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AHHOTANUSA

TkaueBa, lionmuiaa FOpseBna. ®apmanieBruueckas sxkcneprusa penenta [ Teker]: yueOnoe
rmocobue I CTyIHTOB, oOy4Jaronuxcs 1o crnenuanbHoct 33.02.01 ®dapmarus / JI. 1O. Tkauesa;
Komurer oOpasoBanusi u Hayku Bonrorpanckoit ob6nactu, ['ocynapcTBeHHOE aBTOHOMHOE
npodeccuonanbHoe oOpa3oBaTenbHOE YyupexaeHue «Boarorpaiackuii MeaMKO-3KOJIOTHYECKHA
TeXHUKym», 2024. - 76 c.

YueOHOe Mmocobue mpeaHa3HAuYeHO ISl CAMOIMOJTOTOBKUA OOYYAIOIIMXCS K MPaKTUYECKUM
3aHATHUAM 110 npodeccroHansHoMy Moaysto [IM 01.

YueOHoe mocoOue Juisi CaMOMOATOTOBKM OOYYAarONIMXCA K MPAaKTHYECKUM 3aHATHSAM IO
paboueii mporpamme mpodeccuonanbHoro monayis IIM.01 OnrToBasi M po3HHUYHAS TOPTOBJIA
JIEKAPCTBEHHBIMHU CPEJACTBAMM M OTIYCK JIeKAPCTBEHHBIX NMPenapaToB AJs MeIUIUHCKOT0 U
BETEPHUHAPHOI0 NPHUMEHEHHUsI, KOTOpas SBIICTCS YacThi0 O0Pa30BATEIBHOW MPOTPaAMMBI IO
CHENHATLHOCTU cpelHero npodeccuonaabHoro odpazoBanus 33.02.01 dapmauusa (ganee — Ol
CIIO, omobpennoi metoguaeckum coBetoMm ['ATIOY BMOT, nporokon Ne 4 ot 11 mapra 2024 1.).

Peammzyemas B I'AIIOY BMOT o6pa3oBarenbHas nporpamma mno crnernuansHoctu CITIO
33.02.01 ®apmanus, pa3paboTaHa Ha OCHOBAaHUM IPUMEPHON 00pa30BaTEIbHON IMPOrpaMMBbl
MOATOTOBKU CIENMATUCTOB cpeaHero 3BeHa (Perucrpaunonnsiii Homep 39 B ['ocymapcTBeHHOM
peecTpe IpPUMEPHBIX OCHOBHBIX 00pa3oBaTeiabHbIX nporpamm: [Ipukaz ®I'BOY JI1O UPIIO Ne I1-
41 or 28.02.2022 r.), pa3paboTaHHOW Ha OCHOBE (pemepasbHOr0 TOCYIapCTBEHHOIO
00pa3oBaTENBPHOTO CTAaHAAPTa CPEAHEro Mpo(ecCHOHAILHOTO O0pa30BaHMs MO CHENHATbHOCTH
33.02.01 ®dapmanus, YTBEPKACHHOTO
[MPUKA30M MUHITPOCBEILLIEHW S POCCHUU ot 13 utons 2021 r. Ne 449 (nanee - ®I'OC CIIO-
05), 3apeructpupoBannoro B MUUHMUCTEPCTBE FOCTULIMHN PO 18 aBrycta 2021 roma Ne 64689.

Opranuzanus-pa3padoTyMK:  TOCYJapCTBEHHOE  aBTOHOMHOE  MpodecCHOHAIbHOE
oOpa3oBarenbHOE yupexiaeHue «Boarorpaackuii MeIUKO-SKOJIOTHYECKUN TEXHUKYM» (fanee
'AIIOY BMOT).

CocraBuTenu:
[TpenogaBatens npodeccuoHaNbHBIX MOJyJIel BbICIIEH KBaTU(UKAIMOHHONW KaTeropuu Mo
cnenuanbHocTh 33.02.01 ®apmanus Tkauesa JIrogmuiia FOpreBHa
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1. HOACHUTEJIBHAA 3AIIMCKA

AKTYyaIbHOCTb.

Jlis  TOBBIIEHUS KadyecTBa JIGKAPCTBEHHOTO OOECleYeHUs] HACeJIeHHs] CYIIEeCTBYET
HEOOXOUMOCTh  COBEPIICHCTBOBAHHUS  MPO(PECCHOHAIBHBIX  KOMIICTEHIIMH  CIICIUATHCTOB,
paboTaronux B anTeyHbIX opranuzanuax. OyHkuuen 10001 anTeku SBIsSETCs MPaBUIbHBIA OTITYCK
JIEKAPCTBEHHBIX MpENaparoB M APYrMX TOBApPOB AaNTEYHOTO AaCCOPTUMEHTA, IMPUEM pPELENTOB,
KOHTpOJIb 32 IPAaBWIbHBIM HAa3HA4eHHEM JIEKapCTBEHHBIX IpenaparoB. /[[ns ocyuiecTBieHus
HAJJIeXKAINET0 OTIMyCKa JICKAPCTBEHHBIX TIPENapaToB HEOOXOAMMO MPOBOIUTH OKCIEPTHU3Y
MOCTYNUBLIMNX PELENTOB B aNTeKy COIJacHO JEHCTBYIOIIEMY 3aKOHOJATENbCTBY B 00JacTu
BBINIUCHIBAHUS U OPOPMIICHUS PEIICTITOB.

Tema «IlpaBwiia otnmycka jnekapcTBeHHBIX npenapatoB» B [IM.01 «OnroBas u po3HUYHas
TOPrOBJISl IEKAPCTBEHHBIMU CPEJICTBAMU M OTITYCK JICKAPCTBEHHBIX MPENApPaTOB JUIsl MEIUIIUHCKOTO
u BerepuHapHoro mpumenenus» (OI'OC CIIO 2021 r.) akryanpHa A OOydarolUXcs
cnenuaibHOCTH «@Dapmanus», TaK Kak OOJBIIMHCTBO JIEKAPCTBEHHBIX IMPENapaToB JAOJKHBI
OTIIyCKaThCS CTPOTO MO pelenty Bpaya. B mpaktuueckoil neareinbHOCTH (apMaleBTUUECKUX
pabOTHUKOB 3HAHWE OOIICH penenTypsl UMeeT OOJNBINOe 3HAYCHHE, TaK KaK PElEnT BBITOIHSICT
(GYHKIUIO CBSI3YIOLIETO 3B€HA MEX1y BpayoM, (hapMaileBTOM U MAIUEHTOM. 3HaHHE MPABHII OTITyCKa
JICKapCTBCHHBIX MPEIapaToB MO3BOJIICT (hapMaleBTy TPaMOTHO MPOBOAMTH (HapMarieBTHUCCKYIO
JKCIEPTU3Y PELENTOB M MPaBUIBHO OTIYCKaTh JIEKAPCTBEHHBIC MpPENapaTbl U3 aNTEeYHOU
OpraHu3alMH.

YueOHOe MmocoOue MpeaHa3HaueHO JUIsi ONTHUMM3AIMM W3Y4YeHHs] MaTepHala Mo paslaeiy
«IIpaBuia oTmycka JIEKAPCTBEHHBIX TPENApaToOB ANTEYHBIMH OPTaHHU3AIMSAMEIY O0YYarOIIUMUCS
cnenranbHocTd 33.02.01 dapmanus, BKIOYAET TEOPETUUYECKUN MaTepuad M PacCUYUTaHO Ha
CaMOCTOATENIbHYIO MOJATOTOBKY K MPAKTUYECKUM 3aHSITHSIM.

B mocoOuu moapoOHO M AOCTYMHO jsi OOyYaroUIUXCsS W3JI0KEHBI OCHOBHBIE TOJOKEHUS
3aKOHOJIaTEIbHBIX U HOPMATHUBHO-TIPABOBHIX JIOKYMEHTOB, KaCalOIIMXCS BOMPOCOB BBIMTACHIBAHUS
PELENTOB U OTIYCKa M0 HUM JIEKAPCTBEHHBIX MPENapaToB.

TecToBBIM KOHTPOJb, ATAJIOHBI OTBETOB HAa HETO, 3aJaHUs MO MPAKTHUYECKHUM HaBBIKAM C
MOAPOOHBIMH OTBETaMHU TO3BOJISAT OOYYAIOIIMMCS YCIEIIHO OCBOUTh TEOPETUUYECKUN MaTepual,
HEOOXOAUMBIM IS TPOXOXKJAEHUS TMPOMEKYTOUYHOM aTTECTAIluH, TEPBUYHOM aKKpEIUTAIUU
CHEIHMATMCTOB M OBIAJETh MPAKTUYECKUMH HaBBIKAMH JJIsi CBOeH Oyaymiei mpodeccruoHanbHON
NeSITEIbHOCTH.



2. HEJb, 3AJAYU YYEBHOI'O IIOCOBUA i1 CAMOINOAIOTOBKH
OBYYAIOIINXCsI K MNPAKTHYECKUM 3AHATHSIM, KOJIbl MU HA3BAHHUE
OOPMUPYEMBIX KOMIIETEHIIMHU U JIMYHOCTHBIX PE3YJbBTATOB

YyebHoe mocodue aJisi cCaMOINOATOTOBKH K MpakTrdeckuM 3aHsaTusM mo [IM.01 OITTOBAS
N PO3HMYHASA TOPI'OBJISA JIEKAPCTBEHHBIMU CPEACTBAMU UM OTIIYCK
JIEKAPCTBEHHBIX [IIPEITAPATOB JUIA MEIUIIMHCKOI'O W BETEPMHAPHOI'O
[MPUMEHEHUS nanpaBieno Ha (GOpMHpPOBaHHE MPAKTUYECKHX YMEHUH - MPO(pECCHOHATBHBIX
yYMEHUH (BBINOJIHATH ONpPENEICHHbIE JIEHCTBUS, ONepanuy, HeOOXOAMMBIX B IOCIEIYIOLIEM B
poeCCUOHATILHON IEATEIEHOCTH).

CopneprkaHue U CTPYKTypa yueOHOro ocobust COOTBETCTBYIOT TpeOoBaHUAM DesiepaabHOro
rOCyJapCTBEHHOTO oOpa3oBarenbHoro cragaapra CIIO.

VYuebHoe mocobue IpeaHazHaueHO [Uid OOYy4aroIlMXCs, CPEIHEro IMpoecCHOHATBLHOIO
obpazoBanus (naee — CI10) cnermanbrocT 33.02.01 @apmarnms.

B moco6uu M310)KEHBl OCHOBHBIE IOJIOKEHUS MOpSAJKAa PELENTYypHOro OTIycKa
JICKApCTBEHHBIX NPENapaToB aNTEYHBIMH OpraHW3alUsIMHU, TNPHUBENEHBI (OPMBI PELENTYPHBIX
0J1aHKOB, TPeOOBaHU K UX 0(OPMIICHUIO, CPOKU JAECHCTBHS U CPOKU XPAHEHUS PELICTITOB.

Y4ebHoe mocodue HanpapiieHO Ha popmupoBaHue ciaexyronux oommx komrereHui (OK) u
npodeccuonabHbIX KomneTeHui (I1K).

OK 01. BreiOupath crmocoObl pemieHus 3aad  MPO(PECCHOHATBHON  JIEATEILHOCTH
IPUMEHUTEIBHO K Pa3IMYHBIM KOHTEKCTaM.

OK 02. OcymiecTBiATh MOUCK, aHAIN3 U WHTEPIPETALNI0 HHPOPMALIUU, HEOOXOTUMON IS
BBINOJIHEHUS 3a/1a4 IPOdECCHOHATIBHOM 1€ATEIbHOCTH.

OK 03. [InanupoBaTh M peaqn30BBIBATH COOCTBEHHOE MPO(ECCHOHATBHOE U JTMYHOCTHOE
pa3BUTHE.

OK 09. Ucnonp3oBaTh HHPOPMALMOHHBIE TEXHOJIOTHH B TPOGECCHOHATBLHOMN IS TEILHOCTH.

OK 10. [Tonp3oBaTbes MpodhecCHOHATBLHON TOKyMEHTAIUEH.

[IK 1.4. OcymiecTBiasTh PO3HUYHYIO TOPIOBIIO M OTIYCK JIEKApCTBEHHBIX IIPENapaToB
HACEJICHUIO, B TOM YHUCIIE TI0 JIbFOTHBIM pelenTaM 1 TpeOOBAHUAM METUIIMHCKUX OpraHU3aI|i.

[MIK 1.5. OcymecTBisTh pO3HHYHYIO TOPTOBIIO MEIUIIMHCKUMHU H3ICTHSIMH W APYTUMH
TOBapaMM aTeYHOI'0 aCCOPTUMEHTA.

I1K 1.7. OpopMAsTh NIEPBUUYHYIO YUETHO-OTUETHYIO JOKYMEHTAIIHIO.

B pesynbrare nzydenus [IM.01 obygaroniuecs JOMKHBI 3HATH!

- npaBwia oQOpMIIEHHUS pelenToB M TpeOOBaHUI MEIUIIMHCKUX OpraHu3aluii Ha
JIeKapCTBEHHbIE MpenapaTsl, MEIUIIUHCKIE U3/IeIHS U CIIeLMATU3UPOBAaHHbIE POIYKTHI J1€4e0OHOTO
MTUTAHUS:

- IOPSIJIOK OTITyCKa JIEKAPCTBEHHBIX IIPENapaToOB HACEIEHUIO U METUIIMHCKUM OpraHU3allusIM,
B TOM YHCJE JIEKapCTBEHHBIX MPENaparoB, MOAJIEKAIUX MPEeIMETHO-KOJIUYECTBEHHOMY YYeTy
(IIKY):

- TIpaBuUjia U TMOPAJOK JEHCTBUI NpU 3aMeHe JIEKApCTBEHHBIX IMPEnapaToB, BBHIMHCAHHBIX
MEIUIUHCKUM PaOOTHUKOM.

B pesynwsrare uzydyenus [IM.01 obyuaromuecs: JOKHBI YMETh:

- BU3yaJbHO OIICHMBATh DPELENT, TPeOOBaHHS MEIUIMHCKONW OpraHM3allid Ha MpeaMeT
COOTBETCTBHS YCTAHOBJIEHHBIM TPEOOBaHUSAM;

- IPOBOJIUTH 00s3aTeNbHBIE PacyeThl, B TOM YMCJE MO YCTAaHOBJIEHHBIM HOpMaM OTITyCKa
HapKOTUYECKUX CPEICTB, ICUXOTPOMHBIX U CUIIbHOJCHCTBYIOIINX BEIIECTB;

- aHaJIM3MPOBATh M OIEHUBATH PE3YJbTAThl COOCTBEHHOM JESATEIbHOCTH, IESITEIHHOCTH
KOJJIET W JApYyruX paOOTHUKOB cQepbl MEAMLUMHCKUX YCIyr Ui HpeaylnpekAeHus
npoeCCHOHATBHBIX OIMOOK ¥ MUHUMH3AIMK PUCKOB JIJIsl TIOTPEOUTENS;

- cOOMI0aTh MOPSIOK peau3alii U OTIYCKa JIEKAapCTBEHHBIX MPENapaToB HACEIECHHUIO U
MEJIULIUHCKUM OpraHU3alUsiIM;



- TpPOBOANUTH (hapMaIeBTUUECKYIO OKCIEPTU3Y pELENTOB MpU MpUEME U OTIYCKaTh
JIEKapCTBEHHBIE MpenapaTsl 0 peLenTaM Bpayen;

- 0OpMIISTH OTYETHBIE JOKYMEHTBHI MO JBUKCHHIO JIEKAPCTBEHHBIX CPEICTB U IPYTHUX
TOBAapOB aNTEYHOT'O ACCOPTUMEHTA;

- I0JIb30BATHCS] HOPMAaTUBHOW U CIIPABOYHOU JJOKYMEHTALUEH.

[IpakTHUECKUM ONBIT:

- peanu3alny JEKApCTBEHHBIX CPEJICTB U TOBAPOB AITEYHOI'O ACCOPTUMEHTA.

JIP 4 TlposiBastiomuii ¥ JEMOHCTPUPYIOIIMH YBa)K€HHUE K JIIOASIM TpPyJZla, OCO3HAIONIUMN
IIEHHOCTh COOCTBEHHOTO Tpyna. Crpemsmmiics K GOPMUPOBAHUIO B CETEBOU Cpejie JIMYHOCTHO U
poheccCHoHaNTBbHOTO KOHCTPYKTUBHOTO «IIU(PPOBOTO CIEAAN.

JIP 13 JIeMOHCTpHPYIOIIHA TOTOBHOCTh M CITIOCOOHOCTh BECTH JHAIIOT C IPYTHMH JIOIBMH,
JIOCTUTATh B HEM B3aMMOIIOHUMAHUS, HAXOIUTh OOILIKE IeJIU U COTPYAHUYATH JIJISl UX JTOCTHXKEHUS B
podecCHOHATEHOM JIeATEIILHOCTH

JIP 14 Cobmronatomuii BpaueOHYIO TailHy, NPUHLHUIIBI MEAMIIMHCKOW 3TUKH B pabore ¢
MalUEeHTAMH, UX 3aKOHHBIMU TIPEACTABUTEISIMU U KOJUIETaMHU.

JIP 15 IlposBrsoomuil co3HATENbHOE OTHOILIEHHE K HEMPEpPHIBHOMY OOpa30BaHUIO Kak
YCJIOBHIO YCIEIIHON MPOPECCUOHATBHON U 00IIECTBEHHOM JIEATETbHOCTH.



3. OCOBEHHOCTH OPT'AHMU3ALIMU OBPA3OBATEJIBHOI'O ITPOIECCA
1O MPOI'PAMME CIIO
JJIs1 THBAJINJIOB U JIMI C OTPAHUYEHHBIMH BO3MOXKKHOCTAMU
31I0POBbs

OOyuenue oOyvaromuxcs C  OrPaHMYCHHBIMM  BO3MOXKHOCTSMHU  3JI0pOBbsl  IIpHU
HEOOXOJMMOCTH  OCYIIECTBIISIETCS. HA OCHOBE aJanTUpPOBAaHHONW paboueil mporpaMmsl C
UCIOJIb30BAHUEM CIIELUAIBHBIX METOJOB OOYYEHHUs U MAaTepHUaoB, COCTABICHHBIX C Y4YETOM
0cOOEHHOCTEH NCHUXO(PHU3UUECKOTO pPA3BUTHSA, WHIWBUAYAIbHBIX BO3MOXKHOCTEH M COCTOSIHUS
3JI0pOBbsI TaKUX OOydaroluxcsi (oOydarouierocs), a Uil WHBIWJOB TakXe B COOTBETCTBUU C
WH/IMBUYaIbHOM MPOrpaMMoii peaOninTanuy HHBAIKIA.

B nensx ocBoeHus ydeOHOM mporpaMMmbl AMCUUIUIMHBL HHBAIMAAMU M JIMLIAMHU C
OTpaHUYEHHBIMH BO3MOXKHOCTSIMH 37I0POBBSI TEXHHKYM OOECIICUMBACT: IS MHBAJIHUIOB U JIUIL C
OrPAaHUYEHHBIMA BO3MOXHOCTSIMH 3J0POBbsl, HMMEIOIIUX HApyLICHHs ONOPHO-ABUIAaTEIBHOIO
anmnapara:

- BO3MOXHOCTb OECHpPENATCTBEHHOTO JO0CTyna OOydarolMXcs B y4deOHbIE MOMELICHUS U
Jpyrue NOMEIIEHUs TEXHUKYMa, a TaK)Ke IPeObIBAHUE B YKA3aHHBIX TOMELLIEHUSX.

OO6pa3zoBaHue 00yyarOMIMUXCsl C OrpaHUYEHHBIMH BO3MOXKHOCTSMHU 3]I0POBbSI MOXET OBITh
OpPraHU30BAaHO KaK COBMECTHO C IPYTUMHU OO0YyUaIOLIUMUCH, TaK U B OT/AEIbHBIX TPYIIIaX.

Y4ebHO-MeToIMUecKre MaTeprallbl ISl CAMOCTOSITENIbHONW paboThl 00yUaromuxcs U3 4ucia
WHBAINIOB M JIMIl C OTPaHUYECHHBIMH BO3MOKHOCTSIMH 3JI0OPOBBSI IPEIOCTABISIOTCS B (opMmax,
aJlalTUPOBAHHBIX K OIPaHUYEHHUAM HX 370pPOBbS M BOCHPHUATHA HH(pOpManuu (KaTeropuu
CTYJICHTOB).

J1st 00y4aromuxcs ¢ HapylueHueM OIOPHO-ABUIaTEIbHOI0 anmnapara:

- B IIeYaTHOU opMme;

- B (hOpMe 3JIEKTPOHHOTO JOKYMEHTA;

- B popMme ayaunodaiina.

JlaHHBI mepedeHb MOXKET OBITh KOHKPETHU3UPOBaH B 3aBHCHUMOCTH OT KOHTHUHIEHTa
oOydJaronuxcs.

@OHJI OLICHOYHBIX CpPEICTB, COOTHECEH C IUIAHUPYEMBIMU pE3yJIbTaTaMU OCBOCHHUS
oOpa3oBarenbHOM mporpaMMmsbl. s o0ydaromuxcss ¢ HapylleHHeM ONOPHO-IABHIATeJIbHOI0
anmapara NnpeaycMOTPEHBI CIIEIYIOIINE OLICHOYHBIE CPECTBA: PEIIEHUE IUCTAaHIIMOHHBIX TECTOB,
3aJlaHuM, KOHTPOJIbHBIE BOIPOCHI.



4. CHUCOK COKPAIIIEHUH

AOQO — anTeyHas opraHuzanus

['JIIT — roToBBIM JIEKAPCTBEHHBIN IpEnapaT

JIIT — nexapcTBEHHBIN Mpenapar

JIC — nexapcTBEHHOE CPEJICTBO

M3 P® — MunuctepcTBo 3apaBooxpanenus Poccuiickoit denepannu
MHH — MexayHapoaHOe HENTaTeHTOBAHHOE HAUMEHOBAHUE

MO — MenuIMHCKas: OpraHU3aLus

HC — napkorudeckue cpencraa

[T P® — ITocTanoBnenue npaBurtesbcTBa Poccuiickoit deneparuun
IIB — ncuxoTponHsele BelecTBa

[IKY — npeamMeTHO-KOJINYECTBEHHBIN y4eT

[1K — nmpodeccronanbHas KOMIIETESHIHS

P® — Poccuiickas @enepanus

TH — ToproBoe HauMeHOBaHHE

TTC — TpancnepmanbHas TepaneBTUYECKas CUCTEMA

OUO — damunmsi, UM, OTIECTBO

D3 — denepanibHbIN 3aKOH



5. OCHOBHAS YACTb
OBIIEE ITOHATHE O PELEIITE

Peuentsl Ha JIEKApCTBEHHBIE CPEICTBA BBINUCBHIBAIOTCS IMPU HAIWYUU COOTBETCTBYIOLIHUX
MOKa3aHUH TpakaaHaM, 0OpaTUBIIMMCS 32 MEIUIIMHCKON TIOMOIIBIO B METUITMTHCKYIO OPraHU3aIHIo,
a TaKkKe B CilIyyasX HEOOXOJUMOCTU MPOJOJDKEHUS JIEUEHHsS IIOCTEe BBIMIUCKUA TMAalleHTa W3
CTallMOHapa.

PenienT Ha nekapCTBEHHBIN MpemnapaTr - MEIWLUUHCKUM JOKYMEHT YCTaHOBIECHHOU (hOpMBI,
coJieprKalllvii Ha3HauUEHUE JIEKApCTBEHHOIO IIpenapaTa Jiisl MEIULMHCKOTO IPUMEHEHUS, BbIJaHHBIN
MEAUIIMHCKUM PaOOTHUKOM B LEJSIX OTIYCKa JIGKAPCTBEHHOTO Mperapara Uil €ro U3roToBIEHUS U
OTIIyCKa HAa OyMa)XKHOM HOCHTEJE WJIM C COTJIAcUs MalMeHTa WM €r0 3aKOHHOTO MPEJICTAaBUTENS B
dhopme sexkTpoHHOrO MOoKyMeHTa ( Deaepanbhblii 3akoH @3 Ne 61 «O06 oOpaleHnr JTeKapCTBEHHBIX
CPEICTB).

Penient oTHOCHTCA K OJHOU U3 (POPM MEIUIIMHCKOM, FOpUINYECKO, ((MHAHCOBOW U yYETHOU
JOKYMEHTAIIUH U IMEET HECKOJIBKO (DYHKIINH.

Menuuunckass (yHKUMS TOApa3syMeBaeT MoJ coOoi oOpaieHue Bpada U JIPYTHX
MEIUIMHCKUX PAOOTHUKOB, HMEIOIIMX IPAaBO Ha BBHIHCBIBAHUE PEIENTOB, K MPOBU30pPY U
dapmaneBry. Pement sBnseTcs W IOpPUIMYECKHUM JTOKyMeHTOM. CyllecTByeT IpaBoBas
OTBETCTBEHHOCTb 3a HENPAaBUJIbHOE HAa3HAYEHME, U3TOTOBJICHUE U OTIYCK JIEKaPCTBEHHBIX CPEICTB
(JIO).

B cnywyae neobOxommmoctn mpuobperenuss JIC manmueHTOM M JBTOTHOTO OOECIeUYeHUs
MAIMEHTOB PELEIT SIBISETCSA JOKYMEHTOM, oATBepxkAaromuM ¢akt orarsl JIC nanuentom. Takum
obpa3om peanuzyercsi puHaHCOBas (GyHKIHS penenta. CymecTByeT U yueTHas (YHKIHS PElenTa,
KOIJla €ro HaJluyhe NOATBEepkKJIaeT (akT OTIyCKa IpernapaTroB, B TOM YHCJIE HaXOJSALIMXCS Ha
npeaMeTHO-KomuecTBeHHOM yuete (TTKY).

PenenTel Ha JEKapCTBEHHBIE NpENaparbl, MEIAWLUHCKAE H3JENHs, CIEHUATN3UPOBAaHHBIC
MPOJYKTHI JIEUEOHOTO MUTAHMSI BHIITUCBHIBAIOTCS HAa PELIETITYPHBIX OJIaHKaxX onpeneaeHHON (OpMBI.

[Topsimox Ha3HaueHUs JEKAPCTBEHHBIX MpernapaToB, (OPMbI PEUENTYpHBIX OIAaHKOB H
MOPAZIOK UX 0hOpMIIEHUS periaMeHTupyrorcs npukazoM M3 PO Ne 1094n ot 24.11.2021 r. «O6
yTBepxkaAeHun [lopsaka Ha3HAYeHHsI JIEKApCTBEHHBIX MPEnapaToB, GopM pPelenTypHbIX OJaHKOB Ha
JeKapcTBeHHbIe mpemnapartsl, [lopsaka odopmieHUs ykazaHHBIX OJaHKOB, UX y4yé€Ta U XpaHEHus,
¢dbopM OJIaHKOB PEINENTOB, COAEPKAIINX Ha3HAYCHHE HAPKOTHUECKUX CPEICTB HIIM MCUXOTPOIHBIX
BeulecTs, [lopsiaka UX U3rOTOBIIEHHUS, paclpeesieHusl, PETUCTPAlluy, YUéTa U XpaHEHUs, a TaKxKe
[TpaBun oopmieHus: 6I1aHKOB PEENTOB, B TOM Yucie B (popMe EKTPOHHBIX TOKYMEHTOB». JTOT
JIOKYMEHT COJIEP’KUT BCIO HEOOX0AUMYI0 MH(OpMaIuioo: 00pasilsl 0JaHKOB, TIpaBuiIa Ha3HAUYCHUS
JIEKapCTBEHHBIX CPENICTB, NOPSAJOK XPaHEHUS PELIETITOB.

Peuenr, BeIHCaHHBIN ¢ HAPYLIEHUEM ITPaBUII WIIA COAEPKAIUN HECOBMECTUMBIE
JIeKapCTBEHHbIE BEIIECTBA U IPyTHe OUIMOKH, CYUTAETCS HEACHCTBUTEIbHBIM.

