIBAHHS PELENTOB, IO PACHOPSHKEHUIO TNIABHOTO Bpaya WIIM €ro
3aMECTUTEIIS.

8. Jlewamemy Bpauy paspeliaeTcsi BbIIaBaTh €IMHOBPEMEHHO HE 0Oojiee JECATH CIEeHUAIbHBIX
pelenTypHbIX 0JIAHKOB Ha HAPKOTHYECKOE CPEJICTBO U IICUXOTPOITHOE BEIIECTBO YCTAaHOBICHHOTO 00pa3ia
JUISl BBITMCBIBAHUS HAPKOTUUYECKUX CPEACTB U IICUXOTPONHBIX BemecTs Crnucka II.

9. Ilony4eHHble perenTypHble OJaHKH MEAMLIMHCKUE pAaOOTHUKH TOJDKHBI XPaHUTh B TOMEIICHUSX,
00eCreynBaroIuX UX COXPAaHHOCTb.

CornacoBaHo

PykoBonutens (3aMecTUTEND PYKOBOJAUTES)
®CKH Poccun O.H. Xapuukun
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