Penent racurcs mrammnom «Penent HeAeHCTBUTENEHY, peructpupyercs B XKypHane
perucTpaiyy HeMpaBWIbHO BHIMMCAHHBIX PELIENITOB U BO3BpaliaeTcs nanuenty. Mupopmanus o
TaKOM peLEeNTe NepeaaeTcs pPyKOBOJUTENI0 MEUIIMHCKON OpraHi3aum.

Cy1ecTByIOoT 4eTblpe (OpPMbI pelenTypHBIX OJaHKOB JUIsS BBINMKUCBIBAHUS JIEKAPCTBEHHBIX
MpenaparoB, yTeepkaeHHbie mprukazoM M3 PD Ne1094Hu ot 24.11.2021 r.:

- Peuentypubiii Onank ¢opmbr Ne 107/y-HII — cneumanbHblil perientypHblii ONaHK Ha
HapKOTUYECKOE CPEICTBO WIIM ICUXOTPOITHOE BELIECTBO.

- Penentypubiii 6mank ¢popmsr Ne 148-1/y-88.

- Penentypnerit 6mank ¢popmer Ne 107-1/y.

- PenenitypHeiii 6:1ank popmbt Ne 148-1/y-04 (i)



ITPABUJIA 3AITIOJIHEHUA 1 O®@OPMJUIEHUM A PEIEIITYHBIX BJIAHKOB

OO01mue moJIoKeHus.

Haznauenue nexapCTBEHHBIX IPENapaTOB OCYIECTBIISETCS JeUallluM BpauoM, (hebamepom,
aKyLIEpKOM B Clly4ae BO3JIOKEHUS HAa HUX [TOJTHOMOYMH JIeHallero Bpaya B MOpsAKE, yCTAHOBIEHHOM
IIpUKa30M MuHuUCTEPCTBA 31paBOOXPAHEHUS U COLUAIBHOTO pa3BuTus Pocculickon denepanuu Ne
2521 ot 23 mapta 2012 r., uaauBuaAyadbHbIMU npeanpuHuMatensivu (MII), ocymecTBiastomumumu
MEIULUHCKYIO JeSITeIbHOCTD (J1ajee - MeJUIIMHCKNAE PAOOTHHUKH).

MenuuuHckuii paOOTHUK, O(OPMUBLINK PELIENT C HAPYIICHHEM HACTOSLIETO MOPSJIKa, WK
PYKOBOJIUTENIb MEAMLMHCKOW OpraHM3alud OOECIIEYHBAIOT CBOEBPEMEHHOE MepeoPopMIICHHE
Tpedyemoro Jyisl malueHTa penental

CBeneHuss 0 Ha3HAYEHHOM JIEKapCTBEHHOM Ipenapare (HaumeHoBaHue JIII, no3mpoBka,
croco® BBEACHHUS M TMPUMEHEHUS, PEXKUM JAO3HPOBAHUS, MPOIAODKUTEIBHOCTh JICUEHUS U
000CHOBaHME HA3HAYCHUs JIEKAPCTBEHHOTO Iperapara) BHOCSTCS METUIIMHCKHM pPaOOTHHKOM B
MEIULHHCKYIO JOKYMEHTALMIO AllUEHTA.

Ha3nauenue nekapcTBEHHOr0 Ipenapara B pelente Ha O0yMaKHOM HOCUTEJNIE UM PELEIITE B
(dbopMe >IIEKTPOHHOTO JOKyMEHTa OpopMIIsieTcs Ha MM MalMeHTa, /Ui KOTOPOro IMpeaHa3HaueH
JIEKApCTBEHHBIN IIpernapar.

MeauuuHckuii pabOTHHK, HAa3HAYMBIIHIA JIEKapCTBEHHBIN Mpenapar, opopMisieT Ha3HAueHHe
JIII, B TOM 4uciae NOJJIEKAUIMX H3TOTOBICHUIO M OTIYCKY alTE€YHbIMH OpraHMU3alUsIMH, Ha
peuentypHoM OJiaHKe, OpOpPMIICHHOM Ha OyMa)XHOM HOCHTENIC 3a CBOCH MOAMKCHIO, U (UIU) C
corylacus MAalMeHTa WM €ro 3aKOHHOTO NpPEJICTaBUTEN HAa peuenTypHoM OjaHke B ¢opme
ANEKTPOHHOTO JIOKYMEHTa C HKCIIOIb30BAHUEM YCUJICHHONW KBAIU(DUIIMPOBAHHOW SIEKTPOHHOU
MOJNUCU MEIULIMHCKOTO pabOTHHUKA.

MenunuHckre pabOTHUKY BBITUCHIBAIOT perienthl Ha JIIT 3a cBoeii moanuceo.

Ha3nauenue nekapcTBEHHBIX MPENapaToB OCYIIECTBIAETCS MEIULIMHCKUM PaOOTHUKOM I1O:

- MEX/IyHapOJAHOMY HelaTeHTOBaHHOMY HaumeHoBanuo (MHH);

- NpU OTCYTCTBUM MEXIYHApOJHOTO HEMAaTeHTOBAaHHOIO HAaWMEHOBaHUS - 1O
IpPyNIUPOBOYHOMY MM XMMHUYECKOMY HAUMEHOBAHUIO;

- B ClIy4ae OTCYTCTBUS MEXIyHapOJHOIO HEMAaTeHTOBAaHHOIO HAUMEHOBAHMS U
IpPyIIMPOBOYHOTO WIA XMMUYECKOIO0 HAaMMEHOBAaHM JIEKapCTBEHHOro npenapara, JIIT nazHagaercs
MEAUIMHCKUM paOOTHUKOM 1O ToproBoMy HauMeHoBaHuto (TH).

*MeskIyHapoIHOE HEMaTeHTOBAaHHOE HAMMEHOBAHHUE JIeKapcTBeHHOTo cpeactea (MHH JIC) -
HAaUMEHOBAaHME JIEUCTBYIOIIET0 BellecTBa (apMalleBTUUECKON CyOCTaHIIMH, PEKOMEHJOBaHHOE
Bceemuphoii opranuzanueii 3npasooxpanenust (O3 Ne 61 ot 12.04.2010 ., cT.4).

* Toprosoe HammeHoBaHMe JjekapcTBeHHoro cpenctsa (TH JIC) - HamMeHoOBaHMe
JIEKapCTBEHHOTO CpEACTBA, NPUCBOCHHOE €ro pa3padOTUMKOM, JAep)KaTesieM WM BIaJebleM
PETUCTPALIMOHHOTO YAOCTOBepeHus ekapcTBeHHoro npemnapara (O3 Ne 61 ot 12.04.2010 r. cT.4).

I'pynnupoBouyHOE HaMMEHOBAaHME JIEKAPCTBEHHOI'O Ipenapara - HaUMEHOBAHUE
JIEKapCTBEHHOI'O Ipernapara, He UMEIOLIEro MeXIyHapOJAHOI0 HEMaTeHTOBAHHOTO HAaUMEHOBAHMS,
WA KOMOMHALIMY JIEKApCTBEHHBIX MPENapaToB, UCIOJIb3YEMOE B IENAX O0bEIUHEHUS UX B TPYIILY
Mo/l €AMHBIM HAUMEHOBAHUEM MCXOIs1 U3 OJMHAKOBOTO COCTaBa JeUCTBYrOMMX BemiecTB (D3 Ne 61
ot 12.04.2010 r., cT.4).

[lpy HanuuuM MEIUIIMHCKUX TOKAa3aHUW (UHOUBUOVANbHASL HENepPeHOCUMOCMb, HO
JHCUBHEHHbIM NOKA3AHUAM) TIO PELIeHHI0 BpaueOHON KoMuccuM MeauuuHcKkod opranuzamuu (BK
MO) ocymiecTBisieTcsl Ha3HaAY€HHE W O(QOpPMIICHHE HAa3HAYEHHS JIEKApCTBEHHBIX IpErapaTroB, HE
BXOJSLIUX B CTAHAAPTHI MEAUIIMHCKON TOMOIIH, WM IO TOPTOBBIM HAUMEHOBAHUSM.

Pemenue BpaueOHON KOMUCCHUU MEAUITMHCKONW OpraHU3anui (PUKCUPYETCS B MEIUIIMHCKOMN
JOKyMEHTaIuM namuenTta u B XKypHaine BpaueOHON KOMUCCHH.

Penent Ha OymakHOoM HOcuTese, opopMiIeHHBIM Ha perentypHoM Omanke hopm Ne 107/y-
HIT, Ne 107-1/y, Ne 148-1/y-88, Ne148-1/y-04(;1) MOkeT ObITh TIOTyUYEH MAlMEHTOM, €TO 3aKOHHBIM
MPE/ICTaBUTENIEM WM JIMIOM, HMEIOUUM O(OPMIEHHYI0 B COOTBETCTBUM C TPaKIaHCKUM
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3aKOHOJAaTeNbCTBOM P® [OBEpEeHHOCTh OT MalMEHTa Ha MPABO MOJYYEHHUS TaKOro perenta
(YIIOJIHOMOYEHHOE JIMILIO).

@akT BbIJAYM pEIENTa Ha JICKAPCTBEHHBIM MpernapaT 3aKOHHOMY MPEACTABUTEN0 WIIU
YIOJHOMOYCHHOMY JIUITy (PUKCUPYETCS B MEAWIIMHCKOW JTOKYMEHTAITUH MAIMeHTa (B MEAUIIMHCKON
Kapre).

MeauiHCKUM paOOTHUKAM_3alpeiaeTcs BBIMUCHIBATH PEIICTITHI:

- IpY OTCYTCTBUHU Yy NAIUEHTA MEIULIMHCKUX MMOKa3aHUH;

- Ha JICKapCTBEHHBIE NIPEINAPAThI, HE 3aPETUCTPUPOBAHHBIE HA TeppuTOpUn PD;

- Ha JIGKapCTBEHHbIE Mpenaparbl, KOTOPbIE B COOTBETCTBUM C HHCTPYKIHEH IO
MEIUIIUHCKOMY NMPUMEHEHUIO UCTIOJIB3YIOTCS TOJIBKO B MEIMIIMHCKUX OpraHu3alusx (CpeacTna AJis
Hapko3a: GTOpOoTaH, XJIOPITHII, XJIopodopM, ddup 11 HapKo3a, PEeHTAaHWT PACTBOP IS HHBEKITUH,
KeTaMHHAa THIPOXJIOPH]I, COMOPEBHH U JIp.);

- HApKOTHUYECKHE CpEICTBA M TCUXOTPOIHbIC BellecTBa, BHeceHHble B Cnmcok I,
3aperucTpupoBaHHbie B kKauecTBe JIII, 115 neuenns HapKkOMaHuu;

NHauBHyanbHBIM OPEIPUHUMATENSAM, OCYIIECTBISIOIINM MEAUIMHCKYIO NEATEeIbHOCTD,
JOTIOJTHUTEIBHO K TPeOOBAaHUAM YKa3aHHBIM BBIIIE 3aMIPEIIACTCS BHIMUCHIBATH PELICTITHI:

- Ha HApKOTHYECKHUE CPEJICTBA W ICUXOTPOIHbIC BellecTBa, BHeCeHHbIe B Criucku 11 u 111
[Iepeuns.

IIpy Ha3HAYEHNMH HAPKOTHUYECKUX M MCUXOTPOIHBIX JIEKAPCTBEHHBIX MpenapaTtoB Crucka Il
Ilepeunsi, 3a HCKJIIOYEHHEM JIEKAPCTBEHHBIX IPENAapaToB B  BHUJE TPAHCAECPMAIbHBIX
TEPANEBTUYECKUX CUCTEM U JICKAPCTBEHHBIX IIPENapaToB, COJACPKAIIUX HAPKOTHIECKOE CPEIICTBO B
COUCTAHMHM C AHTAarOHUCTOM OINHUOWJHBIX PEIENTOPOB, pPEIEenThl Ha OyMaKHOM HOCHTEIE
odopmisroTes Ha petentypHoM Omanke Gopmbl Ne 107/y-HIT «CrnenmanbHelii perenTypHbIid OJ1aHK».

[Tpu BRITUCHIBAHUH peIIeNITa Ha OyMaKHOM HOCHUTEIIE U (MITH) B (pOpME IICKTPOHHOTO
nokymenTa Ha JIII uHAMBHyaTbHOTO M3rOTOBJIEHHUSI HAMMEHOBAHUS JIEKAPCTBEHHBIX CPEACTB,
nojnexanux 1KY, ykaspiBaroTcst B Hauase peuenta, 3aTeM - BCE OCTalbHbIE MHTPEIUCHTBHI.

CocraB J€KapCTBEHHOIO Mpernapara, JeKapCcTBeHHas ¢popMa U oOpalieHrue MeIUIIMHCKOTO
paOoTHHKa K ¢apMaleBTUUECKOMY pabOTHHKY 00 OTIyCKe JeKapCTBEHHOTO Ipenaparta Ha
OyMa)kHOM HOcUTeNe O(POPMIISIFOTCS Ha JIATHHCKOM HIIM PYCCKOM SI3BIKE B POJUTEIHLHOM Tajiexke, 3a
UCKJIIOYeHHEM O(OPMIIEHHUS PELENTOB B (hOpMe 3IEKTPOHHOTO JOKYMEHTA, OCYIIECTBISEMOrO Ha
PYCCKOM SI3BIKE.

[Tpu odopmieHnHn peuenTypHbIX OJAaHKOB JOMYCKaeTCsl MCIOJIb30BaHME COKpAIIeHUH
(mpunoxxenue Ne 2 k nprkazy M3 P® Ne 10941 ot 24.11.2021 1.).

[Tpy Ha3HAYeHHUHU JIEKApPCTBEHHOI'O IMperapara He JOMYyCKaeTCss COKpAlleHne HauMEHOBaHU
WHTPEIMEHTOB, COCTABJISIFOIINX JICKAPCTBEHHBIH TpenapaT, He MO3BOJSIONINX YCTaHOBHUTH, KaKOU
MMEHHO JIEKapCTBEHHBIH Mpenapar Ha3HaueH.

[Tpn Ha3HAUEHWNH JIEKAPCTBEHHOTO Mperapara B perente Ha O0yMa)KHOM HOCHTENE U (WITH)
peuente B (popMe 2JEKTPOHHOTO TOKYMEHTA 3allpelaeTcsi MPeBhIaTh KOJIUYECTBO HAPKOTUIECKUX
CpPE/CTB WX TICHXOTPOIHBIX BEHIECTB, KOTOPOE MOXKET OBITH BHIITUCAHO B OJTHOM PEIICTITE,
YCTAHOBJICHHOE MPHJIOKEHHEM | K HacTosIIeMy MpHKasy, 3a HCKJIIOYEHUEM Cy4JaeB, yKa3aHHbBIX B
nmyHKTax 15 u 24.

[Tpu Ha3HAUEHUM JIEKapCTBEHHBIX MpenapaToB, BKIOUYEHHBIX B iepedens 1KY, nosza

KOTOPBIX MPEBBIIACT BBICIINI OJHOKPATHBINA MPUEM, MEIULIMHCKUHN paOOTHUK 0003HAYAET 703y
3TOrO JIEKApCTBEHHOIO IpenapaTa B pelenTe Ha OyMa)KHOM HOCHUTENIE MPOIUCHIO C TPOCTaBICHUEM
BOCKJIMIIATEIILHOTO 3HAKa U (MJIM) MPOCTABIISAET BOCKIMIATEIBHBINA 3HAK PU 0()OPMIICHUH pelienTa
B (hopMe IIEKTPOHHOTO JJOKYMEHTA.

KonnuecTBo Ha3HaUEHHBIX JIEKAPCTBEHHBIX MPENApaToB, BKIOYEHHBIX B riepedeHb [IKY,
IIpY OKa3aHWUHU MALMEHTaM, HYKJAIOIIUMCS B JUIUTEIbHOM JICYEHNUHU, IEPBUYHOU MEIUKO-

CaHHTapHOﬁ IoMOIIIHu 1 naJJInaTUBHOM MCHHHHHCKOﬁ IIOMOIIN MOXCT OBITH YBCJIUYCHO HEC Ooiee
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4yeM B 2 pasa [0 CPaBHEHUIO C KOJIMYECTBOM HAPKOTUYECKUX CPEICTB MIIH IMICUXOTPOIHBIX BEUIECTB,
KOTOpPOE MOKET OBITh BBIMKHCAHO B OJJHOM PEIeNTe, yCTaHOBICHHBIM npuioxenreMm Ne 1 k [Ipukazy
M3 P® Ne 10941 ot 24.11.2021 r.

B sToMm ciyuae Ha penentax Ha OyMa)KHOM HOCHUTENE MPOU3BOAUTCS Haanuch «Ilo
CHelHabHOMY HAa3HAYCHHIO», OTJIEIbHO 3aBEPEHHAsI MOAMKUCHIO MEIUIIMHCKOTO pabOTHHKA U
MeYaTbi0 MEIUIIMHCKOM opranuzauuu « /s penentosy, Ha perientax B GopMe 3JIEKTPOHHOTO
JOKYMEHTa Mpou3BoAuTcsa oTMeTka «Ilo crenmanbHOMY Ha3HAUYEHUIO» C IPOCTaBICHUEM
YCWJICHHOM KBATU(PHUIIMPOBAHHON AJIEKTPOHHOMN MOJIUCH METUIIUTHCKOTO pabOTHUKA.

Crioco6 mpuMeHeHUs JIEKapCTBEHHOT O IIpenapara 0003Ha4aeTcs ¢ yKa3aHUeM:

- IyTH BBEACHUS,

- 7103b1,

- YaCTOTBHI:

- BpEMEHU NpUeMa OTHOCUTENBHO CHA (YyTPOM, Ha HOYb);

- €ro JUINTEIbHOCTH,;

- JUId JIEKapCTBEHHBIX IIPENaparoB, B3aUMOACWUCTBYIOIIMX C MHUINEH, - BPEMEHM HX
YHOTpeOJIEHUS] OTHOCUTEIBHO MPUEMa MUIIH (10 €161, BO BPEMS €/Ibl, TIOCIIE €/IbI).

[Tpu HEe0OXOAMMOCTH HEMEAJICHHOT'O WIIM CPOYHOTO (B T€UEHHUE ABYX pabOUMX JHEH) OTIycKa
JIEKapCTBEHHOI'O IIpernapaTa MAalMEeHTy B BEpXHEM uacTH peuenta Ha OyMa)XHOM HOCHUTEIE
npocTaBisitoTces: o0o3HaueHus «Citoy (cpouHo) unm «Statimy» (HeMeJIEHHO).

PeuienTel Ha 1eKkapCcTBEHHBIE CPEICTBA O0CTYKUBAIOTCS:

- C IOMEeTKOM «Statim» B CpOK, HE NpeBbIIAIOIIMNA OAWH pabouuii JeHb C MOMEHTa
oOparnieHus: 60JIBHOTO B alITEYHYIO OPTaHU3AIHIO;

- ¢ noMeTkoi «Cito» B CPOK, HE MPEBBIIAIOLINMN IBYX pabo4uX JHEl ¢ MOMEHTa oOpalleHus
00JIbHOTO B alITEYHYIO OPraHU3ALII0

[Tpu odopmieHnH Ha3HAUYE€HUS TOTOBOIO JICKAPCTBEHHOIO IpenapaTra B pelente Ha
OyMaXHOM HOCHUTEJE WIN perente B GopMe 3JIEKTPOHHOTO JOKYMEHTa KOJIMYECTBO JEHCTBYIOINX
BEIIECTB YKa3blBAETCSI B COOTBETCTBUM C MHCTPYKLUMEH MO MEIUIUHCKOMY NPUMEHEHUIO
JIEKapCTBEHHOI'O IIpernapara.

JlonmycTuMoO yKa3bIBaTh JO3UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOTO AeHcTBUs (A1
pe30pOTUBHOrO IMpHEMa) B TBEPABIX JIEKapCTBEHHBIX (hopmax (Hampumep, TaOIETKH, MOPOILIKH,
KaIlCyJibl) KaK COJIepyKaHHe OJIHOTO MM HECKOJIBKHUX JAEHCTBYIONIUX BEIIECTB B €MHULIAX MACCHI (B
rpaMMax, MAJUIMTPAMMaXx).

JlomycTuMo yKa3bIBaTh JO3UPOBKY JICKAPCTBEHHBIX MPENapaToB CUCTEMHOTO AeHcTBUs (A1
pE30pOTUBHOTO TMPUMEHEHMs]) B IKHUJIKHX JIEKapCTBEHHBIX (¢opMax (Hampumep, pacTBOPHL,
CYCIEH3HMH) KaK COJIep’KaHHe OJHOTO MJIM HECKOJIBKHUX JIeHCTBYIOIMX BEIIECTB B €MHMIIAX MacChI
Ha eIuHuIy oObeMa (Hampumep, MWUIMTPaMM/MIUIWIATP) C YyKa3aHHeM oOmero oobema
JIeKapCTBEHHOM (POPMBI.

[Tpu opopmiieHnn Ha3HAYEHHM S JIEKAPCTBEHHOTO Ipernapara UHIMBUyaJIbHOTO U3TOTOBJICHUS
B pelente Ha OyMa)kHOM HOCHUTENIE WIN pelente B (opMe 3JIEKTPOHHOTO JTOKYMEHTa KOJIMYECTBO
TBEPABIX U ChIMy4yuX (apmalneBTHUuecKux cyOcraHiuil ykassiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJIKUX - B MUWJUIWJIMTPAxX, FpaMMax M Karsix.

PenenThl Ha OyMa)kHOM HOcHTeNEe, B (OpME AJIEKTPOHHOTO JTOKyMEHTa, 0(OpMJICHHbIE Ha
penentypaoM 6manke popmbl Ne 148-1/y-88 u npeanaszHaueHHble 1uist oTmycka JIII, neiicTBUTeNnbHBI
B TeueHue 15 quel co mHg ohopmIIeHHS.

Penientol Ha OymakHOM HoOcuTene, B OpME 3JIEKTPOHHOTO JIOKyMEHTa, o(OpMIIEHHBIE Ha
penentypHoM Onanke Gopmbl Ne 148-1/y-04(;1) u mpeanasHadenHsie uist otmycka JIIT rpaxkmanam,
neiicTBuTenbHbl B TeueHue 30 nHel co qHS odopMIIeHHs, 32 UCKITIOUEHHEM ClTydaeB 0(hOpMIICHUS
peuenta Ha JIII, nognexammit [IKY, npu KOTOpeIX OH AEHCTBUTENEH B T€YeHUE 15 nHEH co aHA
oopmienus.
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Penenitel Ha OyMa)kHOM HocuTese, B (OpMe AJIEKTPOHHOTO JOKYMEHTa, 0(hOpMIICHHBIC Ha
penentypaoM 6nanke ¢opmbr Ne 148-1/y-04(11) u nmpenHa3HAYCHHBIE IS OTIYCKA JIEKAPCTBEHHBIX
MpernapaToB rpa)<JaaHaM, JOCTUTIINM MIEHCHOHHOTO BO3pacTa, MHBAJIKMAaM MEepBOM IPYIIIbI, AETAM-
MHBAIMIAM, a TaKXkKe TpakJaHaM, CTPaJAlOIIMM XPOHUYECKHMHU 3a00JIEBAaHHSIMH, TPEOYIOIIMMHU
JUIUTEIBHOTO KYPCOBOT'O JIEYEHHS], IEUCTBUTENbHBI B TeueHue 90 mHel co aHSA opopmileHHd, 3a
UCKITIoueHreM ciydaeB odopmienust pernenta Ha JIII, momnexammit [IKY, npu xoTopsix OH
NeHCTBUTENIEH B TeUeHUe 15 aHel co qHs odopMIIeHHUS.

Jli nedeHnst XpoHUYECKUX 3a00J1€BaHUI yKa3aHHBIM KaTETOpUsM IpaXkaaH JIEKApCTBEHHbBIE
mnpernapatsl ¢ O(QOpPMIIGHHEM pelenToB Ha OyMa)XHOM HOCHUTENE WIM peuenTtoB B ¢opme
3JIEKTPOHHOTO JIOKYMEHTa MOTYT Ha3HauaTbCs Ha Kypc jedenus 10 180 nHei.

Penentel Ha OyMa)kHOM HOcHTeNE, B OPME AJIEKTPOHHOTO JIOKyMEHTa, 0(OpMIICHHBIE Ha
penentypaoMm Oianke Gopmber Ne 107-1/y u npennasHadennsie st otnycka JIII, nelicTBUTENBHBI B
teueHue 60 qHel co THS 0OPMIICHHS.

[Ipy Ha3HaYeHMM TOTOBBIX JIEKAPCTBEHHBIX IMPENapaToB M JEKApCTBEHHBIX IIPErapaTroB
WHIUBUAYATbHOTO H3TOTOBICHHUS MAalMeHTaM ¢ 3a00JeBaHMSIMH, TPEOYIOIUMHU JUIUTEIHHOTO
KypCOBOTO JieueHus, ¢ opopMiIeHHEeM Ha perentypHoM Omanke ¢opmbel Ne 107-1/y pemnenrta Ha
OyMa)XHOM HOCHTENle WJIH B (OopMe DJIEKTPOHHOIO JOKYMEHTa YCTaHABIMBAETCS CPOK ICHCTBHS
pelenra B npeneiax A0 0JHOTO roja.

B ciyuae ycTaHoBneHUS CpoKa ACWCTBUA PEIenTa B Mpeienax A0 OJHOrO rojia B pelernTe:

- mpou3BoaUTCS Haanuck: «llo cnenuanbHOMY Ha3HAUEHUIO;

- 0003HaYaeTcs CPOK JICHCTBUS PELIETITa,;

- o0o3HayaeTcs NEPUOAMYHOCTb OTIYCKA JIEKAPCTBEHHBIX IIPENapaToB W3 alTEYHOH
OpraHM3alliil WM  WHIUBUAYaJbHBIM  NpPEAIPUHUMATENEM, HUMEIOUIMM  JIUIEH3UI0  Ha
(apMaIeBTHYECKYIO eI TeIbHOCTD (€KEHEACTHHO, KEMECIIHO 1 WHBIC TIEPHOIBI ).

JIONOTHUTENBHO ATO yKa3aHHWE 3aBEpsieTCs MOJMUCHI0 METUIIMHCKOTO pabOTHUKA, a TAKkKe
MevYaTbio MEIULIUHCKON opranu3amuu « /s penentos» (A penenta Ha OyMaXXHOM HOCHUTENE) WK
YCUJIEHHOM KBaTM(DUIMPOBAHHON >JIEKTPOHHON MOJMHMCHIO MEIUIIMHCKOTO pa0OTHHKA W JIMIIA,
YIOJHOMOYEHHOT'O 3aBEPATh AOKYMEHThl OT MMEHU MEAMIIMHCKOW OpraHu3aluu (Ui perenrta B
(opMe MEKTPOHHOTO JOKYMEHTA).

Peuent Ha OymakHOM HocuTene B (OpME 3JIEKTPOHHOIO TOKYMEHTa, O(QOPMIIEHHBIN C
HapylleHHUeM yCTaHOBJICHHbBIX HacTosmuM [lopsakom TpeGoBaHUM, cCUMTACTCS HEACHCTBUTEIbHBIM.

Kaxxaplii peentypHblil OJ1aHK, HE3aBUCUMO OT MOPSIKa OIJIaThl JIEKApCTBEHHOTO Mpenapara
U XapakTepa IEHCTBUSA BXOIAIIMX B €r0 COCTaB JIEKAPCTBEHHBIX CPEICTB, JOJDKEH COIEPIKaTh
cienyromue o0sa3aTeNbHble PEKBU3HTHI:

1. HlTamn MenuIMHCKON opranu3anuu: HaumenoBanue MO, ropuauueckuit aapec, Tenedos,
nata opopMIIEHUS perenTa.

2. OT™MeTKa KaTeropuu 0OIBHOTO (IETCKUM, B3POCIBIN).

3. JlaTa BBIMCKH penenTa.

4. ®amunust, MHUIMAIBI MMEHU M OTYEeCTBA (TIOCIIEAHEE - IPU HAIWYHMH) TallUEeHTA.

5. llata poxaeHus nmarueHTa (4ucio, MECSIl, TOI).

6. ®amuiusi, MHULUAIB UMMEHU U OTYeCcTBa (IIOCJe/Hee - MPU HAJIMYMK) JIeHallero Bpaya
(penpamiepa, akymepku).

7. Hanmenosanwue JIIT (MHH, rpynnupoBoYHOE MM TOPrOBOE HA JIATUHCKOM SI3BIKE).

8. ®dopma BBITTyCKa, 103UpOoBKa U KommuecTo JIIT.

9. IloapoOusIit cioco6 npumenenus JII (Ha pycckom U (MITH) HAIIMOHAIEHOM SI3BIKE).

10. IMoamuck Bpaya (denpamepa).

11. JInunas nevyats Bpaya (¢enpamepa).

12. Cpok aercTBUs penenTa.
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HOPANOK OPOPMJIEHHS PELHENTYPHBIX B/IAHKOB ®OPMBbI Ne 107/Y-HII
«CIIEHUAJIBHBIX PEHEINITYPHBIU BJIAHK HA HAPKOTUYECKOE CPEACTBO
NJIA IICUXOTPOITHOE BEINECTBO»

CrneuuanbHbld pelenTypHbId OJaHK Ha HApPKOTUYECKOE CPEJICTBO WM ICHUXOTPOITHOE
BeriectBo hopmbl Ne 107/Y-HII yrBepxkaen npukazom M3 PONe 10941 ot 24.11.2021

Cnenunanpnplii peuentypHsiid 6mank Ha HC u [IB npemnasHadeH ajisi BBIMMCHIBAHHS
HapKOTUYECKUX CPEACTB U NCUXOTpoIHbIX BenlecTB Crnucka Il Ilepeunss HapKOTHYECKUX CPEACTB,
IICUXOTPOIIHBIX BEUIECTB M HX IPEKYpPCOPOB, MOJICKAIUX KOHTPOJIO B P®D, yTBEepkKIAEHHOrO
nocranoBieHueM [lpaButenbcrBa PO Ne 681 ot 30 utons 1998 r., 3a uckarouenuem nekapcmeenmvix
npenapamos 8 6ude mpaHcOepManibHbvlX mepanesmudeckux cucmem u JIII, codepoacawjux
HapKomuueckoe cpedcmeo 8 CO4emaHuul ¢ AHMA2oHUCIMOM ONUOUOHBIX Peyenmopos.

Peuenrypusie Omanku dopmbl Ne 107/Y-HII sBnsroTcst 3aniuiieHHON moyMrpaduyecKon
npoaykuuei yposHs «B», nuzroraBnuBaemoii Ha Oymare po3oBoro 1sera pasmepom 10 cm x 15 cm,
JOJKHBI UMETh cepHio M Homep. PenentypHsiii 6mank gpopmst Ne 107/y - HII siBnsiercs JOKyMeHTOM
CTPOrOM OTYETHOCTH.

PeuenTypHbliii 6J1aHK 3aMOMHIETCS BpauyoM, HA3HAYMBIIUM HAPKOTUYECKUH (TICUXOTPOITHBIH )
JIEKapCTBEHHBIN TpenapaT, JIM0O YHOJTHOMOYEHHBIM (eNbAmepoM (aKymIepKoi) OT pyKH WIH C
HCII0JIb30BaHUEM I1€YATAIOLINX YCTPOICTB.

3amnperiaercs BbIIUCHIBATH PELENThl HA HAPKOTUYECKUE CPEJICTBA U IICUXOTPOITHBIE BEIIECTBA
CrouckoB II wu III Tlepeyns WHAUBUAYadbHBIM MPEAIPUHUMATENSIM, OCYIIECTBISIONIIM
MEAUIMHCKYIO JI€ATENbHOCTD.

Peuentypusiii 6:mank_cdopmer Ne 107/y - HII 3anmonnsercs pazdopuuBo, 4€TKO, YEPHUIAMU
WJIA TIAPUKOBOH PYUYKOM, TMOO C MPUMEHEHUEM T€YaTAIOIINUX YCTPOUCTB.

VcnipaBieHus npu 3al0JHEHUH PEeLeNITYpHOIro OJaHKa He IOy CKaroTcs!

@®.J.0. manueHTa — yKa3bIBalOTCS MOJHOCTHbIO (haMUIIMSI, MUMs, OTYECTBO (IIPU HAJIUUMH)
MAIUEHTa, Uil KOTOporo npeanasHadeH JIII.

Bo3spacT nanuenTta — yka3bIBaeTCsl KOJIMYECTBO MOJTHBIX JIET, IETSAM JI0 T0/1a — YUCIIO MOJTHBIX
MECSLIEB.

B crpoke «Cepuss u Homep mnonuca oO0sA3aT€IbHOTO MEIULHUHCKOIO CTPAXOBaHUS»
yKa3bIBaETCsl HOMEP IoJInca 0043aTeIbHOI0 MEUIIMHCKOTO CTPaXOBaHUs MallMeHTa (MIpH HAIWYHHN);

B crpoke «Homep MemuIMHCKOW KapThl» YKa3bIBAETCS HOMEpP MEIMIHMHCKOM KapThl
NaIMeHTa, IOJyYarollero MEIUIMHCKYI0 MOMOIIb B aMOyJaTOPHBIX YCJOBUSX, WJIM HCTOPUHU
00J1€3HU MalMEHTa, BBIKUCHIBAEMOI0 U3 MEJUIIMHCKON OpraHu3aluy.

@.1.0. nevamiero Bpaua (¢enpaiiepa, akymepKkH) - yKa3blBaeTCs OJTHOCTBIO (paMuiIns, UMs,
0oTuecTBO (MOCJEAHEE - MPU HAIMYMK) Bpada ((enpamiepa, akymepku), BHITUCABIIETO PEIEeNT Ha
HApKOTHYECKUH (ICUXOTPOIHBIN) IEKapCTBEHHBIH Mpernapar.

Ha onnom peuentypHom Onanke ¢popmbl Ne 107/y-HII odopmisiercss Ha3HaueHHE TOIBKO Ha
OJIHO HAUMEHOBaHUE HAPKOTHUUECKOIO WIIH IICUXOTPOITHOTO JIEKAPCTBEHHOIO IIpeTapara.

B rpade «Rp.» peuentypuoro 6i1anka ¢popmel Ne 107/y-HII ykassiBaercs:

- HaUMEHOBAaHUE JIEKAPCTBEHHOI'O mpemnapara (MEXAyHapoOHOE HEMAaTEeHTOBaHHOE
HauMEHOBaHME, TPYNIHPOBOYHOE WJIM XMMUYECKO€ HAaUMEHOBAaHKE, TOProBO€ HaHMMEHOBAaHUE) Ha
JIATUHCKOM S3BIKE WJIM Ha PYCCKOM sI3bIKe, (hopMa BBITyCKa, JO3UPOBKA, KOIUYECTBO.

KonuyectBo HapkoTtmueckoro wunu mncuxorpormHoro JIII Ha penentypHoMm OnaHke
YKa3bIBAETCs MPOIUCHIO (POPMBI.

Cnoco0 mnpumenenust JIII yka3biBaeTcsi Ha TOCyIapcTBEHHOM si3pike P® wim Ha
rOCyJJapCTBEHHOM s3blke P® 1 rocyjapcTBeHHOM s3blke pecnyOonuk PO.

[Ipu ykazanum crocoba TmpueMa HAPKOTHYECKOTO (IICHXOTPOITHOTO) JIEKAPCTBEHHOTO
npernapara 3anpewjaemcs 02paHuyu8amvcs OOWUMU YKA3aHUAMU, TaKUMH, KaK «Buympenneey,
«H38ecmmoy.

[Tpy BBINMCHIBAaHUM pELIENTA HA JEKAPCTBEHHBIN Mpenapar uHOUSUOYaANbHO20 U320MOGIEeHUS
HAMMEHOBAHMUSI HAPKOTUYECKUX M TCHUXOTPOIHBIX JeKapcTBeHHbIX mpemnapatoB CruckoB 11 u III
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Ilepeunsi, MHBIX JIEKAPCTBEHHBIX MpENapaTroB, MOMAJISKAIIUX MPEIMETHO-KOJIMYECTBEHHOMY YYETY,
MUIIYTCS B HAYaJle PELENITa, 3aTEM - BCE OCTAJIbHbIE UHTPEIUEHTBHI.

[Tpy BBIMMCHIBAHUU peLiENTa 3alpeIlaeTcsl MPeBbIIaTh MPEAeIbHO JOMyCTUMOE KOJIMYECTBO
JIEKapCTBEHHOTO Npenapara Jyisl BIIMChIBAHUS HA OIUH PELEIT, yCTaHOBJIEHHOE MpuiioskeHueM Ne 1
K [Ipukazy M3 P® Ne 10941 ot 24.11.21. 1n.

[Tpu opopmitennu nanuenty peuentypHoro 6ianka gopmsl Ne 107/y-HIT Ha HapkoTHUECKUI
(ncuxotponHsiif) JIIT B pamkax okazaHHsl MEJUIIMHCKOM IOMOLIM NIPH OIPEAEICHHOM 3a00JIeBaHUU
TaKOM peLeNT 3aBepseTCs:

- MIOJITUCHIO M JIMYHOM MeUYaThIo0 Bpaya MO0 MOANMKUCHIO (herpaiiepa (aKyIepKn);

- mevareto MO, nubo crpykTypHOro mnopapasaeneHuss MO «/lns peuentoB», KoTopas
IIPOCTABIISICTCA JIMIIOM, YIOJHOMOYEHHbIM pykoBoauteneM MO ¢ yka3aHueM (GaMHIUM, UMEHH,
oTyecTBa (IIOCIEAHEE - IIPU HAJMYMHU) U IPOCTABICHUEM €0 JIMYHOM IMOAMNUCH.

B cnywasx HeobxoaumocTr opopMIIEHHUS pelienTa Ha HApKOTHIeCKUH (rmecuxoTporHbIit) JIIT
Ha JIOMY B paMKaX OKa3aHUs NAJJIMAaTUBHONW MEAMIIMHCKON IIOMOIIHU JOITyCKAeTCsl IPEIBAPUTEIILHOE
3aBepeHue peuenta mramnoM MO, nedateto MO 1100 crpykrypHoro noxapasaenenus MO «/lns
pELenToB», KOTOpask MPOCTaBIISAETCS JUIOM, YIIOJIHOMOUYEHHBIM pyKoBoauTesneM MO, ¢ ykazaHnuem
bamunum, UMEHH, 0TYeCTBA (ITOCIeIHEe - IPU HAJIMYMHU) U IPOCTABICHUEM €ro JMYHON MOIMUCH.

[Tpu 3TOM B KypHaJie pETUCTPALIUU U yUeTa PELENTYPHbIX OJIaHKOB JIEIAeTCs OTMETKA O €ro
BbIJIaue Ui OOpPMIICHHSI Ha JIOMY, a TakXe OTMETKa, yJOCTOBEpeHHasl MOANUCHI0 Bpaua JIMOo
denpamepa (akymepku), 0GOpPMHBIIETO perenT, o GakTe ero 0POPMIICHHS, KOTOPBIA MOXET OBITh
JONOJTHUTEIBHO MOATBEPKIEH (HOTO- U (MIIM) BUAECOMATEPUATAMHU.

B crpoke «OTmeTka anTeuHON opraHu3aluu 00 OTIYCKE» CTaBUTCS OTMETKAa anTeuyHOM
opraHu3anuu o0 oTmycke HapkoTHueckoro (ncuxorponHoro) JIIT ¢ ykazanuewm:

- HAMMEHOBaHMsI, KOJIMYECTBA OTIYIIEHHOTO HapKoTH4ecKoro (ncuxorponuoro) JIII;

- JaThl €ro OTIYCKa, KOTopas 3aBepsieTcs MOJNHMChI0 PabOTHUKA aNTEeYHOM OpraHu3aIui,
OTIIYCTHUBIIEr0 HapKOTHYecKUi (rcuxorponusbiif) JIIT ¢ ykazanuem ero ¢paMuinnm, UMEHH, OTUYECTBA
(mocnenHee - MPH HAIMYMHK), @ TAKXKe KPYTJION MeuaThio aTeYHOU OpraHu3alu, B OTTUCKE KOTOPOH
JOJKHO OBITh UIEHTU(UIIMPOBAHO MOJIHOE HAMMEHOBAHNE allTEUHOM OpraHu3aluy.

Cpok geiictBus perentypHoro 01anka ¢popmsl Ne 107/y — HIT «CnieninanbHbli penienTypHbIi
OsaHK» - 15 AHel ¢ MOMEHTa BBIMKCKHU.

Cpok xpaHeHMsl B anTeke peuentypHoro oOmanka (opmel Ne 107/y-HII «CrnenmanbHbiit
pelenTypHbIi OJaHK» - 5 JeT.

PexBusutsl penentypHoro d1anka popmbl Nel07/y-HIT «CnienanbHbIN penenTypHbIN
osaank Ha HC u I[1B».

Oos3aTe/IbHbIC PEKBU3HTHI:

1. UlrtamMn MeAMIIMHCKON OpraHMU3allié B JIEBOM BEPXHEM YIIIy PEHEeNnTypHOro OJIaHKa ¢
yKa3aHHEM ee MTOJIHOTO HaMMEHOBaHUs, ajipeca 1 TenedoHa.

2. JlaTa BBIIMCKH penenTa.

3. OTMeTKa KaTeropuu MauenTa (JeTCKHid, B3POCIbIi).

4. ®.J.0. nanuenTa (OJTHOCTHIO).

5. Bo3pacT nanuenTa: KoIu4ecTBO MOJTHBIX JIeT.

6. ©.11.0. MmenuunHCKOro paboTHHKA (ITOJIHOCTHIO).

7. B crpoke «Rp.» HauMeHOBaHUE JIEKAPCTBEHHOro Ipemnapara (MEXIyHapoaHOe
HENMaTeHTOBaHHOE HAaUMEHOBAaHME, TPYMIHMPOBOYHOE WM XMMHUYECKOE€ HaHMEHOBAaHHE, TOProBOE
HAaMEHOBAaHME) HAa JIATMHCKOM S3bIKE€ WJIM Ha PYCCKOM sI3bIKe, (pOpMa BBITyCKa, JTO3UPOBKA,
KOJIMYECTBO (YyKa3bIBAETCSl MPOMHCHIO Ha perentypHoM Osanke dopmbl Ne 107/y-HII) u cmoco6
IpreMa.

8. Croco6 mpuema HapkoTtuueckoro (mcuxorpornHoro) JIIT yka3piBaeTcss Ha pyCCKOM SI3BIKE
WX Ha PYCCKOM U TOCYAApPCTBEHHOM SI3bIKaX peciryOiHK, BXOAAIMUX B cocTaB PO.

9. [Tognmuce MEAUITMHCKOTO PaOOTHHUKA

10. JInunas neyatb MEIUIIUHCKOTO PAOOTHUKA

11. Cpok nerictBus peuenrta — 15 gHen
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JlonoJIHUTe/IbHbIE PEKBU3UTHI:

1. Cepust u HOMEp perenTa.

2. Cepus 1 HOMEp ToJIHCa 0053aTeIbHOT0 MeTMIIMHCKOTO cTpaxoBanus (OMC).

3. Homep MenuuuHCKOW KapThl - HOMEpP MEIMIIMHCKON KapThl MallMeHTa, MOJIYYaroIlero
MEAUIMHCKYI0 TOMOIIbL B aMOyJIaTOPHBIX YCIOBUSAX, WJIM HCTOpUM OOJIE3HH NAalMeHTa,
BBIIIMCBHIBAEMOTr'0 U3 MEIULIMHCKON OpraHU3alllu.

4. Tlognuch nMIa, YIOJTHOMOYEHHOTo pykoBojutesneM MO, MpOCTaBISIOUIETO HAa peLenTe
nedats MO «/Ins penentoBy, ¢ ykazanueMm (haMuiiny, UMEHH, OTYECTBA (TIOCIIeAHEE - TPU HATNYHHN)!

5. Ileyats MO «/Ins peuentoBy.

Ocobennoctu odopmienusi peuentypHoro 61anka ¢popmbl Ne 107/y-HII npu oxkazanumn
NAJJIAATHBHON MOMOIIHA.

B cootBerctBuu ¢ myHkToM 15 npukaza M3 P® Ne 1094n ot 24.11.2021 r., KosinuecTBO
BBINKUCHIBAEMbIX HapkoTHUeCKUX U ncuxoTponHbix JIIT Criuckos II u 1T Ilepeuns, JIII,
MOJJICKALUX MTPEIMETHO-KOJINYECTBEHHOMY yUeTy, IPU OKa3aHUU MAlUEHTaM, HYKJAOLIUMCS B
JUIUTEIIbHOM JICYEHHUH, IEPBUYHON MEAUKO-CAHUTAPHOU MOMOIIM U NMAJUTMATUBHON MEAUIIUHCKON
IIOMOLIH, MOKET OBITh YBEJIMYEHO HE O0Jiee 4eM B 2 pasa [0 CPAaBHEHUIO C MPEAEIIBbHO 10y CTUMBIM
KOJMYECTBOM HAPKOTHYECKHUX CPEJCTB HIIM MICUXOTPOIHBIX BEIIECTB, KOTOPOE MOKET ObITh
BBIIIMCAHO B OJTHOM pELENTEe, yCTaHOBIEHHBIM npuiioxeHrueMm Ne 1 k nmpukazy M3 PO Ne 1094h.

B ostom cnyuae Ha pernentax Ha OyMakHOM HOCHTeNE Mpou3BoauTcs Haamuch «llo
CHELMAIbHOMY Ha3HAYEHHUIO», OTAEJIbHO 3aBEPEHHAs IOANKMCHI0 MEIUIMHCKOIO pabOTHUKA U
MevyaTbl0 MEIUIMHCKON opraHu3anmuu «/[ns peuenrtoB», Ha perentax B (opme 3JIE€KTPOHHOTO
JIOKYMEHTAa ITpou3BoAuTCs oTMeTKa «llo ciennanbHOMY Ha3HAUEHUIO» C IPOCTABICHUEM YCUIICHHON
KBJIM(DUIIUPOBAHHOMN 3JIEKTPOHHOM MOAMKMCH MEAUIIMHCKOTO pabOTHHKA.

Hapkotuueckue u ncuxorponssie JII1 Crnucka II [lepeuns asns neueHus rpax/iaH, UMEIOINX
paBo Ha OecIulaTHOE MOJy4YeHHE JIEKapCTBEHHBIX IMPENapaToB MU MOIYYEHHUs JEKapCTBEHHBIX
MIpernapaToB CO CKMJIKOM, BBIMMCHIBAIOTCS Ha cHenualbHOM peuentypHoMm oOnanke Ha HC u I1B
¢dopmbl Ne 107/y-HII, k KOTOpOMY 1OTIOJIHUTENEHO BBIITUCBHIBAIOTCS PELIETITHI 8 08VX IK3EMNIAPAX HA
peuentypaoM O6anke Gopmer Ne 148-1/y-04 ().

[Tpu BBIMUCBHIBAaHMM PELIENTA HA JIEKAPCTBEHHYIO IPOIUCH MHANBUIYAIBHOTO U3TOTOBJICHHUS,
coJiepKalllyt0 HAapKOTHYECKOE CPEACTBO WM TcuxoTrpomHoe BemectBo Crucka Il u ppyrue
(bapMakoJIOTHYECKHE aKTUBHBIE BEILIECTBA B J103€, HE MIPEBBIMIAIOIIEH BBICIIYIO Pa30BYIO 103y, U IIPU
YCIIOBUH, YTO 3TO KOMOMHHUPOBAHHOE JIEKAPCTBEHHOE CPEACTBO HE SBISETCS HApKOTHUYECKUM
CPEeACTBOM WJIM ICUXOTPOIHBIM BemiecTBoM Crmcka I, ciegyeT ncnonab3oBath peLenTypHbIi O1aHK
dbopmbr Ne 148-1/y-88.
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MNOPAAOK O®OPMJIEHUSA PELHEINITYPHBIX BJIAHKOB ®OPMBbI Ne 148-1/Y-88

Penentypusriii 6mank ¢popmer Ne 148-1/y-88 odopmisiercs npu Ha3HAUCHHUH:

- HAPKOTUYECKHX U MCUXOTPOIMHBIX JiekapcTBeHHBIX MpenapaToB Crucka Il Ilepeuns B Bune
TpaHcAepMallbHBIX TepaneBTruueckux cucrem (TTC);

- HapKOTHMYECKHX JekapcTBeHHbIX mpemapatoB Crnucka Il Ilepeuns, coaepkammx
HapKOTUYECKOE CPEICTBO B COYETAHUM C AHTArOHUCTOM OIHMOMIHBIX PELENTOPOB;

- IICUXOTPOIIHBIX JIeKapcTBEeHHbIX npenapaToB Crnucka Il [Tepeuns;

- KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX NPENApaToOB, COACPKAILUX:

a) KOJEHH WM ero coiu (B IMepecyeTe Ha YHUCTOE BEUIECTBO) B KoiudecTBe A0 20 mr
BKJIIOUMTENBHO (Ha 1 103y TBepaol JekapcTBeHHOW (GopMmbl) wiud B KoiumdectBe n0 200 mr
BmrounTennbHO (Ha 100 M mmm 100 T Kuakod JieKapcTBEHHOW (OpMBI JUisi BHYTPEHHETO
IIPUMEHEHNUS);

0) mceBmoddeaprHa THIPOXJIOPUI B KoiauvecTBe, mpeBbimaromeMm 30 mr, u go 60 mr
BKJTIOYHMTENIBHO (Ha 1 103y TBEpIOH JIEKapCTBEHHOH (HOPMBI);

B) mceBod(deapuHa TUAPOXIOPUI B KoimudecTBe, mpesbimaromieMm 30 mr, u go 60 wmr
BKIIOYHTEIHHO B COYETAHMH C JeKCTpoMeTopdaHoM TUAPOOPOMHIOM B  KOJIHYECTBE,
npesbimarorieM 10 mr, u 10 30 Mr BKIrOUUTENBHO (Ha 1 103y TBEpAOH JIEKapCTBEHHOH (hOPMBI);

r) nekcrpomeropdana ruapodpomu B kommdectse 10 200 mr BkmounTenbHo (Ha 100 Mt mimm
100 r >xunakoi nekapcTBEHHOM (HOPMBI st BHYTPEHHETO MPUMEHEHHS);

n) sdenpuHa THUAPOXJIOPHUI B KoJudecTBe, mpeBbimaromem 100 mr, u mo 300 wmr
BmrounTennbHO (Ha 100 M mimm 100 T KMakod JieKapcTBEHHOW (OpMBI JUIsi BHYTPEHHETO
IIPUMEHEHHUS);

e) aenpuna rugpoxiopui B KomuyectBe a0 S0 Mr BKIrOUHTENbHO (Ha 1 103y TBepaou
JIeKapCTBEHHOH (POPMBI);

) (heHWIpONaHOJIaMUH B KOJMYECTBE A0 75 MI BKIIOUMTENbHO (Ha 1 o3y TBepaoi
nexkapctBeHHOU ¢Gopmbl) wimm g0 300 mr BmountenbHo (Ha 100 mu wiam 100 T xuakoit
JIeKapCTBEHHOH (POPMBI JUIsl BHYyTPEHHETO IPUMEHEHN );

3) peHoOapOuTaT B KOJIMUYECTBE /10 15 MI' BKIIFOUUTENIHHO B COYETAHUH C KOJCHHOM (WJTU €ro
COJISIMM) HE3aBHCHUMO OT KoMyecTBa (Ha 1 103y TBepaoil iekapcTBEHHON (GOpMBI);

u) ¢peHoOapOuTan B koaudectBe 10 20 Mr BKJIIOUHUTEIBHO B COYETAHUU C APEAPUHOM
THJIPOXJIOPHIOM HE3aBUCHMO OT KOJIM4ecTBa (Ha 1 103y TBEpJoi JIeKapCTBEHHOU (hOpMBI);

K) XJIOpJMA3€MOKCH B KOJIM4eCTBe, IpeBblmaomeM 10 Mr, u 10 20 Mr BKIIOUUTENBHO (Ha 1
7103y TBEPI0H JIeKapCTBEHHOH (POPMBI);

- JIEKapCTBEHHBIX MpENnapaToB UHIMBUIYaIbHOTO U3rotoBiaeHus, coaepxamux HC wium 1B
Cnucka Il Ilepeuns, u apyrue gpapmMakoIoruuecKue aKTHBHBIE BEIIECTBA B /103€, HE MPEeBbIIIArOIIei
BBICILIYIO Pa30BYIO /103y, U IIPU YCIOBUH, YTO 3TOT KOMOMHUPOBAHHBIN JIEKapCTBEHHBIN ITpenapar He
ABJIAETCS HAPKOTUYECKUM WM IICUXOTPOIHBIM JIEKapCcTBEHHBIM NpenapatoM Crnucka II [Tepeuns;

- JIGKQpCTBEHHBIX IPENapaToB, BKIIOUEHHBIX B MEpPEUYECHb JIEKAPCTBEHHBIX CPEACTB s
MEIULMHCKOTO MPUMEHEH U, IOJUIeXKAINX MTpeIMeTHO-KonndecTBeHHOMY yuety (IIKY), Bxomsmux
B CIIUCKH, yTBepkAeHHbIe [locTanoBineHuem [IpaBurenscrBa PO 0129.12.2007 1. Ne 964 n npukaszom
M3 P® Ne 4591 ot 01.09.2023 .

Penenrypuerii  Omank  ¢opmbr Ne 148-1/y-88 wumeer cepuifHBII HOMEp, KOTOPBIH
npucBauBaetcs B MO wiiv HAHOCHUTCSI TUTTOTPAPCKUM CITIOCOOOM.

Ha penentypubix 6:1ankax gopmbr Ne 148-1/y-88 B 1eBoM BepXHEM yTIily IpOCTaBIsETCS
LITaMIT MEUIIMHCKOM OpraHu3aliy ¢ yKa3aHUeM ee HaMMEHOBaHus, ajipeca U TenedoHa.

PenientypHblii 651aHK 3aTI0THSETCS BpauoM pa300punBO, YETKO, YSPHUIIAMH MJTH IIapUKOBOU
PYYKOM.

B rpade «®amunust, ”HUIMATIBI IMEHU M OTYECTBA NMAIIMEHTa» YKa3bIBAIOTCS (paMuins,
MHUIMANIB UMEHU U oTYeCTBa (IIPU HAJIMYMHU) MalUEHTa.

B rpade «/lata poxxaenus» perentypHoro 6manka popmsl Ne 148-1/y - 88 yka3piBaercs nara
POKICHHUS MALMEHTA: YUCII0, MECSIIL, TO/I.
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JlonomHUTEIRHO B perenTypHbIX Omankax ¢opmbl Ne 148-1/y-88 mist nereit B Bo3pacre 1o 1
rozaa B rpade «Jlata poxaeHus» yKa3bIBa€TCs KOJMUECTBO MOJTHBIX MECSIIEB.

B rpade «Anpec unu HoMep MEAMIIMHCKON KapThl MAIlMEHTa, MMOJIYYalOIIero MeIUIUHCKYIO
MOMOIIlb B aMOyJIaTOPHBIX YCIOBHSAX» YKa3bIBA€TCs MOJIHBINA MOYTOBBIN aJlpec MeCTa >KUTEIIbCTBA
(Mecta mpeObIBaHUS UM MecTa (PAaKTUYECKOTO MPOXKHBAHMS) MAallMeHTa U HOMEP MEIULUHCKON
KapThl MalMEHTA, TTOIYYaloUIero MEAULIUHCKYIO TOMOIIb B aMOyJIaTOPHBIX YCIOBHUSX.

VYkazaHue M ajapeca MecTa JKUTEIbCTBA M HOMEpa MEIUIIMHCKOM KapThl MaIlUeHTa,
MOJTYYAOIIEro MEJUIIMHCKYIO TIOMOIIb B aMOYJIaTOPHBIX YCIIOBHSIX, HE SIBISIETCS OLIMOKOA.

B rpade «®Damunus, vHMIMATBI MMEHM W OT4YECTBa Jjeuamiero Bpauda (denbamepa,
aKymepkn)» peuentypHoro 6manka ¢opmsl Ne 148-1/y-88 pyuHbsIM cocoOOM WM € TIOMOIIBIO
HITaMIa YKa3bIBalOTCs (aMujus, MHUIMAIbl UMEHH U OTdecTBa (MOCIEAHEE - MpPU HAIUYUH)
MEIUIUHCKOTO PaOOTHUKA, HA3HAYMBIIETO JICKAPCTBEHHBIE MTPENapaThl U 0()OPMUBIIETO PELIEHT.

B rpade «Rp.» yka3biBaeTcs:

- HANMEHOBAHHME JICKAPCTBEHHOTO Tpernapara (MeXIyHapOIHOE HETTATCHTOBAHHOE
HAaUMEHOBaHHE, TPYNIUPOBOYHOE WIM XUMHUYECKOE HAMMEHOBaHUE, TOPrOBO€ HAMMEHOBAHUE) Ha
JIATUHCKOM SI3bIKE, (JOpPMa BBIITyCKa, JO3UPOBKA, KOITUYECTBO;

- Ha PYCCKOM HJIM PYCCKOM M HallMOHAJILHOM SI3bIKaX CIIOCO0 MPUMEHEHUS JIEKapCTBEHHOTO
npernapara.

Ha ognom penientypraom 6:1anke ¢popmbl Ne 148-1/y-88 paspenraercst opopMIIaTh Ha3HAYECHUE
TOJIKO 0/1HOTO HauMeHoBaHue JIC.

Penent moanuceiBaeTcs MEAUIIMHCKUM PaOOTHUKOM U 3aBEpSETCS €ro JMYHOM MeyaThlo.
JIONOJTHHUTENBHO penenT, opopMIICHHBIH Ha penenTypHoM Oianke popmbl Ne 148-1/y-88 3aBepsiercs
neuvatbto MO «/l1a perienTony.

Penenitel, oopMieHHBIC Ha penenTtypHoM Onanke Gopmbel Ne 148-1/y-88, neiicTBUTEIbHBI B
TeueHue 15 gueit.

[Tocne oTmmycka mpernapara perenTsl OCTal0TCS B allTeKe U XPAHATCS:

- Ha HC u IIB Cnucka I u I1B Cnoucka 111 — 5 ner;

- Ha ocTaJbHbIE IIpernaparsl — 3 roja.

PexBu3uThl penentypHoro 6;1anka (popmsl Ne 148-1/y-88.

O0s3aTe/IbHbIE PpEKBU3HTHI:

1. IlltaMn MeIWUIMHCKON OpraHHW3alMi B JIEBOM BEPXHEM YTy pPELENTypHOro OJlaHKa C
yKa3aHUEM ee IOJIHOTO HauMEHOBaHMs, ajipeca U TeiedoHa.

2. JlaTta BBITUCKY PEILIETITA.

3. OTmeTKa KaTeropuu nanueHTa (IeTCKHil, B3pOCIbIil).

4. ®amMunus, HUIMAIIBI IMEHU U OTYECTBA MallUEHTA.

5. JlaTa poxIeHus ManueHTa: Yucio, MeCsIl, TO/I.

6. ®amuus, THUIMATBI UMEHU U OTYEeCTBAa MeAPaOOTHHUKA.

7. B crpoke «Rp.» HamMeHOBaHWE JIEKAPCTBEHHOTO Tpemapara (MEXIyHapOJHOE
HEMaTeHTOBaHHOE HAaWMEHOBaHHUE, TPYNIHPOBOYHOE WIM XHMHYECKOE HAaMMEHOBAaHHE, TOPTOBOE
HAaNMEHOBAaHME) Ha JIATMHCKOM S3BIKE WJIM Ha PYCCKOM sI3bIKe, ()OpMa BBITyCKa, ITO3UPOBKA,
KOJIMNYECTBO U CHOCO0 MpHema.

8. Cnoco6 mpuema JIIT ykaszbIBaeTCsl Ha pyCCKOM SI3bIKE WJIM HA PyCCKOM U TOCYJJapCTBEHHOM
A3bIKaX peciyOrK, BXOIAIMUX B cocTaB Pd.

9. [Toamuce MEAUITUHCKOTO PAaOOTHHUKA

10. JInynast meyaTh METUIIUHCKOTO paOOTHUKA

11. Cpok nerictBus peuenrta — 15 qHen

JlonoIHUTeIbHbIE PEKBU3UTHI:

1. Cepusa u HOMED pelienTa.

2. Anpec Mecra XUTEIbCTBA WM HOMEpP MEAWIIMHCKOW KapThl MAIUEHTA, MOJIYYArOIIEro
MEAUIMHCKYIO IIOMOILb B aMOYJIaTOPHBIX YCIOBUAX

3. Ileuats MO «/lnst penenToBy.
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MHOPAJOK O®OPMJUIEHUS PELHEIITYPHBIX BJIAHKOB ®OPMbI Ne 107-1/Y.

@®opma penentypHoro Omanka Ne 107-1/y yrBepxkaena mpukazom M3 PO Ne 1094n ot
24.11.2021 r.

Peuentypnsriii 6:1ank Gopmst Ne 107-1/y mpeaHazHaveH U1 BRITUCHIBAHUS

- KOMOMHUPOBAHHBIX JICKAPCTBEHHBIX MIPENapaToB, yKa3aHHbIX B myHKTe 11 mpukaza M3 PO
Ne 10941 ot 24.11.2021 1, conepkamux:

a) 3proTaMuMHa T'MAPOTapTpaT B KojauuyecTBe 10 5 Mr (Ha 1 103y TBepAoH JeKapCTBEHHOM
opmsn);

0) sdenpuna ruapoxyiopua B kommuectBe n0 100 mr (ma 100 mu wmmm 100 T kuakou
JIEKapCTBEHHOH (POPMBI JIsI BHYyTPEHHETO IPUMEHEHN );

B) ncero3denpuHa rHIPOXJIOPHU] B KoJudecTBe, He mpeBblmatromem 30 mr (Ha 1 po3y
TBEPJI0M JIEKapCTBEHHOM (HOPMBI);

I) iceBo3(deapuHa rUIpOXJIOPHUI B KOJIMUYECTBE, HE npeBbiaroneM 30 Mr, B COYETaHUH C
JIEKCTPOMETOP(PaHOM T'HAPOOPOMHIOM B KOJIMYecTBe, npesbiatoniem 10 mr, u 10 30 mr (aa 1 qo3y
TBEPJI0# JIeKapCTBEHHOU (POpMBI);

1) nexcTpoMeropdana THIPOOpPOMU B KOJMYeCTBe, mpeBbimatomeM 10 mr, u 1o 30 mr (Ha 1
7103y TBEPI0H JIeKapCTBEHHOH (POPMBI);

e) penobapOuTan B KoauuecTBe, nmpepbimatoniem 20 mr, u 10 50 Mr BKIIOUATENBHO (Ha 1 103y
TBEPJI0# JIeKapCTBEHHOU (POpMBI);

K) (henobGapObutan B xommuecTBe 10 20 MI' BKIIOYHTEIHHO B COYETAaHUH C IPrOTAMHHOM
THJIPOTapTPAaTOM HE3aBUCUMO OT KoJiMuecTBa (Ha 1 03y TBepAOH JiekapcTBEHHOU (HOpMBbl);

3) XJOopAauasenokcua B KonuuecTBe 10 10 Mr BkmrouutensHo (Ha 1 103y TBepaoi
JIEKapCTBEHHOU (DOPMBI).

- HBIX JIEKapCTBEHHBIX MIPENAPATOB:

- JIC oOmero crimcka;

- SIIOBUTBHIX W cuibHOAeHcTBYromuX JIC, KpoMe JIeKapCTBEHHBIX BELIECTB, MOJUIEkKAIINX
IIPEIMETHO - KOJINYECTBEHHOMY YUETY.

Ha peuentypnbix 61ankax gopmsl Ne 107-1/y B 1€BOM BEpXHEM yTIIy MIPOCTABISETCS LITAMIT
MEIUILMHCKON OpraHU3alliM ¢ YKa3aHUEeM ee HaMMEHOBAaHus, aapeca U TesieoHa.

Ha peuentypubpix OnaHkax, oQOpMISEMBbIX WHIUBUIYAJIbHBIMU MpEeANpPUHUMATENSIMH,
MMEIOIIMMH JIMIEH3UI0 Ha MEAMLIMHCKYIO JIeSITeIbHOCTb, B BEPXHEM JIEBOM YIUIy THUHOIpadCKUM
CrocoOOM MJIM MyTeM IMPOCTaBIEHUS IITamma JOJHKeH ObITh yKa3aH aJapec Bpaya, HOMEp M JaTa
JIMIIEH3UH, HAMMEHOBAaHUE OpraHa TOCyAapCTBEHHOM BIACTH, BBIAABILIETO JTULECH3HIO.

Peuentypubie 6imanku ¢opmbel Ne 107-1/y 3anonHstoTcs JedamuM BpadoM ((esbamepom,
aKyIlepKoit) pa300op4yrBoO, UETKO, YEPHUIIAMH WIJIM IIAPUKOBOM PYUYKOM.

Paspemaercs wusroraBnuBarh penentypuble OnaHku (opmbel Ne 107-1/y ¢ momorbio
KOMITBIOTEPHBIX TEXHOJIOTH.

B penentypupix Omankax ¢opmber Ne 107-1/y B rpade «Damuivsi, WHALIUATBI UMEHH W
oTdyecTBa (TOCleAHEe - MPU HATUYMHU) MAlMEHTa» YKas3bIBalOTCA (paMuins, WHULIMAIBI UMEHU U
oTyecTBa (IIPU HAJTMYNUN) TALIUEeHTA.

B peuentypubix 6mankax ¢opmsl Ne 107-1/y B rpade «/lata poxaeHus» yka3plBaeTcs Aara
POKIEHUS MalMeHTa (YUCII0, MECSALL, TON).

JlonomHUTENBHO B perenTypHbIX 6ankax ¢popmsl Ne 107-1/y ans neteit B Bo3pacte 10 1 roga
B rpade «/laTa poxxieHus» yka3bplBaeTcsi KOJIMYECTBO MOJHBIX MECSIIEB.

B rpade «Damunus, HHULIMAIBI UMEHH U OTYECTBa (IOCTelHee - MPU HAJMYUH) Jeyallero
Bpaua ((enpauiepa, akymepkn)» penenTypHbix 6aankoB Gopmer Ne 107-1/y pydsHbiM criocoOoM min
C TMOMOIIBIO IITaMMa YKa3bIBAlOTCS (paMuiIMs, WHUIMAIBI UMEHM U OoT4yecTBa (TOCIEIHee - MpU
HaJM4YMH ) MEIUIIMHCKOTO paboTHUKa, Ha3HauuBIIero JII1 u ohopmuBiiero pernenrt.

B rpade «Rp.» yka3biBaeTcs:

- HaMMEHOBaHHWE JIEKAPCTBEHHOI'O IIpenapara (MEXAyHapoJHOE HENaTEeHTOBAHHOE
HauMEHOBaHME, TPYNIIMPOBOYHOE WJIM XUMUYECKOE HAaMMEHOBAHME, TOPrOBOE€ HAMMEHOBAaHUE) Ha
JATUHCKOM f3BIKE WJIM Ha PYCCKOM sI3bIKE, (hopMa BBITYCKA, 103UPOBKA, KOJIUYECTBO;
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- crocod MPUMEHEHHUs JIEKapCTBEHHOTO Mpernapara Ha TOCyJapCTBEHHOM si3bike P nnu Ha
rOCYJapCTBEHHOM s3bIke PD 1 rocyjapcTBeHHOM s3bIKe pecnyOonuk PO.

Peunent, BbImucaHHBI Ha penentypHoM Osanke ¢opmbl Ne 107-1/y, moamucheiBaeTcs
MEIULIUHCKUM PaOOTHUKOM U 3aBEPSIETCS €0 JTMYHON MEYaThIo.

Ha ognom penentypaom 6manke popmel Ne 107-1/y pazpemiaercs ocyIiecTBIsAT, HAa3HAYECHUE
ToNBKO oHOro HaumenoBauwus JII, orHocsmerocs mo ATX knaccudukanuu:

- K aHTUIICUXOTUYECKHUM cpeacTBaM (ko NOSA),

- aukcuosutukam (kog NOSB),

- CHOTBOPHBIM U celaTUBHBIM cpeacTtBaM (koa NO5SC),

- antuaenpeccantaM (koa NO6A) u He noasiexaliero npeIMeTHO-KOIMUYECTBEHHOMY YUeTY,

- M JI0 TpeX HAUMEHOBAaHWUW JIEKAPCTBEHHBIX MPENApaTOB - JJIi HHBIX JIEKAPCTBEHHBIX
MpenaparoB, HE OTHECEHHBIX K BhIlIeyKa3aHHbIM ATX.

HcnpaBnenus B peuente He J0MYCKAKTCS.

Cpok IefCTBHSI pelenTa, BRIMUCAHHOTO Ha penenTypHoM Omanke ¢popmsl Ne 107-1/y, 60 xueii
CO JHS BBINMUCHIBaHUS (0 1- ro roja), yka3pIBaeTcs MyTeM 3a4epKUBAHUS WU MO TYEPKUBAHUS.

[Ipy Ha3HaYeHMM TOTOBBIX JIEKAPCTBEHHBIX IMPENapaToB M JEKApCTBEHHBIX IIperapaTroB
WHIUBUAYATbHOTO H3TOTOBICHHUS NAalMEHTaM ¢ 3a00JIeBaHHsIMH, TPEOYIOIUMHU JUIUTEIHHOTO
KypcoBOTO JieueHus, ¢ odopmiieHueM Ha pernentypHoM Onanke Gopmbl Ne 107-1/y pemenra Ha
OyMa)XHOM HOCHTENe WIH B (OopMe DIEKTPOHHOIO JOKYMEHTa YCTaHABIMBAETCS CPOK ICHCTBHS
perenra B npejeiax A0 OJHOTO roja.

B ciiyyae ycraHOBieHHs CpOKa JIEWCTBHS pelenTa B Mpeenax A0 OJHOIO roja B perente
IIPOCTaBJISIETCS:

- otMeTKa «[lo cnenuanbHOMY Ha3HAYEHUIOY,

- 0003HaYaeTCsl CPOK JIEUCTBUSA peLlenTa

- NEPUOJUYHOCTb OTIYyCKA JIEKApCTBEHHBIX IPENapaToB W3 aNTEYHON OpraHu3aluu WIN
UHIUBUAYAIbHBIM  MpPEANpPUHUMATENEM, HUMEIOUIMM  JIMIEH3UI0 Ha  (apMaleBTUYECKYIO
JeSTeNbHOCTD (€KEHEIENbHO, eKEMECIYHO U UHBIE TIEPHO/IbI).

JloTIOTHUTENBHO ATO YKa3aHUE 3aBEPSIETCS:

- IOJIMUCHIO MEJUIIMHCKOTO paOOTHHUKA;

- TeYaThl0 MEJMIMHCKOW opraHuzauuu «Jlyis penenTtoB» (i penenta Ha OyMa)kHOM
HOCUTENIE) WM YCWIEHHOM KBaIM(DUUIUPOBAHHON DSJIEKTPOHHOM MOAMUCHIO MEAUIUHCKOTO
pabOTHUKA U JIMLIA, YTIOJHOMOYEHHOTO 3aBEPSTh JOKYMEHTHI OT UMEHH MEIMIIMHCKON OpraHu3aiun
(1t peuenTa B (hopMe IIEKTPOHHOTO IOKYMEHTA).

PexBU3NTHI penentTypHoro 6;anka ¢gopmbi Ne 107-1/y.

Oos3aTe/IbHbIC PEKBU3HTHI:

1. UlrtamMn MeAMIIMHCKON OpraHMU3allié B JIEBOM BEPXHEM YIIIy PEHEeNnTypHOro OJIaHKa ¢
yKa3aHHEM ee MTOJIHOTO HaMMEHOBaHUs, ajipeca 1 TenedoHa.

2. JlaTa BBIIMCKH penenTa.

3. OTMeTKa KaTeropuu MauenTa (JeTCKHid, B3POCIbIii).

4. ®amuys, THUIUAJIBI MYMEHU U OTYECTBA MallMeHTa.

5. JlaTa pox/eHus MaluueHTa: Yuciao, MecsLl, ToI.

6. ®amMuns, HTHAMATBI UMEHH U OTYECTBA MEPaOOTHHUKA.

7. B crpoke «Rp.» HauMeHOBaHUE JIEKAPCTBEHHOro Ipemnapara (MEXIyHapoaHOe
HENMaTeHTOBaHHOE HAaUMEHOBAaHME, TPYMIHMPOBOYHOE WM XMMHUYECKOE€ HaHMEHOBAaHHE, TOProBOE
HAaMEHOBAaHME) HAa JIATMHCKOM S3bIKE€ WJIM Ha PYCCKOM sI3bIKe, (pOpMa BBITyCKa, JTO3UPOBKA,
KOJIMYECTBO M CIIOCO0 mpuemMa.

8. Crioco6 mpuema JIIT yka3piBaeTcsi Ha pycCKOM S3bIKE HITH HAa PYCCKOM U FOCY1apCTBEHHOM
SI3BIKAX PECIyOJINK, BXOIAIINX B cocTaB PD.

9. Iloanuck METUITMHCKOTO pabOTHHUKA

10. JIngnast meyath MEIUIIMHCKOTO PabOTHUKA

11. Cpoxk neiictBus peuenta — 60 quei

Jlono/IHUTe/IbHBbIE PEKBU3UTBI OTCYTCTBYIOT.
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JOITYCTHUMBIE KOJIMYECTBA JIEKAPCTBEHHOI'O ITPEITAPATA J1JIA
BBIIIMCBIBAHUSA HA OAUH PELHEIIT. OCOBEHHOCTHU O®OPMJIEHUA
PELIEIITOB HA JIEKAPCTBEHHBIE ITPEITAPATBI AJIS1 IEYEHUSA TAIHTUMEHTOB C
XPOHNYECKHNMMU 3ABOJIEBAHUSAMMN.

J1J1s1 HEKOTOPBIX JIEKAPCTBEHHBIX CPEJCTB YCTAHOBIIEHO OIPaHUYEHHE B KOJIMYECTBE JJIS
BBINMCHIBAHUS HA OJJHOM PELENTYPHOM OJIaHKE.

[Tpukazom M3 P® Ne 10941 ot 24.11.2021 r. yCTaHOBJIEHO AOMYCTUMOE KOJIMYECTBO
OTJIEJIbHBIX JIEKAPCTBEHHBIX MPENAPATOB AJI BHINUCHIBAHUS HA OJUH PELIENT.

Ilpu svinucvieanuu peyenma sanpeujaemcs npesvluiams 00NYCmumMoe Koauuecmaeo
JIEKAPCMBEHHO20 npenapama 0Jisi 8bINUCLIBAHUS HA 00Ul peyenm (ipuiiokeHue 1 mpukaza M3 PO
Ne 10941) 3a uckitoueHuEM cilydaeB, yKa3aHHBIX B IyHKTax 15 u 24 npukaza M3 P® Ne 10941 ot
24.11.2021 1.

KonnyecTBO Ha3HAYEHHBIX JICKAPCTBEHHBIX IIPENIapaToB, BKIIOYEHHBIX B riepedyeHs [IKY,
[IPU OKA3aHMHM MALMEHTaM, HYXJAOIUMCS B JIUTEIbHOM JICYEHUH, IEPBUYHON MEIUKO-
CaHUTAPHOM MOMOIIH U NMaJNIMaTUBHON METUIIMHCKON MTOMOIIY MOXET ObITh YBEIMUEHO C yUETOM
KIIMHUYECKUX PEKOMEH Al He 0oJiee ueM B 2 pa3a Mo CPaBHEHHIO C KOJTUYECTBOM
HapKOTUYECKUX CPEACTB UJIU IICUXOTPOIHBIX BELIECTB, KOTOPOE MOXKET OBITh BHIIUCAHO B OJIHOM
peuente, ycraHoBieHHbIM [Ipunoxenuem Ne 1 k npukazy M3 PO ot 24.11.2021 r. Ne 1094u
(myHKT15).

B sTux cinyyasx penent gomkeH ObITh opopmiieH Haanuchio «Ilo cnennanbHOMy
HA3HAYEHUIO», OTACIHHO CKPEIUICHHOM MOIMICHI0 MEAUIIMHCKOTO paOOTHUKA U 11€YaThHIO
MEIULHUHCKON opranu3anuu «/ias penentosy.

B cootBercTBHU ¢ myHKTOM 24 npuka3a M3 P® Ne 10941 ot 24.11.2021 r., peuentsl Ha
JIEKapCTBEHHBIE MPENapaTsl, BKIOYEHHbIE B iepedeHb [IKY, muid neyenns nanueHTos ¢
XPOHUYECKUMHU 3a00JIEBAHUSMU MOTYT BBIIIUCBHIBATHCS HA Kypc JedueHus 10 60 aHei.

PeniennTel /1 1e4eHNs NAIIMEHTOB ¢ XPOHUYECKUMHU 3a00JI€BaHUSIMUA MOTYT O(hOpMIISTHCS Ha
Kypc nedenus 10 60 gHei Ha:

- IPOU3BO/IHBIE OAPOUTYPOBOI KUCIIOTHI,

- komOburupoBannbie JII1, congeprkaniue KojaenH (ero coiu);

- uHble kKomOuHupoBanHusle JII1, moanexammue ITIKY;

- JIT1, obnanaroniue aHab0IMYEeCKON aKTUBHOCTBIO B COOTBETCTBUU C OCHOBHBIM
(bapMaKoJIOTHYECKUM JIEHCTBHEM.

B cnygae, korga xypc nedeHust coctaBisieT 0onee 30 nHeH, donoarHumenvHo 6 peyenmax Ha
bymascHom Hocumesne npoussooumcs Haonucsy «Ilo cneyuanrbHOMy HA3HAYEHUIO», 3A6ePEeHHAs
NOONUCHLIO MEOUYUHCKO20 paDOMHUKA U NeYamvlo MeOUYUHCKOU op2anuzayuu «/{is peyenmosy, Ha
perenTax B ¢opMe IEKTPOHHOTO JOKYMEHTa Mpou3BoAuTcs oTMeTKa «Ilo cnennanbHoMy
Ha3HAYEHUIO» C MPOCTABICHUEM YCUJIEHHOW KBAJIM(DPUIIMPOBAHHOM 3JIEKTPOHHON MOAMKUCH
MEIUIUHCKOTO paOOTHUKA U JIMIIA, YIOJTHOMOYEHHOTO 3aBePATh TOKYMEHTHI OT UMEHHU
MEIHUIIMHCKON OpraHu3aluH.

IIpn naznauenuwn roroBeix JIII u JIII mHAMBUAYyanbHOrO HM3rOTOBJIEHUS MAlMEHTaM C
3a00JIeBaHUSAMU, TPEOYIOLUIUMU JUTUTEIHLHOTO KypCOBOTO JIeueHus, ¢ 0hopMIIEHUEM Ha pelenTypHOM
6manke popmbl Ne 107-1/y perienita Ha OyMa)XHOM HOCHUTEINE MITH B JOpPME 3JIEKTPOHHOTO JOKYMEHTA
YCTaHABIIMBAETCS CPOK JEHCTBUS pelenTa B mpejeiax 10 OJHOro roja.

B cimydae ycraHOBiEHMs cpoKa AEUCTBUS pelenTa B Ipelenax A0 OJHOIO roja B pelente
npousBoauTcs Haanuck: «Ilo cnennanbHOMY Ha3HaYEHHUIO», 0003HAYAETCS CPOK JIEHCTBUS pellenTa
U TEpUOJUYHOCTh OTIYCKa JIEKapCTBEHHBIX IPENaparoB M3 alTE€YHOW OpraHu3aluyd WIn
UHIUBUAYAIbHBIM  MpPEIIPUHUMATENIEM, HUMEIOUIUM  JIMIEH3UI0 Ha  (apMaleBTUYECKYIO
NESTENBHOCTh (€KEHEAENbHO, €KEMECAYHO M HMHbIE Mepuojbl). /OMONMHUTENBHO 3TO yKa3aHue
3aBepseTCs MOAMKMCHI0 MEAMIIMHCKOTO pa0OTHHKA, a TaK)Ke MeuaThi0 MEIULHUHCKON OpraHu3aluu
«[lns peuentoB» (A perenta Ha OyMa)KHOM HOCHTEINE).

21



Ta6muma 1 KonndecTBo HAPKOTUYECKUX CPEICTB MIIA TICUXOTPOITHBIX BEIIECTB, KOTOPOE
MOXKET 6BITB BBIITMCAHO B OAHOM PCUCIITC

(TH: TITpocumon

20 Mr

Ne MexayHapoaHOE HEITATEHTOBAHHOE ®dopmMma BBIITyCKa U Komunyectso
n/m HAaUMEHOBAHHE HAPKOTUYECKOTO U JIO3UPOBKA
MICUXOTPOITHOTO JIEKAPCTBEHHOTO Mpernapara
1 bynpenopdun + Hanokcon Tabnerku 60 TabyeTok
Buprenorphinum + Naloxonum cyonuarBansHbIe 0,2
(TH: bynpaxkcon) mr + 0,2 mr
2 bynpenopun PactBop i1 nHbEKLUH, 30 amnyn
(mmpwui-
0,3 mr/mit 1 m
TIOOUKOB)
Mopdun PactBop miist unbekiui, | 20 ammyin
3 pacTBop s (mmpu-
MOJIKO’KHOTO BBEJICHUS | TFOOMKOB)
10 mr/mut 1 Mo
4 Kopeun + Mopdun + Hockanun + [lamaBepun | PacTBop st
+ Tebaun MOJIKOXHOTO BBEJICHUS
(TH: OmHoOTIOH) 0,72+5,75+ 2,7+ 0,36 20 amivi
+ 0,05 mr/ma 1 M y
1,44+ 115+54+0,72
+ 0,1 mr/mi 1 mi
)
Tpumenepuaun 50 TabyieTok
(TH: Tpomeson) Tabnerku 25 mr
6 Tpumenepunnx PactBop /g nnbekuuit | 20 ammyn
10 mr/mi 1 Mt (mmpwui-
20 mr/mut 1 mit TIOOUKOB)
7 Mopdun Tabnerku (KamncyJibl)
MIPOJIOHTHPOBAHHOTO
JENCTBUSA
10 r 180 Tab:. (xarc.)
30 mr 60 Talur. .(Kanc.).
60 mr 40 tab. (xaric.)
100 mr 20 Tabm. (karc.)
200 mr 20 Tabun. (karc.)
8 Mopdun Tabmerku
5wmr 100 Tabmerox
10 mr 100 TaGnerok
9 [TponnoHUI()EHUIITOKCUI THIIITUTIEPUIAH TabneTku 3areunble 50 TabneTok

10

denranun

TpancaepmanbHast
TepareBTHYECKas
cucrema

12,5 MKr/9ac

25 MKr/4ac

50 mkr/gac

75 MKr/4ac

100 mxr/gac

20 nacTeipen
20 mnacteipeit
10 macteipei
10 mnacTeipeit
10 miacteipei
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ITepeuens JIC, mogexamux npeaAMeTHO-KOINYECTBEHHOMY YUETY B allTEYHBIX
OpraHu3alusIX, NPEANPUITHIX ONTOBOM TOPTOBIU, MEAUIIMHCKUX OpPTraHU3alUsAX YTBEPKICH
npuka3zoM M3 PD Ne 4591 ot 01.09.2023 1. «O06 yTBEep>KIACHUHU NIEPEUHS JIEKAPCTBEHHBIX CPEJICTB
JUTSI MEIMIIMHCKOTO MTPUMEHEHUS, TTOIIEKAIINX MTPEAMETHO-KOJIUYECTBEHHOMY YUYETY».

[TpeamerHo-KOMMuecTBeHHBIN yueT (ITKY) — 310 1oOKyMEHTUPOBaHHBIN ONIEPATUBHBIA YUET
JBUKEHUS TOBAPOB 10 OTACIIBHBIM aCCOPTUMEHTHBIM MO3UIUSAM B HATYPAIbHBIX U3MEPUTEISIX (KT,
T, IIT., YII., aMIL.).

[IpeaAMeTHO-KOIMYECTBEHHOMY YUETY MOJIJIeXKAT:

- IEKapCTBEHHbIE CPECTBA - (hapMalleBTHUECKHUEe CyOCTaHIIUHU U JIEKaPCTBEHHbIE
npenaparsl, SBISIONINECS HAPKOTUUYECKUMU CPEJICTBAMHU, IICUXOTPOIHBIMU BelecTBaMu CIUCKOB
IT u 1T ITepeuns, yrBepxkaeHHoro 111 P® Ne 681 ot 30 uronsa 1998 r.;

- ICKapCTBEHHBIE CPECTBA - (hapMarleBTHUECKHUE CyOCTAaHIIUU U JIEKAPCTBCHHBIE
npemnaparsl, siBisitomuecs npexkypcopamu Crincka IV I[lepeuns, yreepxkaennoro [T PO Ne 68101
30.06.1998 r.;

- ISKapCTBEHHBIE CPECTBA - (hapMalleBTHUECKHUe CyOCTaHIIUU U JIEKaPCTBEHHbIE
npenaparsl, sBistomuecs: CUIbHOACUCTBYIOIIMME U S| TOBUTHIMH BEIIECTBAMU CITUCKOB,
yTBepxkieHHbIX [IIT PO Ne 964 ot 29.12.2007 r.;

- STWJIOBBIM CIIUPT, pACTBOP AHTUCENITUYECKUA MEAUIMHCKHU;

- UHbIE JIEKapCTBEHHBIE CpenicTBa, noanexanme 11IKY;

- KOMOMHUPOBAHHBIC JICKAPCTBEHHBIC MPENapaThl, COACPIKANTUE KPOME MAJIBIX KOJTHMYECTB
HApPKOTUYECKUX CPEICTB, ICUXOTPOIMHBIX BEIIECTB U UX MPEKYPCOPOB, Ipyrue papmakosiornieckue
aKTUBHBIE BEILIECTBA, YKa3aHHbIE B MyHKTE 9 npukaza M3 Ne 1094n ot 24.11. 2021 .
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MOPAJOK O®OPMJUIEHUSA PELEITYPHbBIX BJIAHKOB ®OPMbI
Ne 148-1/Y-04 (JI)

Peuentypusie Omanku ¢opmbr Ne 148-1/y-04 (;1) mpenHa3HadeHbl JJis BBITUCHIBAaHUS
JICKApCTBEHHBIX TIpenapaToB Jjs oOecmeueHHsl TpakJaH, HMEIOIUX IMpaBO Ha MOJy4YCHHE
JIEKapCTBEHHBIX IIPEnapaToB OECIUIATHO WIIM CO CKUAKOM 3a CUET CPEICTB OrOKETOB CyObeKkTOB PD
U B LEJSIX MPEJOCTaBICHUS TOCYJapCTBEHHON COLMAIBHON MOMOIIM B BHE HAOOpa COLMATbHBIX
YCIIyT.

®opma penentypHoro Omanka No 148-1/y-04(;1) W TOpPSOOK €ro  3amoJIHCHUS
pernamentupytorcs [Ipukazom M3 PO No 10941 ot 24.11.2021 1. «O6 yrBepx)aenun Ilopsaka
HA3HAYEHUS JIEKAPCTBEHHBIX IIpenapaToB, (OpM pEUEnTypHbIX OJIAHKOB Ha JIEKAPCTBEHHBIC
npenapatsl, [lopsaka odopmiieHHst yka3aHHBIX OJAaHKOB, MX yuéTa M XpaHeHMs, (GopM OJaHKOB
pELenTOoB, COACPXKAIIMX HAa3HAYCHHWE HAPKOTUYECKUX CPEJCTB WM TICHUXOTPOMHBIX BEIIECTB,
[Topsiaka UX M3rOTOBIIEHMS, PAaCHpEleNeHHs], PerucTpalnu, yuéra u XpaHeHus, a Tawke IIpaBui
oopmieHnst 61aHKOB PELIENITOB, B TOM YHUCIIE B OPME AIIEKTPOHHBIX JJOKYMEHTOBY.

Ha peuentypuom 6nanke gopmsl Ne 148-1/y-04 (;1) penient BBINMKUCHIBACTCS MEIULIUHCKUM
pabOTHUKOM B 2 HK3EMIUIIpax, C OAHUM SK3EMIUISIPOM KOTOPOTO MAMeHT 00paIaeTcsi B aTeYHYIO
opranu3aiuio. Bropoii sk3eMIuisip perenrta npuodiaeTcst K MeAMLMHCKON KapTe NalueHTa.

Hapkotuueckrue u mncuxoTpomnHble jekapcTBeHHble npernaparbl Crnucka II [lepeuns s
JIeueHHsl TPpaX/1aH, UMEIOLUX MIPaBo Ha OeCIIaTHOE MOIy4YEHHUE JIEKAPCTBEHHBIX MpenapaToB WK
MOJTyYSHHS JIEKAPCTBEHHBIX MPETMAapaToB CO CKUIKOH, BHIITHCHIBAIOTCS:

- Ha CrenuajJpHOM pELENTYpHOM OJlaHKe Ha HAapKOTHYECKOE CPEICTBO M INCUXOTPOIHOE
BemiecTBo Gopmbl Ne 107/y-HII, Kk KOTOpOMY TOTIOIHUTENEHO 0(OPMIIIETCS PELENT Ha PEIENTyPHOM
6manke hopmbr No 148-1/y-04(;1) B ABYX 2K3eMILISIpax Mpu opopMIIeHUN HA OyMakHOM HOCHUTEIIE.

Ha3nauenne HapKOTHYECKMX M TCHXOTPOITHBIX JIEKAPCTBEHHBIX mpenaparoB Crwmcka 11
Ilepeuns B BHJE TpaHCAEPMAIbHBIX TEPANEBTUYECKUX CHUCTEM, HAPKOTHYECKUX JIEKAPCTBEHHBIX
npenaparoB Crnucka II Ilepeuns, comepkammx HAPKOTHYECKOE CPEJICTBO B COYETAHUH C
AHTarOHUCTOM OMMOMJIHBIX PELENTOPOB, NMCUXOTPONHBIX JIEKapCTBEHHBIX MpenapaToB Crucka III
Ilepeuns, JIII, BxmoueHHbix B mnepeueHb [IKY, copepxamuxcst B moamyHkre 2 myHkra 11
Hacrosero [lopsaka, npeqHa3HauYSHHbIE AJIS JIeUEHUs TpakJaH, MMEIOLIUX MpaBo Ha OecruiaTHoe
MOJTyYeHHE JIEKAPCTBEHHBIX MPENapaToB WM MOJYYCHHE JIEKAPCTBEHHBIX MPEMapaToB CO CKUIKOM,
OCYILIECTBIISETCA:

- Ha perenTypHbIX OmaHkax gopm Ne 107-1/y u Ne 148-1/y-88; Kk KOTOpPBIM AONOTHUTEIHHO
oopmisiercs perenT Ha perentypHoM Onanke Gopmel Ne 148-1/y-04 (1) B ABYX 3K3eMILIspax Npu
oopmiennn Ha OyMa>KHOM HOCHTEIE.

B BepxHeMm sieBoM yrity penentypHoro 6iaHka ¢opmbl Ne 148-1/y-04 (;1) nmpocraBnsercs
ITaMI MEJIWIMHCKOW OpraHW3aly C YKa3aHWEM ee HauMEHOBaHWs, ajapeca, TenedoHa, a TaKkkKe
yKa3bIBA€TCsl KOJ| MEJIUIIMHCKOI OpraHu3aluy.

[Tpu BeImuchIBaHuY penientoB Ha JIIT s nedenus rpakjad, MMEIOIIMX MPaBo Ha OecryiaTHOE
nonyyenue JIIT unu momyuenue JIII co ckuakoi, ykaswsiBaeTcss HOMep TeledoHa, M0 KOTOPOMY
pabOTHUK aNTEeYHOH OpraHW3alui TMPHU HEOOXOJMMOCTH MOXET COTJIaCOBaTh C MEIUIIMHCKUM
pabOTHUKOM CHHOHUMHYECKYIO 3aMEHY JICKapCTBEHHOT'O Ipenapara.

B Bepxneit wactu dopmbl Ne 148-1/y-04 (i1) «Pement» 00603HaYEHO MECTO /JIsI HAHECCHUS
mrpux-kona. Jlomyckaercst opopMieHHe BCeX PEKBU3UTOB PEeLENTYPHbIX O1aHKOB Gopmbl Ne 148-
1/y-04 (1) «Penent» ¢ ucnosib30BaHUEM KOMITBIOTEPHBIX TEXHOJIOTHH.

Odopmiienne peuentypHoro OnaHka gaHHBIX (opM BKiIodaeT B celds mudpoBoe
KOJMPOBAaHUE M 3aMlOJTHEHHUE OJIaHKa.

Lugposoe koouposanue peyenmypHno2o 61aHKa o0cyujecmensiemcsi no ciedyloujell cxeme:

- IPU U3TOTOBJICHUU PELENITYPHBIX OJaHKOB M€YaTaeTcsl KOA MEIUILIMHCKON OpraHu3aliy B
cooTBeTCTBUH ¢ OCHOBHBIM T'OCYAapCTBEHHBIM perucTpanoHHbpM HomepoM (OI'PH);

- KOJI KaTeropuM rpax/laH, UMEIOIIUX IIPaBO Ha OECIUIaTHOE WJIM JbIOTHOE oOecledyeHue
JIEKapCTBEHHbIMU IpenaparaMu B cooTBeTcTBUM ¢ ®3 P Ne 178 ot 17.07.1999 r. «O
TOCY/IapCTBEHHOM COIMAIBHON MOMOILIN,
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- KojA Ho3oJiorHmueckoi (GopMbl mo MexayHapoaHol kiaccudukanuyu Ooyie3HEH, MyTem
3aHECeHUS KaX10i LU(PHI B ITyCThIE SYCUKH, TOUKA IPOCTABIISCTCS B OTJICIBHON SUeiKe;

- UCTOYHUK (DMHAHCUPOBAHMS Ha pelEnTypHOM OyiaHke ((eaepaabHbIil OHOIKET, OFOHKET
cyonekTa Poccuiickoit @enepanuu, MyHUIIUTIATBHBINA OIOJKET) U MPOIEHT oruiaThl (OecruratHo, S0
%, NHOM %) yKa3bIBAIOTCS [MOYEPKUBAHUEM, KOTOPbIE Bpad BHOCUT HAa aMOyJIaTOPHOM IpUEME.

Peuentypusriii 61ank Gopmst Ne 148-1/y-04 (1) 3an0aHAETCS METUITUHCKAM PaOOTHUKOM
pa3dbopuUnBO, YETKO, YEPHUIIAMH WM LIAPUKOBOM PYUYKOM.

Paspemaercs nzroraBnuBate perentypusie 61anku Gopmbl Ne 148-1/y-04(i1) ¢ moMoIbro
KOMIIbIOTEPHBIX TEXHOJIOTHH.

Ha ognom penentyprom 6manke Gpopmsl Ne 148-1/y-04 (i1) pa3perraercs: BHITUCHIBAT
TOJIKO OZIHO HAMMEHOBaHHE JIEKapCTBEHHOTO Ipernapara.

HcnpaBiieHus B peLienTe He JOIMYCKatOTCs.

Cpok nerictus penienita Gopmbl Ne 148-1/y-04 (1):15 ouetr, 30 onett, 90 Oneil, yKa3biBaeTCs
MyTeM TOAYEPKHUBAHHUS.

PenennTel Ha JiekapcTBEHHBIE NpENapaThl, BHITMCAHHBIE HA PELIENTYPHbBIX OJ1aHKaX (GOpMbI
Ne 148-1/y-04 (1) netictButenbHbl B TeueHue 30 qHei cO qHS BBITUCHIBAHMS.

Penenntel Ha OymMaXkHOM HOcUTeNe, B (hOpMeE IEKTPOHHOIO JJOKYMEHTa, 0()OpMIICHHbIE HA
perentypaoM Onanke Gopmbr Ne 148-1/y-04(1) u mperHa3HAYCHHBIC IS OTITYCKA JICKAPCTBEHHBIX
IIpenapaToB rpax/jaHam, JOCTUIIINM IIEHCHOHHOTO BO3pacTa, MHBAIKUaM [1€pPBOM IPyIIIbI, IETSIM-
WHBAIMAM, a TAKXKe TPaXKJ1aHaM, CTPAIAIOIUM XPOHHUECKUMH 3a00JIeBaHUSIMHU, TPEOYIOIIUMHU
JUTUTENILHOTO KypCOBOI'O JIeUEeHUs, IeiicTBUTENbHBI B TeueHue 90 aHeii co nHsa opopmieHus, 3a
HCKJIIOYEHHUEM ClIydaeB, yka3aHHbIX B yHKTax 38 u 39 Ilpukaza M3 P® Ne 1094u ot 24.11.2021
I., IpY KOTOPBIX OH JIEHCTBUTENEH B TeueHue 15 nHeil co qHs odopmiieHus.

Jist medeHnst XpOHUYECKUX 3a00JIeBaHM yKa3aHHBIM KaTErOpHUsAM I'pak/IaH JCKapCTBCHHbIC
npemnapatsl ¢ 0pOPMIIEHUEM PELENITOB HAa OyMaKHOM HOCHUTEJIE UM PELEeNTOB B (hopme
AJIEKTPOHHOTO IOKYMEHTa MOTYT Ha3HauaTbCs Ha Kypc jedenus 10 180 nHeid.

PeniennThl Ha HAPKOTUYECKHE U TICUXOTPOIHbIE JIeKapCTBeHHbIe Mpenapatsl Crincka 11
[lepeunsi, BeIMCaHHBIE JOMOIHUTENBHO K CrieninanbHOMY perentypHomy 6manky Ha HC unu [1B
¢dopmbl Ne 107/y-HII u Ha perentypHbix 61ankax ¢popmbsl Ne 148-1/y-04 (1) neficTBUTENbHBI B
TedyeHue 15 nqHeli co qHS BEITUCHLIBAHHUS.

PenenTel Ha icuxoTpomnHkle iekapcTBeHHbIE penaparsl Crincka [1I I[lepeuns, nunsie
JIEKapCTBEHHBIE CpecTBa, nopiexamue [IKY, BeimucanHbie TONOJIHATEIBHO K PELENTYPHOMY
6manky ¢opmbl Ne 148-1/y-88 Ha penentypHbix O1ankax Gopmbl Ne 148-1/y-04 (1) neicTBUTENIBHBI
B TeueHue 15 qHeH co JHS BBEITHMCHEIBAHUS.

Ha o6opotHoii cropone penentypHoro 6sanka ¢popmsl Ne 148-1/y-04 (1) meyaraetcs
Tabnuua cnenyromiero coaepxxanus: [Ipurorosui. Ilposepusn. OtmycTui.

[Tpu BBIMKCBHIBAHUY JIEKAPCTBEHHOT'O Mpenapara o peleHno BpauedHoi KOMUCCHU Ha
oboporte perientypHoro oanka ¢popmsl Ne 148-1/y-04 (1) cTaBUTCS criennaibHasi OTMETKA
(urrami).

Ha peuentyprom 6anke Gopmbl Ne 148-1/y-04(11) BHM3Y MMeeTCsl TMHUS OTPHIBA,
paszensonas pelenTypHbIi OJIaHK U KOPEIIOK.

Kopemok ot peuenra Bbl1aeTcs NalMEHTY (JIUILY, €ro MPEeACTaBIISAIONIEMY) B allTEYHON
OpraHU3aIMH, Ha KOPELIKe JIeIaeTCsl OTMETKAa O HAMMEHOBAaHHUHM JIEKapCTBEHHOTO Mperapara,
J03UPOBKE, KOJIMYECTBE, CIIOCOOE MPUMEHEHUS, U OH OCTaeTcsl y namuenTa (Jiuua, ero
IIPEJICTABIISIFOIIETO).

[Tpu otmycke JII1, BeimucanHoro Ha peuentypHom Onanke Gpopmsl Ne 148-1/y-04(11) Ha
00OpOTHOM CTOPOHE pelenTa MPOCTaBIIsAeTCsl OTMETKa (1Tamil) «JIekapcTBeHHBIH mpenapar
OTITYILLICHY.

Penentypubie 6manku popmbl Ne 148-1/y-04(11) octaromuecs B anTeke, XpaHsaTcs 3 roja.

[TauuenTy, HaxoAIIEMYCS Ha CTAl[MIOHAPHOM JICYEHHH, BBITUCKA OECIIaTHO UJIM Ha
JBTOTHBIX YCIOBUSAX JICKAPCTBEHHBIX MPENapaToB U MEIUIIMHCKUX U3JICIUN HE JOITyCKaeTCsl.
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OPAPMALNEBTHYECKAS SKCIIEPTU3A PELEIITA

[Ipu mocTymieHuu pelenTta B anTeYHYI0 OpraHu3anuio (¢apmaleBTHUYECKUid pabOTHHK, B
00SI3aHHOCTH KOTOPOTO BXOAWT TpweM pemnentoB u otmyck JIII, momkeH mpoBecTH
(dhapMaleBTUUECKYIO IKCIIEPTU3Y PELIeNTa.

dapmaneBTuyeckasi JIkcneprusa peuenta (PIP) — 53TO0 oOlEHKa COOTBETCTBUS
MOCTYNUBUINX B allTEKy PELENTOB JCHCTBYIOIIMM HOPMaM IO MpaBuiiaM o(pOpMIIEHUS PELENTOB U
ormycky o Hum JIII. TIpoBoauTcsi ¢ 1enpi0 NPUHATHS OOBEKTUBHOIO PELICHUS O BO3MOXKHOCTH
ornycka JIII mo mnocrynuBmemy penenty. Ha pucynke 1 mnpeacraBieHbl OCHOBHBIE ATarlbl
poBeeHUs (apMaIleBTUYECKON IKCIIEPTU3BI PEIeTTa.

AJITOPUTM ®APMAINEBTUYECKOM DKCIIEPTU3bI U IPUEMA PEIIEIITA

1. BHMMaTeapHO POYUTATh PELEIT.

2. Ompenenutb, k kakomy Cnucky (IlepeuHio) OTHOCHTCSI BBIIMCAHHBIA B peELENTe
JIEKapCTBEHHBIN IIpernapar.

3. IlpoBepuTh COOTBETCTBHE (POPMBI PELENTYPHOrO OJIaHKa BBIIMCAHHOMY B pELEINTE
JIEKapCTBEHHOMY IIpenapary.

4. OnpenenuTts NPaBOMOYHOCTH JIMIIA, BHIIMCABIIETO PELENT, 1 BO3MOKHOCTh OTIIyCKa IO
penenTaM yKa3aHHOM MEIULMHCKON OpraHnu3allku.

5. IIpoBepuTh CPOK ICUCTBUS PELEITA, CPABHUBAS ATy €r0 HAIIMCAHUS C JATOM MOCTYIICHHS
B AITEKYy.

6. [IpoBeputp Hanmuuyre HabOpa HEOOXOTUMBIX OCHOBHBIX U JOTIOJHHUTEIBHBIX PEKBU3HUTOB,
naTh 000CHOBaHKE K BO3MOXHOCTH OTITyCKa JICKAPCTBEHHOT'O Ipernapara o peLenTy.

7. IIpoBecTu NpoOBEPKY 103 U HOPM OTITYCKA BBITMCAHHOI'O JIEKAPCTBEHHOTO Mpernapara.

8. IlpoBepuTh COBMECTUMOCTH HHIPEIMEHTOB, BXOJAIIMX B COCTaB JIEKAPCTBEHHOI'O
npernapaTa UHIMBUYaJIbHOTO U3TOTOBIEHUS (KCTEMITOPATIBHOTO).

9. IlpuHATH pemeHne 0 BO3MOXXKHOCTH OTITyCKa JIEKAPCTBEHHOIO IIperapara 1o peLenTy.

10. B cinydae HEBO3MOXXHOCTH OTITyCKa JIEKAPCTBEHHOTO IIpenapara II0 HEBEPHO
o(hopMIIEHHOMY peLenTy ONpPEeAETUTh MOPSAA0K CBOUX JAIbHEHIINX JeCTBUI.

11. B caydae BO3MOKHOCTH OTITyCKa JIEKAPCTBEHHOTO ITpenapara OCylIIECTBUTh TAKCUPOBKY
Y PETUCTPALIMIO PELIENTA, ONPEAEIUTH CPOK €r0 XPAHEHHU B alITEYHON OpPraHU3aLINN.

12. JlaTh pekoMeHaluu O TOpSAAKE MpUueMa JIEKapCTBEHHOr0 MpernapaTa U ero XpaHeHus B
JIOMAITHUX yCIIOBUSX.
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dapManeBTHYECKAs IKCIIEPTU3A pelenTypHOro 6s1anka gpopmbr Ne 107/y-HII.

®dapmarneBruuecknit padotHuk AO mpu npuéme perenta Ha JIII, orHocsmerocs k HC u 1B
Crnucka II [Tepeunsi, mpoBepser:

1) CootBerctBHEe hopMmbl perientypHoro 6manka Nel07/y-HII, yrBepkaéunoit npukazom M3
P® or 24.11.2021r. Ne1094n.

bnanku Qopmer Nel07/y-HII (crenmanbHbId pelenTypHBIM OJIAaHK) H3TOTaBIWBAIOTCS
UCKJTIOUUTENIFHO ~THUMOTPapCKUM CnocoOOM — SIBISAIOTCS  3AIIMIIEHHOW MoJUrpaduyueckon
MPOJYKIMEH, N3roTaBInBaeMoil Ha Gymare po30BOro IBETa.

2) Hanuuue B 1eBoM BepxHeM yrity mramna MO ¢ ykazaHuem:

- IOJIHOr0 HauMeHoBaHus MO;

- anpeca MO;

- reneona MO;

- matel opopmiieHus perenta (B coorBerctBuu ¢ mucbMom M3 P® ot 27.04.2022 1. Ne 25-
4/3812 pexBu3uT «aata ohOpMIICHHS pEleNTa», YKa3aHHasl B IITaMIIe, HE SBISIETCS 00s13aTEIbHBIM).

3) Hasnnume cepun 1 HOMepa peLenTa.

4) Hanuuue AaThl BBIUCKH pEIeNTa.

5) Ykazanue cpoka aeiictBus perenta (15 qHeii) u ero cobmoneHue.

3anpemién oTHyCK MO penenTam ¢ HCTEKIIUM CPOKOM JelicTBusA!

6) [Togu€pKkHYTO «B3POCIBIIN UITU «JIETCKHUII.

7) Hanmnuune ®ammmn, Umern 1 OTdecTBa MamnueHTa, MmoJHOCThIO.

8) Hammuue B rpade «Bo3pact» ykazaHus - KOJIMYECTBO MOTHBIX JIeT. JlomycTuMo ykazaHue
JIaThl POKJICHUS MTALIMEHTA.

9) Hanmume B penenTe cepur 1 HOMEpa Mojiuca 00s3aTeIbHOTO MEAUIIMHCKOTO CTPaXOBaHUS
nanueHTa (Ipyu HaJIUuun).

10) Hannune HomMepa MEIUIIMHCKOM KapThl MAllMEHTa, MOIYYaroIero MEAUIUMHCKYIO TOMOIIb
B aMOYJIaTOPHBIX YCIOBUSX (MJIM UCTOPUHU OOJIE3HM MAlMEHTa, BBHIMMCHIBAEMOTO0 M3 MEIULIMHCKON
OpraHu3aIlym).

11) Hanuune ®amunuu, Mmenn u OtdectBa Bpaya ((enpamiepa, akyIepku), BEITHCABIIETO
PELenT MOJIHOCTHIO.

12) Hannuue 3aBepeHus BBIMTUCAHHOTO peLenTa:

- IO/NKCHIO Bpaya;

- IMYHOM MeyYaThio Bpaya;

- neuatbio MO «/Is1 perienToy.

13) Hannune @amunuu, Umern n OTuectBa ynonHoModeHHOro jauna MO MOJTHOCTBIO U ero
MOJTHUCH.

14) Beimucky Ha 01HOM peLenTypHoM OiaHke ojHoro HauMmeHnoBanus JIII.

15) Boimucky naumenosanust JIII (MHH, rpynnupoBoyHOro minM XHMHYECKOro, JIMOO B
cllydae MX OTCYTCTBUS - TOPrOBOIO HAMMEHOBAHWS) Ha JIATUHCKOM HWJIM PYCCKOM SI3BIKE B
ponutenbHoM naaexe. [Ipu Beimucke JIIT mo TH — nmposepsieT Hanuune Ha 060poTe perenTa OTMETKH
o BK (BpaueOHoii komuccun).

16) Yka3anue ¢popMsl BhIIycKa, J03UPOBKH BbimucaHHoro JIII.

17) Yka3zaHue KoJM4ecTBa BBIMMCAHHOTO HapKoTudeckoro (nmcuxorpomnHoro) JIIT Crnucka 11
MIPOIHUCHIO.

18) IIpoBepka BoimucanHoro konudectsa JIIT Hopmam ormycka (Tabnuma 1).

ITpu nmpeBbimiennn konunuectsa JIII B penenTe B 2 paza coriiacCHO HOpMaM OTITYCKa, peLenT
HE00X01MMO O(OPMIIATH TOTMOIHUTENBHO HaaNKChlo «[lo crennanbHOMY Ha3HAYEHUIO», OTIAECIBHO
CKpPEIUIEHHON MOANMUCHIO Bpaya u neuatbio MO «/ns peuentoy.

IIpeBbimienue konyecTsa BpinmucanHoro JIII 6osee yem B 2 paza nmo HopMaMm OTIyCKa
3anpeneHo!

19) CooTBeTcTBHE pELENTYPHBIX COKPAILIEHUH.

28



20) Cnoco6 nmpumenenus JII1 Ha rocynapcTBeHHOM si3bike PO ¢ ykazaHueM /103bI, 9aCTOTHI,
BpEMEHHU MPpUEMA U €ro JUIMTEIIbHOCTU — YKa3aHHUE Kypca JICUCHHUS.

3anpenieHo OrpaHUYMBATLCA OONIMMHM YKa3aHMsSIMHM, Hanpumep, «BHyTpeHHee»,
«U3BecTHO!

HUcnpaBiiennsi B peuenrte He J0MyCKAOTCH!

21) IpoBoguTt 3KCHEpTHU3Y HOMOTHUTENBHOTO perenta (Gopmbr Ne 148-1/y-04 (1) mpu
otycke JIIT 1broTHbIM KaTeropusiM rpaxjaaH, oopaiias ocodoe BHUMaHuE Ha COBMaJIeHuEe B 000X
peuenrax:

- ®amuun, Umenn n OTdecTBa IMalpeHTa.

- JIaThl BBIMHUCKHU PELICHTOB.

- Cpok neiictBus pernenta s hopmbl Nel48-1/y-04(1) - 15 gueit.

- ®amunuu, Umenn u OtyecTBa Bpaya.

- HammenoBanwusi, 1o3upoBku, ¢hopmsl Beimycka JIIT.

- Konnuectsa JIII.

- Hanmnuue noanucu Bpaua, nevaru Bpaya u nedatu MO «/[ns peuentosy.

22) HenpaBwibHO BBIMHCAHHBIM PELENT TacUTCS ITamMnoMm «Penent HeAeHUCTBUTEICHY,
peructpupyercsi B« KypHane perucTpalid HENpaBUIbHO BBIIMCAHHBIX PELENTOB», U
BO3BPAILIAIOTCS JIUILY, TPEICTABUBIIIEMY PEIIEIIT.

O ¢akrax HapymieHus TpaBUJ OQPOPMIICHHS PEIENnTOB CyOBEKT PO3HUYHOW TOPTOBIU
UH()OPMHPYET PYKOBOJMTEIS COOTBETCTBYIONIEH METUIIMHCKON OpTaHN3allNH.

NuauBuayaIbHBIM NPeINPUHUMATE/ISIM 3alpelieH0 BhINUCbIBaTh penentsl HAa HC n
IIB Cnuckos 11 u I1I Ilepeuns!

Ortnyck JIII no penentypabim 6s1ankam ¢gopmbr Ne 107/y-HIL.

OTBETCTBEHHOE JIUIIO MOCJIE MPOBEIEHNUS SKCIIEPTU3BI pelienTa NePEeXoqUT B 30Hy XpaHEHHUS
HC u 1B, 3a6upaet Heobxo1nMoe KOIM4ecTBO yrnakoBok BeimucanHoro JIIT (mposepsist BPJl u BCJI)
Y BO3Bpalaercs B 30Hy otmycka JIIT.

1. Ha oOopoTHOW CTOpOHE pelenta YyKa3blBaeT MACIOPTHBIE JaHHBIE MOTydaTems
HapKoTH4eckoro win ncuxorpornuoro JIIT u mramn «JlekapcTBEHHBIN Mpenapar OTIYIIEH.

2. 3anoiHseT Ha JIUIEeBON CTOpoHe pazaen «OTMeTKa aTeYHON OpraHu3aluul 00 OTITYCKe»:

- TOProBO€ HaWMEHOBaHHE HAPKOTUYECKOTo uiu ncuxorpornHoro JIII, no3uposky, ¢popmy
BBIITYCKA;

- KOJINYECTBO OTITYLIEHHBIX ynakoBok JIII;

- ceon ®amunuto, ms 1 OTyecTBO (MOTHOCTHIO) (MITM IITAMIT) M TOATHCH;

- naty ormycka JIIT;

- CTaBUT KPYTJIYIO NI€YaTh allTeUHON OpraHU3alNH.

3. 3anonuser CUrHatTypy perenTa, I/ie yKa3blBaeT:

- HAMMEHOBAaHUE U a/IpeC MECTOHAXOXKIACHUS allTeYHON OpraHu3allnu;

- HOMEp | JIaTy BBITUCAHHOTO PEIICTITa;

- ®ammmto, ms u OtuyecTBo (Mpu HAIMYKHK) JIMLIA, 1715 KOTOporo npeaHasHadeH JIII, ero
BO3pAacT;

- HOMEp MEAMIIMHCKOW KapThl MallMeHTa, MOJYyYarollero MEAUIMHCKYI0 IOMOIlb B
aMOyJIaTOPHBIX YCIIOBUSX, Ul KOTOpOro npeaHasHaueH JIII;

- ®amumuo, Umsg u OtdectBo (MpU HAIMYUHM) MEAUIIMHCKOTO PAaOOTHUKA, BBHIMHCABIIETO
perenT, ero KOHTaKTHBIN TenedoH mbo Tenedon MO,

- COZIEp’KaHUE pelenTa Ha JIJATUHCKOM WIIM Ha PYCCKOM SI3bIKE;

- cBoro @ammmmro, mst 1 OTyecTBO (MPU HATMYHUH) U TTOATHCH;

- nary ormycka JIIL.

4. IIposepsietr B npucytcTBuM nosryyarens JIIT:

- MAPKHUPOBKY;
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- YIAKOBKY (BHEIIHUN BUJ, KOJIUYECTBO OJMCTEPOB, aMIyJl U APYTUX BIOKEHHUM, HaTU4He
MHCTPYKLIHHU IO IPUMEHEHUIO);

- cpok rognoctu JIIT;

- BCKpBIBAa€T HE3alleyaTaHHYI0 BTOPHYHYIO YIAKOBKY, MOKAa3bIBaCT MAlMEHTY (3aKOHHOMY
MIPEJICTAaBUTEIIO) LETOCTHOCTh aMITyJl HAPKOTUYECKOro UiH rncuxorpornuoro JIIT.

5. O3ByuHBaeT NOKyMaTeIto HHPOPMAIHUIO:

- o npaBunax npuéma JIII, pexxume npuéma, pa3oBoil U CyTOUHOI 103€, criocode mpuéma (c
y4eTOM Npuéma MHUILH ), BpEMEHU NPUEMa;

- MEpbI NPEIOCTOPOKHOCTH, YKa3aHHbIE B MHCTPYKLIUU 110 IPUMEHEHUIO;

- YCIIOBUS XpPAHEHUS B IOMAIIHUX YCIOBMSIX;

- IpenynpexjeHue o HeoOxoaumocTu ucnonb3oBanus JIII B mpeaenax ycTaHOBIEHHOTO
CpOKa F'OAHOCTH.

6. Ornyckaet JIII u ornaer Curnarypy.

7. Ecim JIII ormyckaercst OecriaTHO, TO OGOPMIISIETCS KOPEHIOK JIbIFOTHOTO pelerTa,
KOTOPBIN TAKXKE MEepeacTCs NalUEHTY.

8. OTBeTcTBEeHHOE M0 OTHOCUT B omenienue xpanenust HC u [1B ckpennennbie penentsl
B MAaNKy C JOKyMeHTamu, noarBepxkaatommmu obopor HC u IIB. Ilanka XxpaHuTcs BMecTe ¢
KYpHAJIOM B celi(he TN METATMIECKOM HIKady.

dapManeBTHYECKAS IKCIEPTH3A pelenTypHoro d;1anka ¢popmbl Ne 148-1/y-88

®apmaneBruyeckuii padotauk AO npu npuéme peuenta Ha JIII Ha peuentypHoMm OsaHKe
dbopmbr Ne148-1/y-88 mposepsier:

1) CootBercTBHe popmbl penenTypHoro oianka Nel48-1/y-88, yreepknéHHOM pukazoM M3
P® or 24.11.2021r. Ne1094n.

Peuentypubie Omanku  ¢dopmbel  No  148-1/y-88 w3roraBIMBaOTCA  MCKIIOYUTEIHHO
tunorpagckum crnocobom. Cepust 1 HOMEp Ha HUX HaHECEHbI TUIIOTPa()CKUM CIIOCOOOM.

2) Hanuuue B 1eBOM BepxHeM yrily OiaHka peuenta mramna MO ¢ ykazaHuem:

- IOJIHOTO HauMeHoBaHus MO;

- anpeca MO;

- teneona MO;

- matel opopmiieHus perenta (B coorBerctBum ¢ mucbMom M3 P® ot 27.04.2022 r. Ne 25-
4/3812 pexBU3UT «aaTa 0pOpMIICHHS PELIEeNTay, YKa3aHHas B IUTAMIIE, HE SIBJISETCS 00s3aTeIbHBIM).

[Tpu BoinuceiBanuu penenrta UII (tunorpagckum crnocodoM Wi MPOCTaBICHUEM LITAMIIA)
ykasbiBaetcs: agpec U1, Homep u gara iuneH3ny, HAMMEHOBaHUE OpraHa rocyapCTBEHHOM BIIACTH,
BBIJIABIIETO JIUIEH3UIO, TeledoH, gaTa opopmiaeHus).

3anpemeno UII BeimucsiBath penentbl Ha HC u I1B cnuckos 11 u 11T Ilepeuns!

3) Hannume cepun 1 HOMepa pelienTa.

4) Hanuuue gaThl BHITUCKH PELIETITA.

5) Ykazanue cpoka jaeictBus perenta (15 qHeid) u ero cobmoneHue.

3anpemén oTNyCcK Mo penenTam ¢ HCTEKIIUM CPOKOM JelicTBUsA!

6) [Tog4epKkHYTO «B3POCIBIID WIH «IETCKUMN».

7) Hannune ®amuiun u nannuanoB Umenn u OtuectBa (Ipy HAJIMYKHN ) TTAIIUEHTA.

8) Hanmnuue B rpade «lata posxxaeHus» ykazaHUs AaTbl POXKICHUS MMAlUEHTa, a JJIs JeTei B
BO3pacTe 10 | rosa — KOJIMYECTBO MOJTHBIX MECALIEB.

9) Hamuume mnouTtoBOro azapeca (BKJIOYash HMHAEKC) MeCTa >KUTEIbCTBA WIJIM HOMeEpa
MEIULMHCKON KapThl MallMeHTa (JOMyCcKaeTcsl yka3aHue U apeca U HoMepa MeIKapThl).

10) Hanmnune ®amunuu un nannuanoB Mmenu u OtyectBa (pu Hammuum) Bpada (denpamepa,
aKyIlIEpPKN), BHIITMCABIIETO PELENT.

11) Hanwaue 3aBepeHust BEIMUCAHHOTO PEIlenTa:

- IOAINCHIO Bpaya;

- JINYHOM TeYaThlO Bpaya;
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- meyatbio MO (uu UIT) «/lms perienTosy.

12) Beinucky Ha OJJHOM PELIENITYPHOM OJlaHKE 01HOr0 HauMeHoBaHus JIII.

13) Bemmucky nHaumenoBanwus JITT (MHH, rpynmupoBodHOTr0o MM XMMHYECKOTO, THOO B

Clly4ae UX OTCYTCTBHUS — TOPrOBOrO HAMMEHOBAHM) HA JIATUHCKOM WJIM PYCCKOM SI3bIKE B

poautenbHoM manexe. [Ipu Boimucke mo TH — mpoBepsier Hanuuue Ha 000pOTE perenta
ormeTku 0 BK (BpauebHoi komuccun).

14) Ykazanue ¢hopmbl BBITyCKa, J03UPOBKHU BbiucanHoro JIIT.

15) IIpoBepka BoinucanHoro koiauuectsa JIII mo Hopmam oTmycka U Kypcy JIEUEHHUS.

ITpu npeBwimennu konudectra JII1 B perienite B 2 pa3a coriacHo HopMmaMm otirycka (Ta6nwuia
Nel) wnm xypey nedenus (6osnee 30 mHel, HO He mpeBbimaer 60 qHEH), pement HEOoOXOAMMO
o OpMIIATH TOTOIHUTEIHHO HaANKChio «Ilo cnenuanbHOMY Ha3HAYEHHUIO», OT/IEIBHO CKPEIIEHHON
noAnuckio Bpaya u nedarbto MO (wm UIT) «lis peuentony.

IIpeBbiieHne KoanyecTsa Bbinucanuoro JIII 0osiee yem B 2 pasa nmo HopMam OTIyCKa
WM Kypcy JiedeHusl 3anpenieHo!

16) CooTBeTCTBUE pEUENTYPHBIX COKPAIICHUN.

17) Crioco6 npumenenust JIIT Ha rocynapcTBeHHOM si3bike PD ¢ ykazaHueM J03bI, YaCTOTHI,
BPEMEHHU MPUEMA U €r0 JUIUTEIIbHOCTH - YKa3aHUE Kypca JICUEHHUS.

3anpenieHo OrpaHMYMBATHCH OOIIMMM YKa3aHMSIMH, Hanpumep, «BHyTpeHHee»,
«H3BecTHO»!

Hcnpaiienus B penente He J0NMyCKawTCs!

18) IIpoBoauT sKcmepTU3y nomoiaHUTENbHOro peuenta (opmsr No 148-1/y-04 (1) mpu
ormycke JIIT IbroTHRIM KaTeropusim rpakaan, oopamas ocodoe BHUIMaHUE Ha COBIAIEHHE B 000X
peuenrax:

- @amunun, Mmenu n OTyecTBa IalyeHTa.

- JIaThl BBIMUCKHU PELIENTOB.

- Cpok neiictBus perenta st hGopmbl Nel48-1/y-04(1) - 15 gueit.

- ®ammmu, Mmenn u OtdyecTBa Bpaya.

- HaumenoBanusi, 10o3upoBkH, popmsl Beimycka JIII.

- Konnuectsa JIII.

- Hannuune nonnucu Bpava, neyatu Bpada u nedatu MO «/ls1 perentoBy.

19) HempaBuibHO BBITMCAHHBIA PEIENT TacUTCs IMTaMioM «Perent HeaelcTBUTEICHY,
peructpupyercs B «XKypHane perucrpanuy HENPaBWJIBHO BBINMCAHHBIX  PELENTOB», W
BO3BPAIIIAIOTCS JIUILY, IPEICTAaBUBLIEMY PELIEIT.

O ¢akrax HapylieHuss HpaBuw OQOPMIIEHHS PELENTOB CyOBEKT PO3HUYHOW TOPTOBIIU
MHPOPMUPYET PYKOBOAMUTEINSI COOTBETCTBYIOIEH METUIIMHCKOIN OpraHu3aluy.

IIposepsiem KYPC JIEYUEHUA na Bce JIII, nogaexamue [IKY!

Ornyck JIIT no penentypubiM 61ankam gopmbl Ne 148-1/y-88.

OTBETCTBEHHOE JIMLIO MOCIE IPOBEICHUS SKCIIEPTU3bI PELIENITA IEPEXOIUT B 30HY XPaHEHHUS,
3a0upaeT HEOOXOaMMOe KoInmdecTBO ymnakoBok BbimucanHoro JIIT (mposepsii BPI u BCJ) u
BO3Bpalaercs B 30Hy otiycka JIIT.

1. Ha 000poTHO#1 cTOpOHE perienTta yKa3blBaeT:

- TOProBO€ HAaMEHOBaHUE, 103UPOBKY, (hopmy Beimycka JIII;

- KOJINYECTBO OTIIYILIEHHBIX ynakoBok JIII;

- ceou Gamunuto, Mms 1 OtyecTBo (WK HITaMI), TOATKCH;

- nary ormycka JIIT;

- IOJIHO€ HANMEHOBAHUE AlITEYHON OpraHU3aluy;

- CTaBUT LITaMII «JIeKapCTBEHHBIN IIpenapar OTIYILIEH.

2. [TpoBepsier B npucytcTBum nosryqyatens JIIT:

- MapKUPOBKY;
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- YHAKOBKY (BHELIHMM BHJ, KOJIMYECTBO OJMCTEPOB, aMITyJl U JAPYI'MX BIOXKEHUH, HaIM4uE
MHCTPYKLIHHU IO IPUMEHEHUIO);

- cpok rognoctu JIIT;

- Ipu oTmycke Hapkotuueckux M rncuxorponssix JIIT cnmcka II Ilepeuns B Bume TTC
(rumacteipeit Tpancaepmanbhbix) U JII, conepkanmx HC B coueTaHuy ¢ aHTarOHUCTOM OIHOMIHBIX
peuentopoB, ncuxorponubix JIII crnucka III Tlepeuns, odopmisiercss u Bbaéres OJaHK
«CurHarypa» penernra c EITOH 1MoJI0coi B BEpXHEH YacTH M HAJMUChIO YEPHBIM MIPUPTOM Ha HEH
«Curnarypa».

3. O3ByuuBaeT NOKyINaTeI0 HHPOPMALUIO:

- o npasmiax npuéma JII, pexume npuéma, pa3oBoil U CyTOUHOM J103€, criocode mpuema (c
y4eTOM IpueMa MUIIN), BpEMEHU Ipuéma;

- MEpBI IPEIOCTOPOKHOCTH, YKa3aHHbIE B MHCTPYKLIMH 110 IPUMEHEHUIO;

- YCJIOBUS XPAaHEHUS B JIOMAIHUX YCIOBHSX;

- IpenynpexaeHue o HeoOxoauMocTu ucnoib3oBanus JIII B mpepenax ycTaHOBIEHHOIO
CpOKa rOJJHOCTH.

4. Ormyckaet JII1 u otmaer Curnarypy.

5. Ecmu JIIT ornmyckaercs OecruiaTHO, TO O(OpMIIsieTCs KOPELIOK JIbIOTHOTO pEeLenTa,
KOTOPBIN TAK)KE IIEPENACTCS ALUEHTY.

6. OTBeTcTBEeHHOE JIUIO0 OTHOCUT B nomenienue xpanenuss HC u I1B ckpenienHble penentsl
B INAIKy C JOKyMeHTamu, noarBepxkiatomumu odbopor HC u IIB. Ilanka XxpaHuTcs BMecTe ¢
KYpHAJIOM B celihe MM METANINYEeCKOM LIKady.
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ITPABUJIA OTIIYCKA JIEKAPCTBEHHBIX ITPEITAPATOB

1. O6urue TpeGOBaHUS K OTIYCKY JIEKAPCTBEHHBIX NMPENapaToB.

[IpaBuiia oOTIyCKa JIEKAPCTBEHHBIX MpPENaparoB s MEAMLMHCKOIO IPUMEHEHUs
pernamentupytorcs npukazom M3 PD Ne 1093w ot 24.11.2021 1. «O6 yrBepxknenun IIpaBun
OTIIyCKa JIEKAPCTBEHHBIX IIPENapaToB Il MEJUIIMHCKOrO NPUMEHEHHUS allTeYHbIMU OpPraHU3alUsIMHY,
UHAUBUIYAIbHBIMU IPEIIPUHUMATEISIMA, HMEIOIUMMH JIMIEH3UI0 Ha  (DapMaleBTUYECKYIO
NesTeNbHOCTb, [IpaBuil OTIyCKa HapKOTMYECKMX CPEICTB M IICUXOTPOIHBIX BemiecTs, [lopsika
OTIIyCKa alTeYHBIMU OPraHU3alUsIMU UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX IIPENIAapaToBy.

1. Oryck JIIT mo peuenty ocyuiecTBIIs€TCS:

- alTeKaMu;

- alITeYHBIMU ITYHKTaMU;

- UHIUBUAYyalbHbIMU  npeanpuHumarensimu - (MII), wumerommMu — JIUIEH3UIO  Ha
(dhapMaIeBTHYECKYIO ACSITEILHOCTD, 32 HekioueHueM orirycka HC u [1B, BximroueHHbIxX B [lepedenb
HapKOTHYECKUX CPENICTB, ICUXOTPOIHBIX BEUIECTB U UX MPEKYPCOPOB, MOJIEKALINX KOHTPOJIO B
P®, yrBepxxennslii [1I1 PO Ne 681 ot 30.06.1998 r.;

-  MEIMUIMHCKMMHU OpraHU3alMsIMM, HUMEIOIIMMHU JIMLIEH3UI0 Ha (apMaleBTUYECKYIO
JEeSTENIbHOCTh U 000c00IeHHBIMU nopa3aeneHusMu MO.

Omnyck HapKOMuU4ecKux u NCUXOmMponHuix jexapcmeennvix npenapamos (HJ/I u I1JII1) no
peyenmam ocywecmensiemcsi:

- anTeKaMH,

- alTeYHbIMU MMYHKTAMU,

- MEAMLIMHCKUMU OpraHU3alusiIMH,

- 000CO0JIEHHBIMU TIOAPA3ICICHISIMA MEAUIMHCKUX OPTaHW3alui, UMEIOUIMMHU JIHIICH3UIO
Ha JiesTensHocTh o o6opoty HC u [1B!

2. OTnyck JIeKapCTBEHHBIX MpEnaparoB 0€3 perenTa OCyIecTBISIeTC:

- anTeKaMu;

- alTeYHBIMU ITYHKTAMU;

- alTeYHbIMU KHOCKaMU;

- UT1, umerommmu nuien3uro Ha OJ1;

- MEIMUMHCKUMH OpTraHU3alUsAMHM, HUMEIOIMMH JIMIEH3UI0 Ha (DapMaleBTHUECKYIO
JeSITeIbHOCTh U 000c00IeHHBIMU noapa3aeneHusMu MO.

Omnyck ummynoobuonozuveckux JII1 no peyenmam ocywecmensiemcs:

- anTeKaMy U alTeUYHbIMH MyHKTaMU;

- HHAMBUYaJIbHBIMH MPEIIPUHUMATEISIMU, UMEIOIIUMHU JIMIIEH3UIO Ha (papMalieBTHYECKYIO
NeSITENIbHOCTD;

- MEIMUMHCKUMH OpPTraHM3alUsAMH, HUMEIOIMMH JIMIEH3UI0 Ha (DapMaleBTHUECKYIO
JesITeIbHOCTh U 000c00IeHHBIMU noapa3aeneHusMu MO.

3. Ilo peuenTtam, BBIMMCAHHBIM Ha peEUENTYpHbIX Omankax ¢opmbel Ne 148-1/y-88,
ormyckatorcs JIII, BkItOYeHHBIE B TMEpeUYeHb JIEKAPCTBEHHBIX CPEJICTB JJs MEIULHUHCKOIO
IIPUMEHEHHS, IOUIEKALINX TPeIMETHO-KoandecTBeHHOMY yueTy (IIKY).

4. YkazaHHbIE JIEKapCTBEHHbIE Mpenaparbl, NMpeAHa3HAUYEeHHbIE IS TPakIaH, MMEIOIINX
IPaBO Ha IOJIy4€HUE JIEKApCTBEHHBIX IPENapaToB, OTIYCKAeMbIX OECIUIATHO WM CO CKUIKOM,
OTITYCKAIOTCS IPH NPEIBSIBICHUH PEIENTa, BRITUCAHHOTO HA perenTypHOM Oyranke ¢popmbr Ne 148-
1/y-88, u perenta, BHIIMCAaHHOTO Ha perentypHoM Oianke Gopmbl Ne 148-1/y-04(1).

5. Tlo pemenTam, BBIMMCaHHBIM Ha peHenTypHBIX Onankax ¢opmber Ne 148-1/y-04(i),
OTIIYCKAIOTCS JIEKAPCTBEHHBIEC IpPEMapaThl, BBINNCHIBAEMbIE IpaXkAaHaM, HMMEIOIIMM IIpaBO Ha
OecIuIaTHOE MOITy4YeHHUe JICKapCTBEHHBIX MPENapaToB WM MOJIYYEHUE JIEKAPCTBEHHBIX IIPENapaToB
CO CKUJKOM.

6. Ilo perenitamM, BBIMMCAHHBIM Ha perienTypHbIX O1ankax Gopmbr Ne 107-1/y, oTmyckaroTcst
UHBIE JIEKApCTBEHHbIE IIpenaparbl, HE yKa3aHHble B nyHKTe 4 npukaza M3 P® Ne 1093H, u 3a
HCKJIFOUEHHEM JIEKapCTBEHHBIX MpEenapaToB, OTIIyCKaeMbIX 0€3 perenra.
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7. Kom6unupoBanusie JIII 11 MEIMIMHCKOrO MPUMEHEHUs, COJAEpIKaIIe KpoMe MallbIX
KOJIMYECTB HApPKOTUYECKUX CPEACTB, IICUXOTPOIHBIX BELIECTB M HMX IPEKYpCOpOB Apyrue
(dbapmMakoIOrHyecKue AaKTUBHBIE BEIIECTBA, OTIYCKAIOTCS amnTeKaMH, anTeYHbIMU IyHKTAaMH U
WHIUBUYAIbHBIMA TPEINPUHUMATEISIMA, HWMCIOIIMMHU JIMLIEH3UI0 Ha (apMaleBTUYECKYIO
JESATEIBbHOCTb, 110 PEIeNTaM, BEITUCAHHBIM Ha penenTypHbIx OnaHkax ¢opm Ne 107-1/y u No 148-
1/y-88, kpoMe Tex JeKapCTBEHHBIX MPENapaToB, KOTOPHIE OTITYCKAIOTCS 0€3 perenTa.

8. JlexkapcTBeHHBIE MpemapaThl OTIYCKAIOTCS B KOJMYECTBE, YKa3aHHOM B pellente, 3a
HCKJIIOUYEHUEM CIIy4aeB, KOTAa JJIsl JIEKapCTBEHHOI'O IIpernapaTa yCTaHOBJIEHO KOJIMYECTBO, KOTOPOe
MO3KET OBITh BBIIIUCAHO B OJHOM PELEITE, UM KypC JICUSHUS.

9. Ilpu mpeabsABICHUU pELENTa C TMPEBBIIICHUEM IMPEACTbHO JOMYCTHMOTO KOJHYECTBA
JIEKapCTBEHHOT'O Mpernapara, KOTOpoe MOKET ObITh BHIMMCAHO B OJJHOM peLenTe, (hapMalieBTHUECKUA
paboTHUK HH(POPMHUPYET 00 3TOM JIUIIO, MPEACTABUBIIEE PELENT, PYKOBOJUTEIS COOTBETCTBYIOLICH
MEAUIMHCKOW OpraHu3allid U OTIYCKaeT YKa3aHHOMY JIMIy YCTaHOBJIIEHHOE COOTBETCTBEHHO
MPEJeNbHO JIOMYCTUMOE KOJMYECTBO JIEKAPCTBEHHOTO Mperapara, KOTOPOe MOKET OBITh BBIITUCAHO
B OJIHOM pEIENTe C MPOCTaBICHHUEM COOTBETCTBYIOIIECH OTMETKH B pELCITE.

10. Ilpu Hamuumm y cyObeKTa pPO3HHYHOM TOPTOBIM JICKAPCTBEHHOTO IIpenapara ¢
JO3UPOBKOM, OTIIMYHOM OT JO3UPOBKH JICKAPCTBEHHOT'O Mperapara, yKa3aHHOU B pelente, OTIyCK
MMEIOLIETOCs JIEKapCTBEHHOI'O Ipernapara JOIyCKaeTcsl, €ClId JI03UPOBKa TAKOTO JIEKAPCTBEHHOI'O
npenapaTa MEHbIIIEe JO3UPOBKH, YKa3aHHOH B periente. B TakoM ciydae OCylIeCTBIISETCS MepecueT
KOJIMYECTBA JIEKAPCTBEHHOTO Mpenapara ¢ y4eToM Kypca JIeUeHus!, yKa3aHHOIO B PELIENTE.

B ciydae ecnu 103upoBKa JIEKapCTBEHHOTO IIperapara, MMEIOIIerocs y cyObeKkTa po3HUYHON
TOPTOBJIH, IPEBHIIIACT JTO3UPOBKY JICKAPCTBEHHOTO TpenapaTa, yKa3aHHYIO B peLenTe, pemeHne 00
OTIIyCKE JICKapCTBEHHOTO Mperapara ¢ TaKod JAO3MPOBKON MPUHUMAET MEIULUHCKUNA PabOTHHK,
BBINKMCABIINN PELIENT.

11. OTtmyck 1eKapCTBEHHOrO Ipernapara OCYIIECTBISETCS B IMEPBHUYHOW W BTOPHUYHOU
(MOTpeOUTENBCKOM) yIMaKOBKaX, MapKUPOBKa KOTOPBIX JOHKHA OTBEYATh TPEOOBAHUSM CTaTbu 46
@3 Ne 61-03 ot 12.04.2010 1.

12. TIpu oTITycKe JeKapCTBEHHBIX MPETapaToB Mo PerenTy, opopMICHHOMY Ha PEIeITypPHOM
OnaHKe Ha OyMa)XHOM HocuTene, (hapMaleBTHUECKUH pabOTHUK MPOCTaBIIET OTMETKY Ha pelenTe
00 OTITyCKe JIEKapCTBEHHOT0 Npenapara «JIlekapcTBeHHbIN penapaT OTHYLIEH» U C YKa3aHUEM:

- HAaUMEHOBAaHUS anTeyHOW opraHu3auuu (dpaMUIuM, UMEHHU, OTYecTBa (IPU HAJIMYUM)
WHUBUAYAIBHOTO IPEAIPUHUMATEINS);

- TOPrOBOI'0 HAMMEHOBAHUS (32 UCKIIOUEHUEM JIEKAPCTBEHHBIX MPENapaToB, U3TOTOBIEHHBIX
B aNTEYHOM OpraHu3allli), T03UPOBKH U KOJIMYECTBA OTIYIIEHHOTO JIEKAPCTBEHHOTO Mpenapara;

- (hamunum, UMeHHU, oTyecTBa (IPU HATHYKHN) METUIIMHCKOTO pabOTHHKA,

- PEKBU3UTOB JOKYMEHTA, y10CTOBEPSIOLIETO TUYHOCTb JIHIA, TOTYYUBIIET0 HAPKOTUYECKUIN
WJIM TICUXOTPOIIHBIN JiIekapcTBeHHbIN npenapar Crnucka I [lepeuns;

- (damunumu, wuMeHH, oTdecTBa (MpU HaTUuuM) (GapMaleBTUYECKOr0 pabOTHHKA,
OTITyCTHMBIIIETO JEKAPCTBEHHBIN Mpenapar, 1 €ro MOoANNCH;

- 1aThl OTITyCKa JIEKapCTBEHHOTO Mpernapara.

13. IIpu oTnycke JeKapCTBEHHBIX MPENapaToB MO PELENTY, BHIMMCAHHOMY Ha PEIeNTypHOM
omanke ¢opmbl Ne 107-1/y co cpokoM JIEHCTBUS JO OJHOTO T'0Jla, B KOTOPOM yKa3aHBI MEPUOJIBI U
KOJINYECTBO OTITYCKa JIEKAPCTBEHHOTO Mpernapara (B KaX/Iblil epro), perent Bo3BpallaeTcs JuIy,
proOpeTaroleMy JIEKApCTBEHHBIN Mpernapar, ¢ OTMETKOM, collepikalleil CBeJeHHs], yKa3aHHbIE B
nyHkTe 15 npukaza M3 PO Ne 1093H.

[Tpu oyepeaHoM oOpalieHuu Jula K CyObeKTy pO3HUYHON TOPrOBJIM C JJAHHBIM PEIENTOM
YUUTBIBAKOTCS OTMETKH O MPEABIAYIIEM OTIIYCKE JIEKAPCTBEHHOIO Mperapara 1o TakoMy peLenty u
B cily4yae NpUOOpPETeHHs JUIOM KOJMYECTBA JIEKAPCTBEHHOIO Ipernapara, COOTBETCTBYIOLIETO
MaKCUMaJIbHOMY KOJIMYECTBY, YKa3aHHOMY MEAMLMHCKUM PAOOTHUKOM B pELENTe, a TaKkXkKe I10
MCTEUYEHUH CpOKa ACHCTBUS pelenTa, Ha peLenTe NpocTaBiseTcs mramn «JlekapcTBeHHBIH npenapar
OTIIYIIEH» U PELENT BO3BpaIACTCA JIUILY.
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EnuHoBpeMeHHBIN OTIYCK JIEKapCTBEHHOIO IIperapaTa MO pelenTy, BBIMMCAaHHOMY Ha
penentypaoM 6nanke Gopmbl Ne 107-1/y co cpokom IEHCTBUS 10 OJTHOTO I'0J1a, B KOTOPOM yKa3aHBI
MEepUObl U KOJIMYECTBO OTIIYCKa JICKAPCTBEHHOTO Ipemnapara (B KaKIbli MepHoj), JOMyCKaeTcs
TOJIBKO T10 COTJIACOBAHMIO C MEIUITUHCKIM PaOOTHUKOM, BBIMKUCABIINM PELIEHT.

14. Tlpu oTnycke JIeKapCTBEHHBIX MIPENapaToB MO PEUENTy, BHITUCAHHOMY Ha PELeNnTypHOM
Oomanke ¢opmbr Ne 148-1/y-04(i1), 3amonHEHHBIH KOPEIIOK TAaKOTO pelenta mepeaaeTcs
(dhapmareBTHUeCKMM pabOTHUKOM JIMIly, IpuoOpeTaromeMy (TOJyJaronieMy) JeKapCTBEHHBIC
Mpernaparsl.

15. OcratoTcss U XpaHATCA Yy CyObEKTa PO3HHYHON TOPrOBJIM PELENThl C OTMETKOMN
«JIexkapCTBEHHBI Npernapar OTIYLIEH» Ha:

- JIeKapCTBEHHBIE MpenapaThl, OTIyCKaeMble OECIIaATHO WM CO CKUIKOH, - B TEUEHUE TPEX
JeT;

- JIeKapCTBEHHbIE Ipenaparhl, oTHocsAmecs Mo ATX K aHTUIICUXOTHYECKUM CPeICTBaM (KO
NO5A), ankcuonutukam (kox NOS5SB), cHOTBOpHBIM M ceaatuBHbIM cpeiactBam (kox NOSC),
anTuaenpeccantaM (ko NO6A) u He mojuiekaliue MPeAMETHO-KOJIMYECTBEHHOMY Yy4eTy, - B
TEYEHHUE TPEX MECSLIEB.

16. PeuienTol, BHIMCAHHBIE C HAPYIICHUEM MPABUII, PETUCTPUPYIOTCS B KypHaje, B KOTOPOM
YKa3bIBAIOTCS BBIABICHHBIC HApyIIEHUS B OQOpPMIICHHH peuenta, GpamMuius, UMs, 0OT4ecTBO (Ipu
HAJIMYUU) MEAULMUHCKOrO paOOTHHKA, BBIMKMCABIIErO pEIeNnT, HauMEHOBaHHE MEIULIUHCKON
OpTaHU3aI|H, IPHHATHIE MEPBI, OTMEYAIOTCS IITaMIIOM «PerienT HeeiicTBUTENeH» 1 BO3BPAIIAIOTCS
JUILY, TPEICTaBUBIIEMY PELICIIT.

O (akrax HapymeHus paBui OPOPMIICHHS PELIENTOB allTeYHAast OPraHU3aIHst ”HPOPMHUPYET
PYKOBOJUTEIS COOTBETCTBYIOIICH MEAUIIMHCKOM OpraHU3aIiH.

2. IlpaBuia oTnycKa HAPKOTHYECKHX U NMCHUXOTPONHBIX JEeKAPCTBEHHBIX MpenapaTos
(npunoxkenue k npukazy M3 P® Ne 10931 ot 24.11.2024 1.).

1. OTnyck HapKOTMYECKMX M TCHXOTPOMHBIX JIEKAPCTBEHHBIX IMpPENaparoB IO peLenTaM
OCYIIIECTBIISAETCS:

- alTeKaMH,

- alITeYHBIMU MMYHKTAMH,

- MEJUIIMHCKUMU OpPTaHU3ALMIMH,

- 000coOneHHbIME TIoApazsieneHussMu MO, MMEIOIMMHU JIMLEH3UI0 Ha JIeATEIbHOCTh IO
000pOTY HAPKOTHYECKUX CPEJCTB, ICUXOTPOIHBIX BELUIECTB U UX MPEKYPCOPOB.

[lepeueHr MEOUIIMHCKUX OpraHu3aluidi U 000COOJEHHBIX MOJpa3AeNeHUl MEeAMIIMHCKHUX
OpraHM3alyii, IepeuyeHb HApKOTUYECKUX JIEKApCTBEHHBIX IMPENapaToB U  ICUXOTPOIHBIX
JIEKapCTBEHHBIX IpPENapaToB, OTIYCK KOTOPBIX (PU3UUECKUM JIHMIIAM MOXKET OCYIIECTBISATHCS
yKa3aHHBIMM ~ MEIUIIMHCKUMHU OpTaHu3alMsIMH M HUX 00O0COOJIEHHBIMH TOJpa3IesICHUSIMH,
YCTaHABIIMBAIOTCSI OpraHaMH MCTIOHUTEIbHON BiacTu cyObekToB PO.

2. Ilo peuentaM, BBIMMCAaHHBIM Ha peUENTypHbIX Onankax ¢opmer Ne 107/y-HII,
OTITYCKaIOTCA:

- HapKOTHYECKUE U IICUXOTPOIHBIE JIEKAPCTBEHHBIE Mpemnaparsbl, BHeceHHble B Crincok I,
[Iepeuns, 3a uckmouennem HC u [1B B Buae TpaHcaepManbHbIX TepaneBTHueckux cucreM u JIII,
coJiepKallMX HAPKOTUYECKOE CPEJICTBO B COUETAHUM C AHTATOHUCTOM ONHUOUIHBIX PELIEIITOPOB.

3. Tlo pemenTtam, BBITMCAHHBIM Ha pEHENTYpHBIX OmaHkax ¢opmer Ne 148-1/y-88,
OTILYCKaloTCA :

- ICUXOTPOITHBIE JIEKAPCTBEHHBIE NpenapaTsl, BHeceHHbIe B Crincok 11 Ilepeuns;

- HC u IIB Cnucka II B Buae TpaHcaepManbHbIX TepaneBTHueckux cuctem u JIII,
coJieprKalfe HApKOTHYECKOE CPEACTBO B COYETAHUM C AaHTarOHMCTOM ONMOMIHBIX PELIETITOPOB;

- JIEKapCTBEHHBIE NIPENapaThl, U3rOTABIMBAEMBIE 110 PELIENTY Ha JIEKAPCTBEHHBIN Ipenapar u
conepxkamme HC wmm I1B, BHecennoe B cnucok Il Ilepeuns, u npyrue dapmakoimorudeckue
AKTHBHBIC BEILIECTBA B [103€, HE IIPEBBIIIAIOIICH BBICIIYIO PAa30BYIO 03y, U IIPU YCIOBUU, YTO ITOT
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koMOuHupoBaHHbIl JIII He sBIseTcs HApPKOTUYECKMM WM TICHUXOTPOIHBIM JIEKAPCTBEHHBIM
npenaparoM crucka II.

4. IIpu oTIycKe HApKOTHYECKOI0 M IICUXOTPOITHOI'O JIEKapCTBEHHOTO ITpenapara crucka Il Ha
peuenTte 00 OTIyCKE JIEKAPCTBEHHOT'O Ipernapara MpOCTaBISETCs IeyaTh alTeKd WM alTedyHOro
IIyHKTa, B KOTOPOH yKa3aHO MX IMOJHOE HAaMMEHOBaHUE (IPU HAJIMYUY [1€9aTH ).

5. Ocrarorcss W XpaHiATCs y CyObeKTa pPO3HHYHOM TOPTOBIM PEHENThl C OTMETKOM
«JIexapcTBeHHBIN IIpenapar OTIyLICH» Ha:

- HC u IIB cnucka II, IIB cnucka III - B TeucHMEe IATH JICT;

- komOouHupoBanusie JII1, conepxamue HC win [1B, BHecennsie B ciucku 11 u 111 [Tepeuns,
M3TOTOBJICHHBIE B AllTEYHOW OpraHU3allvM, JIEKApCTBEHHBIC Npernaparel, noyiexamue IIKY, - B
TE€YCHHE TPEX JIET.

Vkazannusle JIII, mpenHasHadeHHblE Ui TIPaKIaH, HMMEIOIUX IIPaBO Ha IIOJIy4YeHUE
JIEKapCTBEHHBIX IPENapaToB, OTIYCKAaeMbIX OECIUIATHO WM CO CKUIKOW, OTIyCKAlTCs IpHU
MPEIbSBICHUH PEIETTa, BRIMUCAHHOTO HA penentypHoM Omanke ¢popmbl Ne 148-1/y-88, u peuenta,
BBIIIMCAHHOI'O Ha perienTypHoM Osanke ¢popmbl Ne 148-1/y-04(i).

6. Ornyck HC u [1B ocymectBisiercs: papmManeBTHIeCKUMU U METUIIMHCKAMU PaOOTHUKAMHU,
3aHUMAIOIIMMHU JIOJDKHOCTH, BKJIIOYEHHbIE B IE€PEYeHb JOJDKHOCTEH (apMaleBTUYECKUX U
MEAUIMHCKUX pPAOOTHUKOB B OpraHM3alMsIX, KOTOPbIM IPEIOCTABJIEHO IpaBO OTIIyCKa
HAapKOTHYECKUX JICKAPCTBEHHBIX IIPENapaToB M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENaparoB
(U3HYECKUM JIHIIAM.

7. HC u I1B cnucka I, 3a uckiiroueHneM JeKapCTBEHHBIX MPEMNapaToB B BUJE IUIACThIPEN U
JIEKapCTBEHHBIX MPENapaToB, COAEPKAIIMX HAPKOTUUECKOE CPEACTBO B COYETAHUN C AaHTAarOHUCTOM
ONHMOUAHBIX PELENTOPOB, OTIYCKAIOTCS IPU MPEIbABICHUM JOKYMEHTAa, YIOCTOBEPSIOLIETO
JIMYHOCTb, JIMIY, YKa3aHHOMY B PELENTE, €ro 3aKOHHOMY IPEICTaBUTENI0 WU JIHILY, UMEIOLIEMY
o(hopMIIEHHYIO B COOTBETCTBUU C 3aKOHOAATENbCTBOM PD 10BEpeHHOCTH Ha MPaBO MOJTyUEHHS TAKKX
HC u IIB.

8. HC u IIB cnucka II (3a uckmouenuem JIII B Buae miacTelpeil M JIeKapCTBEHHBIX
MIpenapaToB, COAEPKAIIUX HAPKOTHUUECKOE CPEJCTBO B COUYETAHWU C AHTArOHUCTOM OIHMOMIHBIX
peLenTopoB), NpeAHAa3HAYEHHbIE I TpaXJaH, HMMEIOIIMX IMpaBO Ha OECIUIaTHOE MOJy4YeHHE
JIEKapCTBEHHBIX MPENapaToB WU NOJyYEHHUE JIEKapCTBEHHBIX MTPENapaToB CO CKUAKOM, OTITYCKAtOTCs
IpU TPEAbSBICHUM pELENTa, BBIMUCAHHOIO Ha perentypHoM Onanke ¢opmbl Ne 107/y-HII, u
periernta, BEIMMUCAaHHOTO Ha penenTtypHoM Oianke Gopmer Ne 148-1/y-04(a).

9. Tlocne ornmycka HC u IIB cnucka II, B ToM uuciae B BHJE TpaHCAEPMalIbHBIX
TEparneBTUUECKUX CUCTEM M JIEKAPCTBEHHBIX IIPENApaTOB, COAEPIKAIIUX HAPKOTHUYECKOE CPEJICTBO B
COUYETAaHMM C AHTArOHUCTOM OIMOMJIHBIX PELENTOPOB, IICUXOTPOIHBIX JIEKAPCTBEHHBIX MTPENApaTOB
cnucka [II nuity, nosry4uBIIeMy JE€KapCTBEHHBIN IIPENapaT, BBIAAECTCS CUTHATYPA € )KEJITON MOJIOCOU
B BEpXHEW 4aCTH U HAAMUCHIO YePHBIM HIpU(pTOM Ha Hell «CUrHaTypay, B KOTOPOH yKa3bIBalOTCS:

- HaUMEHOBAHME M aJpec MECTOHAXOXJCHUS aNTeKH, alTeYHOro MYHKTa, MEIUIIMHCKON
opraHu3aiuu, 000coOJIEHHOTO MoIpa3eieHUs MEIUIITHCKON OpraHu3aluu;

- HOMEp U J1aTa BBIMMCAHHOTO peLeNnTa;

- (damwius, uMA, OT4eCcTBO (MpUM HATUYMHU) JMLA, UL KOTOPOro TNpeAHa3HAa4YeH
JIEKapCTBEHHBIN ITpenapar, ero Bo3pacr;

- HOMEp MEIMLMHCKOW KapThl MAalMEHTa, MOIYyYarollero MEIUIMHCKYI0 IOMOIb B
aMOyJIaTOPHBIX YCIIOBUSX, JUIsl KOTOPOTO MpeJHa3HAuEH JeKapCTBEHHBIH npenapar;

- hamMuIIHsL, UMsL, OTYECTBO (IIPU HAJTMYUH ) MEUIIMHCKOTO paOOTHHKA, BBIITUCABILIETO PELIEHT,
€ro KOHTAKTHBIN TenedoH 1ubo TesnedoH MeTUIIMHCKON OpraHn3allny;

- COZIEp>KaHUE PELIETITA Ha JJATUHCKOM SI3bIKE WJIM PYCCKOM SI3BIKE;

- (davMuaus, uMs, OTYECTBO (NMpU HAIMYMK) U TOANUCH (apMaleBTUUECKOTO WIIH
MEIULUHCKOTO pabOTHUKA, OTITYCTUBILETO JICKAPCTBEHHBIH Mpernapar;

- laTa OTIIyCKa JIEKapCTBEHHOIO IIpernapara.

10. 3ampemaercs OTIMyCK CyOBEKTOM PO3HHYHON TOProBIM IO pelenTaM BETePHHAPHBIX
OpraHM3ali HAPKOTHYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB.
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6. TECTOBBIE 3AJIAHUA 110 TEME:
«IIpaBujia BbINMCHIBAHUSA PELENTOB H OTIYCKA 110 HUM JIEKAPCTBEHHBIX NPENapaToB».

Bri0epuTe 01MH NPaBUIbHBINI OTBET.

1. Ilpenapar TpumenepuauH, pacTBoOp sl MHbEKUUH OTIYCKAeTCA W3 aNTeK II0
penentypHoMy 0JIaHKY (pOPMBbI:

A) 148-1/y-04 (n);

B) 107/y-HIT;

B) 107-1/y;

I') 148-1/y-88.77

2. lIpenapar /Inazenam oTIyCKAaeTCsl U3 aNTeK MO pelenTypHOMY 0JI1aHKY GOpMBI:
A) 107/y-HII,

b) 148-1/y-88;

B) 148-1/y-04 (n);

I)107-1/y.

3. Cpok o0cIy;KUBaHHS B aNiTeKe PelenToB ¢ MOMeTKOM «Statimy» cocraBiisieT:
A) 1 pabouuii neHb;

B) 2 pabounx aHs;

B) 5 paGounx gHel;

I') 10 pabGounx nHEi.

4. KeramMnHa ruipoXJIOpHu OTIYCKAETCHA MOTPeOUTEIAM U3 aNiTeK M0 OJaHKY (POPMBbI:
A) 148-1/y-04 (n);

b) 148-1/y-88;

B) 107/y-HIT;

I') He oTmyckaeTcd no peuentam, TPUMEHSIETCA B CTAllMOHAPE.

5. lIpenapar ®ena3enam oTnycKaeTcs U3 aNTeK MO pelenTyYPHOMY 0JIaHKY (popmbI:
A) 107/y-HII;

b) 148-1/y-88;

B) 107-1/y;

I') 148-1/y-04 (x).

6. Cpok feiicTBUSI pelienToB, BHIMUCAHHBIX HA pelenTypHbIX Oankax ¢gopmbl Ne 107-
1/y, cocraBaser:

A) 60 nueii;

b) 15 nuei;

B) 30 nneit;

I') 10 gueit.

7. OTMeTKa aNTeYHOH OPraHu3anuu 00 0TIycKe HAPKOTHYECKOT0 WM MCUXOTPOMHOI0
JIIT Ha peuentypHom Ojanke opmbl Ne 107/y-HII «CnenuajibHblii penenTypHbIi GJaHK»
3aBepsieTcs:

A) TOJTBKO TOANMKCHIO paOOTHUKA anTeYHOU opraHu3anuu, otmyctusmiero JII1 ¢ ykazanuem
ero ¢pamMmiMu, UMEHH, OTUYECTBA;

B) ToibKO KpyYTioOi IMe4yaThi0 anTeYHON OpraHW3allid, B OTTHCKE KOTOPOW IOJIKHO OBITh
UICHTH(QUIIIPOBAHO TTOTHOE HauMeHoBaHue AQ;

B) noanuceio pyKOBOIUTENS aliTE€YHOM OpraHM3aIliU C yKa3aHUEM ero (hamrind, UMEHH,
OTYECTBA, KPYIJIOM TMe4aThbl0 anTeYHOW OpraHu3aluy, B OTTUCKE KOTOPOH JODKHO OBITh
UIeHTU(DUIIMPOBAHO TIOJTHOE HanMeHoBaHuE AQO;
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I') noamuceio paboTHUKA anTeuyHol opraHu3anuu, otTnycrusiiero JIII,
C yKa3aHHeM ero (paMuiIny, UMEHH, OTYECTBA, KPYIJION IMeYaThi0 anTeYHON OpraHu3aliy, B
OTTHUCKE KOTOPOM TOJIKHO OBITh UACHTU(DULIMPOBAHO MOJHOE HauMeHoBaHue AO.

8. JlekapcTBeHHoe cpeacTBo IIpocuao/ OTHOCHTCA K YYETHOM rpymmne:

A) Hapkortuueckue cpenctsa Cnucka II Ilepeuns;

b) Ilcuxorponnsie BemectBa Crincka III [lepeuns;

B) CunbHoaeicTByOIIME JIeKapCTBEHHbIE cpeicTBa Cnincka, yreepaxkaeHHoro 111 PO Ne 964
or 29.12.07 r.;

I') Ilcuxorponusle cpeacra Crnucka I Ilepeuns.

9. Ompeaenutre MNOPSIAOK OTHYCKa M3 anTe4HbIx opranmsamuii JIII «pacrBop
Tpumenepuauna 20mr/mJa -1 mo» Ne 20 B ammyJaiax:

A) 10 perenTty, BelMucaHHOMY Ha «CrienuanbHOM perentypHoM Oanke» Gopmsr Ne 107/y-
HII, umeromemy mramn MO, nuuHyto neyaTts M NOANKUCH Bpaua, neyatb MO «/[ns peuentoy;

B) no peuenty, BeimucanHoMy Ha Onanke Gopmbel Ne 148-1/y-88, umeromemy mramn MO,
JIMYHYIO TIe4aTh U MOJIUCH Bpaya;

B) no peuenry, BeinrcanHoMy Ha OsaHke Gopmbl Ne 148-1/y-88, umeromemy mramn MO,
JMYHYIO TIeYaTh U MOANUCH Bpaua, neuate MO «/lis penentosy;

I') o pemnenty, BeimucaHHOMY Ha «CrienaabHOM perentypHoM Onanke» Gopmbl Ne 107/y-
HII, nmeromiemy mramn MO, nu4yHyto nevyarb ¥ HOJANKCH Bpaya, HOANKCH JIMLA, YIIOJIHOMOYEHHOTO
npukaszoM pykoBoautenst MO c ykazanuem ero @.1.0., neuats MO «/nst penentosy,

10. IlpeaeanHo gomyctumoe Kosuvectso Mop¢puna B popMe pacTBopa 1Jisi HHbEKIUH
10 mr/mut mo 1 Mu1 111 BBINMCHIBAHUSA HA OJAUH PeLeNT COCTABJISACT:

A) 10 ammy;

B) 25 ammyn;

B) 20 amnyn;

I') 5 ammys.

11. JlekapcTBeHHOe cpecTBO BeH300ap0uTa OTHOCHTCS K YYeTHOM rpymnmne:

A) Hapkoruueckue cpeacrtsa Cnucka II Ilepeuns, yrBepxaennoro IIII P® Ne 681 ot
30.06.98 r.

B) Ilcuxorponnsie BemectBa Cnucka III Ilepeuns, yrBepxknaennoro IIII P® Ne 681 ot
30.06.98 r.

B) CunbHoaeicTByO1IME JIeKapcTBeHHbIE cpeicTBa Cnincka, yreepxkaeHHoro [1I1 PO Ne 964
or 29.12.07 r.;

I') [Icuxotponusle cpencrBa Cnucka Il Ilepeuns, yrsepxaennoro I1I1 PP Ne 681 ot 30.06.98

12. JlekapcTBenHoe cpenctBo Hurpasenam OTHOCHTCA K y4eTHOH rpymie:

A) Hapkormueckne cpeacrBa Cnwmcka II Ilepeuns, yrBepxkaenHoro IIII PO Ne 681 ot
30.06.98 1.

Bb) Ilcuxorponnsle BemectBa Crincka III Ilepeuns, yrBepxknennoro IIII P® Ne 681 or
30.06.98 1.

B) CunibHOEHICTBYIOIIME JIEKApCTBEHHBIE cpeacTBa Crincka, yrepxkaeHHoro [T PD Ne 964
or 29.12.07 r.;

I') [Icuxorponubie cpeactra Crniucka II [lepeuns, yrBepxaennoro 111 PD Ne 681 ot
30.06.98 1.

13. Penent Ha JIII Tadaerkn «Cegan-M» Ne 20, koMOMHUPOBAHHOE KOJEMHCO/IepIKalLiee
JIC, Bxoasimiee B 1. 9 npukaza M3 10941 ot 24.11.2021 r. BbINUCHIBaETCHA U 0popMJIsieTcsi:
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A) 6mank 107-1/y, mrramn MO, moanuce v TMYHAs reYaTh Bpaya,

b) Crneuuanpubiii 6nank ans HIT u TIB, mramn MO, noxanuchk U nu4Has nevarh Bpaua,
MOATMKCH JIUIIA YIIOJIHOMOYEHHOTO pykoBoauTeseM MO c ykazanuem ero @.1.0., kpyrias repbosas
neyath MO;

B) 6nank 148-1/y-88, mramn MO, nmoanuce u IMYHas revaTh Bpaya, neyaTthb «J1Jis perentosy,
MOAMNKCH TJIaBHOTO Bpaya MO;

I') 6nank 148-1/y-88, mrramn MO, moanuck 1 TMYHAas 1evaTh Bpaya, neyaTth « st pernentoBy.

14. JlekapcTBenHoe cpeactBo Ilperadajimu OTHOCUTCS K Y4eTHOM rpynmime:

A) CuiibHOAECHCTBYIOIIME JIEKapCTBEHHBIE cpelcTBa Cnucka, yreepkaeHHoro [T PD Ne 964
or 29.12.07 r.;

B) Ilcuxorponnsie BemectBa Crucka III Ilepeuns, yrBepxaennoro IIIIP® Ne 681 or
30.06.98 1.

B) Hapxoruueckue cpeacrsa Crnucka Il Ilepeuns, yrBepxxaennoro [IITP® Ne 681 ot
30.06.98 1.

I') Ilcuxotponusie cpeacra Crnucka I Ilepeuns, yrep:xxaennoro IHITP® Ne 681 ot
30.06.98 1.

15. Ilpenapar Basocepanu 25 mJ OTIyCKaeTcsi U3 aNTeK MO peHenTypHOMY OJIaHKY
(¢popmbr:

A) 107-1/y;

b) otnyckaercs 0e3 perernra;

B) 107/y-HII;

I') 148-1/y-88.

16. Ilepeyenn JieKAPpCTBEHHBIX CPEICTB, MOAJEKAIIUX NMPEIMETHO-KOJIUYECTBEHHOMY
yuery, yrBepaaaercs npukazom M3 P®:

A) Ne 4031 ot 11 uronst 2017 1.5

B) Ne 4591 ot 01.09.2023 r.;

B) Ne 5621 ot 17.05 2012 1.;

I') Ne1094H ot 24.11. 2021 1.

17. Peuentsl Ha CHOTBOpPHbIe W cedaTuBHbIe cpeacTBa (kox ATX - NOSC) mocie
OTIyCKa:

A) ormeuaroTcs mramnoM «PenenT HeelcTBUTENEH» M BO3BPAILAIOTCS TOKYTATENIO;

B) peructpupyrorcs B )KypHaJie 1 BO3BPAIAIOTCS MTOKYIIATEIO;

B) xpansrcs B anteke 3 roja;

I') xpansiTcs B anteke 3 mecsiia.

18. IIpu ornycke mvmmyHoOuoJsiornuyeckoro JIII (UJIII) Ha penmente MM KoOpeuike
pelenTa yKasbiBaercs:

A) mo6ounsIe d(PPeKTh Tpenapara;

b) ®.1.0. nanuenra;

B) TouHOE BpeMs OTIyCKa B 4yacax U MUHYTax;

I') npoTuBoOINIOKa3aHNs K IPUMEHEHUIO MpENapara.

19. Cpok aeiicrBus peuenta Ha JIII «Ilentaarun ICNy» Ne 12 TadieTok cocraBJisieT:
A) 15 nnueii;

b) 10 nuei;

B) 30 nneit;

I') 5 nuei.
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20. ®entanua B popme TTC ormyckaercsi mo penenty, BbINMCAHHOMY Ha OJIaHKe
¢popmbr:

A) 148-1/y-04 (n);

B) 107/y-HIT;

B) 148-1/y-88;

I') 107-1/y.

21. IlpenapaTsl NEHMUIHIJIHHOB OTHYCKAITCH M3 aNTEeK MO PeHenTypHOMY OJIaHKY
dopmbi:

A) 107/y-HII;

b) 107-1/y;

B) 148-1/y-88;

I') 148-1/y-04 (x).

22. IlpaBuia oTHycKa JIeKAPCTBEHHBIX NMPenapaToB yTBep:xKaawTcs npukazom M3 POD:

A) Ne 1831 ot 22 anpens 2014 1.

b) Ne 562H oT 17 Mmast 2012 r.
B) Ne 10931 ot 24 Hos16pst 2021 1.

I') Ne 1094H ot 24 Hosi6ps 2021 T.

23. HC u IIB, BHecennbie B Cnucok II Ilepeunsi, oTnyckaroTcs Juny, yKa3aHHOMY B
penenTe NpH NpeAbsiBJICHUN:

A) nommuca OMC u penenra;

b) Tonbko penenta;

B) MenuunHCKOM KapThl aMOYJIATOPHOTO MAIIMEHTa U PELEeNTa;

I') BBIZAaHHOrO B YCTaHOBJIEHHOM IOPSJAKE JOKYMEHTA, YIOCTOBEPSIOLIETO JIMYHOCTH
nostydarenst HC wnu I1C Cnucka Il u penenra.

24. Omnpenenure MNOPSIAOK OTHycka u3 anrednbix opranmzamuii JIII «PactBop
Omuonona 20mr/mu o 1 mup» Ne 20 B aMmny/1ax IpH BBIIMCbIBAHNH aMOYJIaTOPHOMY NNALMEHTY:

A) mno penenry, BeinucaHHoMy Ha CrenuanbHoMm peuentypHoMm Onanke Ha HC wm [1B,
uMmeromemy mramn MO, IMyHyo reyats U MOANUCH Bpaua, nedatb MO «/liis penentosy;

B) no peuenty, BeimucanHoMy Ha Onanke ¢opmbl Ne 107-1/y, umeromemy mramn MO,
JUYHYIO IIeYaTh U MOJAIUCh Bpaya,

B) no peuenty, BbimucaHHoMy Ha CneumanbHoM penentypHoM Onanke Ha HC umum I1B,
uMmeromemy mramn MO, nu4Hyr0 nedaTh M NOANUCH Bpada, MOJAINUCH JIMIA, YHOJHOMOYEHHOIO
npukaszoMm pykooautenst MO ¢ ykazanuem ero @.1.0., nedate MO «/l51g perientoy;

I') mo penenry, BeimucaHHOMY Ha Onanke (Gopmbl Ne 148-1/y-88, umeromemy mramn MO,
JIMYHYIO TIeYaTh U MOANUCH Bpayda, nedate MO «/liig penentony.

25. Kosin4ecTBO BHINMCHIBAEMOI'0 JIEKAPCTBEHHOI'0 IIPENapaTa yKa3bIBAETCH NPONUCHI0
HA peuenTypHoM 0/1aHKe (POPMBI:

A) Ne 107/y-HIT;

B) Ne 107-1/y;

B) Ne 148-1/y-88;

I') Ne 148-1/y-04 ().

26. JIoNOTHUTEIbHBIMU PEKBU3UTAMMU /ISl penentypHoro 6;1anka ¢popmbl Ne 148-1/y-88
SIBJISIIOTCS BCe, Kpome:

A) neyat MO «/Ins1 peuentoy;

b) nonnucu ynonmnomouennoro ymna MO ¢ ykazanunem ero ©.1.0.;

B) anpeca mecTa )KUTENHCTBA UM HOMEPA MEIULIMHCKON KapThl MAIIUEHTA;

I') Homepa u cepum perenTa.
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27. Ilcuxorponnbie JIII Cnucka III Ilepeunsi, muble JIC, moanexkamme IKY, nas
rpa:kaaH, UMeIuX npaso Ha noaydenue JIII GecryiaTHO WK €O CKUAKOI, BHIMUCHIBAIOTCSI:

A) na CnenmanbHoM pernentypHoM Osanke Ha HC wmm TIB m gomonaHWTENnhbHO Ha
peuentypHoM Onanke Gopmer 148-1/y-04(:1) B ABYX 9K3eMILIApax;

B) Tonpko Ha penentypHoM Oanke popmbl 148-1/y-88;

B) Tonbko Ha penentypHoM Onanke ¢popmbl 148-1/y-04(:1) B ABYX SK3eMIUIIpax;

I') Ha peuentypHoM Ostanke popmbl 148-1/y-88 1 AOMOTHUTENBHO HAa PEHIEITYPHOM OJIaHKE
¢dopmbl 148-1/y-04(11) B 1BYX 3K3EMILIApAX.

28. Penentsl Ha npenapatbl Cniucka I1I Ilepeunss HC u IIB neficTBuTE/IBLHBI B TeYeHHeE:
A) 15 nnuei;

b) 5 nneii;

B) 10 nneit;

I') 30 guei.

29. Ha kopeiike penenta 6;anka ¢gopmsl 148-1/y-04 (;1) He yka3biBaeTcsi:
A) 103UpOBKA JIEKAPCTBEHHOTO Mpernapara;

B) cnocob npumeHenus;

B) Bpemst oTIycka B yacax U MUHYTax;

I') HameHOBaHME JIEKAPCTBEHHOIO Mpenapara.

30. Ha onnoM peuentypHom Giaanke ¢gopmbl 148-1/y-04 (J1) pa3pemiaercs BHINUCHIBATD:
A) 1Ba HaMMEHOBAHUS MIpenapara;

b) deTblpe HauMEHOBAHUS TIPEIAPATa;

B) Tpu HaumMeHOBaHMsI MIpenapaTa;

I') ogHO HaMMeHOBaHuKE Mpenapara.

31. ®opMoii penenTypHOro 0J1aHKa JJis oTnycka Tponukamuaa siBjsieTcs:
A) 107/y-HII;

b) 148-1/y-88;

B) 107-1/y;

I') 148-1/y-04 (x).

32. TIpoTHBONAPKUHCOHUYECKOE CPEACTBO, MOAIeKALIee MPEAMETHO-KOJINYECTBEHHOMY
ydeTy H oTHyckaemoe 1o (popme penentypHoro 6.1anka Ne 148-1/y-88:

A) iupubenu;

B) tpurexkcudenuan;

B) neBojomna;

I') 6GpoMOKpHUNTHH.

33. ®opma peunentypHoro o6;aanka Ne 148-1/y-88 mpennazHaveHna i BbIIUCHIBAHUS
BCeX IePeYrCJIeHHBIX JIEKAPCTBEHHBIX NIPENnapaToB, Kpome:

A) neKapCTBEHHBIX MPENapaToB, OTIYCKAEMbIX OECIUIaTHO MM Ha JIbTOTHBIX YCIOBUSX;

B) ncuxoTtponHeIX gekapcTBEHHBIX npenapaTtos Crincka I1I;

B) ciupra 3TUII0BOTO B YMCTOM BUJE U B CMECH C IPYTMMH UHIPEIUEHTAMH;

I') nexapcTBEHHBIX MpenaparoB, BHECEHHbIX B CIHUCOK CHIIbHOJACHCTBYIOIIMX BEIIECTB,
yrBepxkaAcHHbIN 11T PO Ne 964 ot 29.12.07.

34. Peuent Ha JIII Tpurexkcupennania 2 mr Ne S0 tadaerok opopmisiercs: cJiegy0HUM
o0pazom:

A) 6mank Ne 107-1/y, mramn MO, noanuch 1 JIM4YHas 1eyaTh Bpaya.

bB) Crnennaneheiii 6s1ank Ha HC u [1B, mramn MO, moanuce u TMyHas mevaTth Bpada, MOAMICH
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JIMIla, YMOJHOMOYEHHOro pykoBoautTereM MO c¢ ykazanumem ero @.N.O., meyarb MO «/lus
PELETITOBY.

B) Gmank Ne 148-1/y-88, mrramn MO, moanuce M JW4Has Te4aTh Bpaya, redath «Jlims
PELETITOBY.

I') 6imank Ne 148-1/y-88, mramn MO, moanuck ¥ JIW4YHas medyaTh Bpada, nedatb MO «/Jlms
peuenToBy, moanuck pykopoaurens MO.

35. Cpoxk xpaHeHHMsl peHenTa Ha JIeKAPCTBeHHbIN mnpenapat XJIOpaAHAa3emoKCH]
coCTaBJIsieT:

A) 3 rona;

b) 5 ner;

B) 10 ner;

I') 1 rogx.

36. AHTMTHIIEPTEH3UBHOE CPEICTBO HEHTPAJBHOIO /IeliCTBUS, OTIIyCKaeMoe 1o (popme
penentypHoro 6janka Ne 148-1/y-88:

A) Guconponod;

b) no3apran;

B) xnonuuH;

I') sHananpwui.

37. JlekapcTBeHHOe cpeacTBO CKoOMoOJaMHHA THAPOOPOMHI OTHOCUTCS K Y4YeTHOM
rpymme:

A) Hapkoruueckue cpeacrsa Cnucka II Ilepeuns, yrBepxaennoro IIII P® Ne 681 ot
30.06.98 r.

B) Ilcuxorponnsie BemectBa Cnucka III Ilepeuns, yrBepxnaennoro IIII P® Ne 681 ot
30.06.98 r.

B) CunpHonelicTByOIIME JIeKapCcTBEHHbIE cpencTBa Cnncka, yrBepxkaeHHoro [T PO Ne
964 ot 29.12.07 r.

I') SAnoButeie nexkapcTBeHHble cpeacTBa Cnucka, yreepxkaeHHoro 111 PO Ne 964 ot
29.12.07 r.

38. JII «Teodpenpun-H», Tadnaerkm Ne 10 ormyckaercs mo ¢opme peunentypHOro
0/1aHKa:

A) 107-1/y;

b) 107/y-HII;

B) 148-1/y-88;

I') 6e3 penenra.

39. Cupon «bpoHxoauTH» oTnycKkaercs no ¢gopme penenTypHoro 0JaHka:
A) 6e3 perenra;

b) 107/y-HII;

B) 148-1/y-88;

I') 107-1/y.

40. B crpoke «OT™MeTKa aNITEYHOH OPraHM3anMu 00 OTIYCKe» Ha pelenTypHOM OJIaHKe
¢popmbl Ne 107/y-HII craBuTCsl 0TMETKA aNITEYHOH OPraHU3aluM 00 OTIIyCKe HAPKOTHYEeCKOI 0
(mcuxorponnoro) JIII ¢ ykazanuem:

A) Tonbko HauMEHOBaHMsI OTIYIEHHOTO HapKoTH4yeckoro (ncuxorponHoro) JIIT u natel ero
OTITyCKa.

b) Tonbko HaMMEHOBaHUS M KOJIMYECTBA OTIYIIEHHOTO HAPKOTUYECKOTO (IICUXOTPOIIHOIO)
JIIT.
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B) HammMeHnoBanms, KOJWYECTBA OTIYHIEHHOTO HApKOTHYEeCKOTo (rcuxoTporHoro) JIIT u
JIaThI €0 OTITYCKa.
I') TonbkOo HAMMEHOBAHUS OTIYIIEHHOI'O HAPKOTUYECKOTO WIIM TicuxoTporHoro JIIT.

41. Bpau o00s13an B peunente Hanucath «Ilo cnenunaibLHOMY Ha3HAYEHHMIO», TOCTABUTH
cBOI0 noanuch u neuyatb MO «J/l1s1 peenToB», €CJIu NMPEBbIIACTCH:

A) BrIcias pa3oBas ao3a JIC;

B) Briciias cyrounas nosa JIC;

B) tepaneBtuueckas no3a JIC;

I') npenenvHo pomyctumoe kosmuectBO JIIT /17151 BEIMUCHIBAaHUS HA OJIMH PELEIIT.

42. 3anpemaercsi OTHYCKaTh aMOyJIaTOPHbIM 00JIbHBIM JIeKAPCTBEHHbIE Npenaparsl,
KpoMme:

A) BynpenopduHa rupoxiopuaa;

b) Xunopatuna;

B) ComOpeBuHa;

I') Ketamuna ruapoxiopua.

43. Bpau o6s13aH B peuente Hanucath «Ilo cnenuajbsHOMYy Ha3HAYeHHIO», IOCTABUTH
¢BOI0 moaAnuch u nedyarb MO «l1s1 peenToBy, eciim:

A) NpeBbINIACTCS BhICIIAS pa3oBas J103a;

b) BemuceiBaerca JIII, momnexammii [IKY, nns nedeHus nauveHTOB € XPOHUYECKHUMU
3a00JIeBaHUSAMU Ha Kypc JieueHus 10 60 nHeit;

B) npeBeimaeTcs BbICcIIasi CyTOYHAS /1034;

I') npeBeIlIaeTcs TepaneBTUYECKAs 1034.

44. Jlasi JeyeHMs] TMANMEHTOB € XPOHUYECKUMH 3a00/1eBaHUSIMU pelenTbl Ha
JIeKapCcTBeHHbIE NMpenaparbl, BKIKWYeHHbIe B nepedensb [IKY, moryr odopmiasitbess Ha Kypc
JeYeHNs 0.

A) 60 nHeit;

b) 90 nnei;

B) 15 nnei;

I') 30 nueii.

45. Peuent Ha JII kancyiabl «®ayokcerun» 20 mr (kog NOG6A) BbimucbiBaeTcs: W
odopmJisieTcsl CJIeAyIOIIHM 00pa3om:

A) 6mank Ne 107-1/y, mramn MO, noanuch 1 JIM4YHas eyaTh Bpaya.

b) Cnemumanpnenii Onank mas HIT w [1B, mramn MO, moanuce W audHAasi medarh Bpauya,
MOAMKCH JIMIA YIIOTHOMOYEHHOTO pykoBoauteneM MO c ykazanueMm ero ®.1.0., neuats MO «/lns
PEIETTOBY.

B) 6mank Ne 148-1/y-88, mramn MO, noanuck u Ju4Has nedats Bpada, nedatb MO «Jlns
PEIENTOBY.

I') 6nank Ne 148-1/y-88, mramn MO, moanucek U JudHas nedats Bpada, nedatb MO «Jlns
peLenToBy, MOAMKUCH TJIaBHOTO Bpaya MO.

46. JlekapcTBeHHbIE TpenapaTbl HHAHUBUAYAJIbHOTO U3rOTOBJIEHUsI, coaep:kamue HC
i 1B Cnucka II Ilepeunsi, n npyrue ¢papmMakojornyeckue akTHBHbIC BeleCTBa B 103€, He
npespimawiiue BP/ m npu ycinoBum, 4ro 310T KOMOMHUpoBaHHbIW JIII He sBaseTcs
HapkoTHyeckuM wiaM ncuxorponHbiM JIII Choucka II IlepeyHsi, BBINHCBHIBAOTCS Ha
peuentypHom 0JiaHke (pOpMbI:

A) 107- l/y;

b) 148-1/y -04(x);

43



B) 148-1/y -88;
I) 107/y — HIL

47. Cpok xpaHeHHs pelleNiTa B aniTeKe, HAa KOTOPOM Bbinucan Kiounaun, radaerku 0,15
mr Ne 50, cocraBjser:

A) 3 rona;

bB) 5 ner;

B) 10 ner;

I') 1 rogx.

48. JlekapcTBeHHOE cpeacTBO THAHENTHH OTHOCUTCS K Y4eTHOM rpyiime:

A) Hapkoruueckue cpeacrsa Cnucka II Ilepeuns, yrBepxkaenHoro IIII PO Ne 681 ot
30.06.98 r.;

B) Ilcuxorponnsie BemectBa Cnucka III Ilepeuns, yrBepxnennoro IIII PO Ne 681 or
30.06.98 r.;

B) CunbHoaeicTByOIME JIeKapcTBEHHbIE cpesicTBa Cnincka, yrBepxkaeHHoro 111 PO Ne 964
or 29.12.07 r.;

I') SAnoButeie nexkapcrBeHHble cpeacTBa Cnucka, yreepxkaeHHoro 111 P® Ne 964 ot
29.12.07 r.

49. Cpok xpaHeHusl peuenta B anrexke, Ha KOTopom BbinucaH JIII TTC «®entannm» 25
MKr/49ac Ne 10:

A) 3 roga;

b) 5 ner;

B) 10 ner;

I') 1 rox.

50. JlekapcTBennblii npenapat HaHapoJioOH 32 MOJIHYI0 CTOMMOCTb BbINHMCHIBAETCS HA
peuentypHoMm Oanke GopMbI:

A) 107/y-HII;

b) 107-1/y;

B) ornyckaercst 6e3 perenra;

I') 148-1/y-88.

51. Cpok xpaHeHHs B anTeKe penenTa Ha CIIUPT 3THUJI0BbIN COCTABJIfACT:
A)10 ner;

b) 5 ner;

B) 1 rox;

I') 3 rona.

52. JlekapcTBeHHO€ cpeacTBO 30/MUAEM OTHOCHTCS K YYeTHOM rpymie:

A) Hapkormueckne cpeacrBa Cnmcka II Ilepeuns, yrBepxkaennoro IIII P®D Ne 681 or
30.06.98 1.

Bb) Ilcuxorponnsie BemectBa Crmcka III Ilepeuns, yrBepxkaennoro IIII P® Ne 681 ot
30.06.98 1.

B) CunibHOEHICTBYIOIIME JIEKApCTBEHHBIE cpeacTBa Crincka, yrepxkaeHHoro [T PD Ne 964
or 29.12.07 r.;

I') [Icuxorponubie cpeactra Crincka Il [lepeuns, yreepxkaennoro ITIT PO Ne 681 ot
30.06.98 1.

53. Penent Ha JIII Ta0/ieTKH «30NMKJIOH» BBHIUCHIBAETCS H 0(pOPMIISIETCS CJASAYIOIIHM
o0pazom:
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A) 6mank Ne 107-1/y, mramn MO, nmoanuck u TMYHAs eYaTh Bpaya.

b) Crneuuanpubiii 6nank ans HIT u TIB, mramn MO, noxanuchk U nu4Has nevarh Bpaua,
MOJIIKCH JIMIA YIOJIHOMOYEHHOr0 pykoBoautesneM MO ¢ yka3zanueMm ero @.1N.0., neyarb MO «/{ns
PELETITOBY.

B) Gmank Ne 148-1/y-88, mramn MO, noanucek U JIndHas nedyaTh Bpada, nedatb MO «/Jlms
PELETITOBY.

I') 6imank Ne 148-1/y-88, mramn MO, moanuck U JTW4yHas medyaTh Bpada, nedatb MO «/Jlms
peLenToBy, MOANUCH ri1aBHoro Bpaua MO.

54. Hopma otnycka JIII pactBop Bynpenop¢puna 0,03 % 1 mu1 11t HHbeKIUH 110 0THOMY
pelenTy cocTaBJsier:

A) 10 ammy;

b) 20 ammyn;

B) 15 amnyn;

I') 30 ammy.

55. IlpeneabHo pomycrtumoe kouuvectBo JIII Tadaerxkm Ilpocmposa (MHH:
[ponnonundenndTOKCHITWINNNEPUAUH) 20 Mr s OTHYyCKAa MO OJHOMY pelenty
COCTABJIAET:

A) 10 Tab.;

B) 20 Tab.;

B) 50 Ta6.;

I') 60 Tab.

56. KomOMHHUpOBaHHBIe KOJEHHCOAEp KallHe Npenaparbl, YKa3aHHble B NYHKTe 9
npuxkaza M3 P® Ne 10941 ot 24.11.21, oTmyckaioTcs no (popMe penenTypHoOro 6jiaHka:

A) 107/y-HII;

B) 148-1/y-04 (;);

B) 107-1/y;

I') 148-1/y-88.

57. Ornmyck JekapcTBeHHbIX mpenapatoB mno peuentam 107-17y u 148-1/y-88
3amnperniaercs:

A) anTe4yHbIM KHOCKaM;

B) anTe4HbIM MyHKTaM;

B) wHIMBUAYyAIEHBIM TPEANPUHUMATENSAM, UMEIONUM JIUICH3HIO Ha (hapMaIleBTHYECKYIO
NesITeIbHOCTD;

I') anrexam.

58. lonyctumoe kosnuyectBo JIII TTC ®@enTanunia ¢ 103upoBKoi 50 MKI/4 ISl 0TIyCKA
110 O/ITHOMY PeLeNTy COCTABJISCT:

A) 15 mnacteipeit;

b) 20 nnacteipei;

B) 10 mmacteipei;

I') 5 nnacteipeit.

59. MakcumaJibHblii cpok aeiicTBusi peuenta 107-1/y:
A) 2 ropa;

b) 1 rog;

B) 3 rona;

I') 1 mecs.
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60. PerenThl Ha JieKapCTBeHHbIE NMpenaparbl ¢ noMeTkoil «Cito» 00CayKMBAKOTCA B
TeYeHHe:

A) 5 pabouux JHEH;

B) 10 paGouux nHel;

B) 2 paGounx gHel;

I') 3 pabouunx qHEi.

Bpi0epuTe HECKOJIbKO NPABWJIbHLIX OTBETOB:

61. YkaxuTe NCUXOTPONHBIE JIEKAPCTBEHHbIE cpeacTBa, Bxoasmue B Cnucox 111 IITI
P® Ne 681 ot 30.06.98 r.:

A) XJiopauazenokcun,

b) Kinonunus;

B) ®enobapouTai;

I') Annpazosnam.

62. YKakuTe HAPKOTHYECKHE JIEKAPCTBEHHbIE cpeacTBa, Bxoasimue B Crnucox I1 IIIT
P® Ne 681 o1 30.06.98 r.:

A) DdenpuHa THIPOXIOPUT;

B) bynpenopdusn;

B) ®enobapOuTa;

I') TpumenepuauH.

63. Ykaxxute npexkypcopbl, Bxoasaiue B Cnucox IV IIII P® Ne 681 ot 30.06.98 r.:
A) DdenpuHa ruIpOXIOPULI;

b) bynpenopduna ruapoxnopun;

B) Oproramus;

I') Kanusa nepmanranar.

64. YkaxuTe NCUXOTPONHBIE JIEKAPCTBEHHbIE cpeaAcTBa, Bxoasuue B Cnucox 11 T P
Ne 681 ot 30.06.98 r.:

A) Tpuazonawm;

B) OmHOIIOH;

B) Annpa3zonawm;

I') ®emnpanon.

65. 3anpemaercs BINCHIBATH pPelleNThl BpayaM JJisl JJe4eHHs HADKOMAHHUH HA:

A) Hapkotnueckne nexkapctBeHHble npenaparsl Crvcka Il [lepeuns;

B) SInoBuTsle IeKapCTBEHHBIE MTPENApPaThI;

B) [IcuxoTponHsble tekapcTBeHHBIE penapatsl Ciiucka II [lepeuns;

I') Ciiupt STHIIOBBIM.

66. HuauBuayajbHble NPeANPUHUMATENH, OCYLUIECTBJISIIONIME MEIUUMHCKYIO
AeATeN1bHOCTb, He HMEIOT NPABO BBLINMUCHIBATH PelleNThl HA:

A) Hapkornueckne nexkapctBeHHble npenapathbl Crincka Il [lepeuns.

B) flnoBuThIe TEKapCTBEHHBIE NTpENapaThl.

B) [IcuxoTponHsbie tekapcTBeHHbIe npenapatsl Cnucka II [lepeuns.

I') Ilcuxotponssle ekapcTBeHHbIE penapaTsl Crincka I Iepeuns.

67. 3anpemaercsi BBINHCHIBATH pPeleNTbl BpadyaM Ui JieYeHHsl aMOyJIaTOPHBIX
NanyueHToB Ha:

A) KeramuHa ruipoXJiopu/;

B) CepeGpa HuTtpar;
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B) Xnopatui;
I') Tpamanon.

68. B TeueHue nATH JeT B ANITEYHON OPraHM3alM XPAHATCS pelenThl HA:

A) CunbHOAEHCTBYIONIUE JIEKApCTBEHHBIE cpenicTBa Cncka, yrBepaxaeHHoro [T PO Ne 964
or 29.12.07 r.;

b) Ilcuxorponusie nekapcTBeHHbIe npenaparsl Crivcka I [lepeuns;

B) Hapxortnueckue nekapctBeHHble npenapatsl Crincka II [lepeuns;

I') OTunoBeIi crimpr.

69. Ykaxkute jekapcTBeHHbIe cpeacTBa Cnncka «CuibHoaeicTByomux Bemectsy I
P® Ne 964 o1 29.12.2007 r.:

A) Tpamanod;

b) Tpumenepuaun;

B) Knozanum;

I') TpurekcudeHnmI.

70. YkaxuTe NCUXOTPOIHbIE JIeKAPCTBEHHbIE cpeacTBa, Bxoasmue B Crnucox 111 IITI
P® Ne 681 ot 30.06.98 r.:

A) 3onmnuaewm,

b) /lnazemnawm;

B) Knonuaus;

I') Kinonazenam.

71. YkaxuTte peKBH3UTHI (pOPMBbI perenTypHOro 6aanka Ne 148-1/y-88:
A) xpyruas repoosast neuats MO;

B) neuats MO «/lns1 petienToBy;

B) noanuce 1 TM4Has neyarh Bpaya;

I') mramno MO.

72. Ykaxure JekapcTBeHHbIe cpeacTtBa Cnucka «SInosutbix Bemects» IIIT P® Ne 964
o1 29.12.2007 r.:

A) bynpenop¢un;

B) Otunmopduna rugpoxiopun;

B) CxomnonaMuHa ruipoOpoMu;

I') MBIIBSIKOBHUCTBIN aHTHAPHU/I.

73. Ykaxure 00s13aTe/IbHbIE PEKBU3UTHI peLienTa:
A) naTa BBIITUCKH;

b) ®.1.0. nanuenra, ero BO3pacT;

B) cepust u HOMep penenTa;

I') neyats MO «/ly1s1 perienToBy.

74. Ykaxxure o0s13aTe/IbHbIC PEKBU3UTHI penenra:

A) Anpec unm HOMEP MEIUIIMHCKOM KapThl MMAlUEHTA;

b) noanuce u TMYHas reyath Bpaya;

B) HaumeHoBaHuUe, 103UPOBKA, opMa BBITYCKA M KOITUYECTBO JICKAPCTBEHHOTO Mpenapara;
I') neyats MO «/ly1s1 perienToBy.

75. YkaxkuTe HAPDKOTHYECKHE JIEKAPCTBEHHbIe cpeacTBa, Bxoasmue B Crnucox I TTIT
P® Ne 681 o1 30.06.98 r.:
A) KeramuHa ruApOXI0OpHUT;
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b) OmuomoH;
B) Maszunpou;
I') ®entanui.

76. Ykaxkurte JieKapCTBeHHbIE NPeNapaThl, BLINMUCHIBAEMbIE HA pPeleNTYPHOM OJIaHKe
¢opmbr Ne 148-1/y-88:

A) bynipenopdus;

b) TpumenepuanHa ruipoxJiopu;

B) Knnonuaus;

I') Xnopauazenokcun.

77. YKaxuTe JieKApCTBEHHbIE MpPenapaThbl, BbINMCbIBAEMble HA pPeleNnTYPHOM OJIaHKe
dopmbr Ne 107/y-HII:

A) DdenpuHa ruIpOXIOPULT;

b) TpumenepuauHa ruipoXaopui;

B) OmHor10H;

I') Okcazenam.

78. YkaxuTe jJeKapcTBeHHbIe NMpenaparThl, BbINUCbIBaeMble Ha peleNTYPHOM OJI1aHKe
¢opmbr Ne 148-1/y-88:

A) TpurekcudeHu I,

B) bynpenopdun;

B) Hanpaponon;

I') Benzobapourai.

79. Ykaxurte jJeKkapcTBeHHbIe Npenaparhl, BbINUCbIBaeMble Ha pelleITYPHOM OJI1aHKe
dopmbr Ne 107-1/y:

A) AMUTPUTITUIINH;

b) ®nyokcerusn;

B) Hurpasenawm;

I') Jlurokcus.

80. YkaxuTe rpynnsl JeKapcTBeHHbIX NPeNapaToB, BbINMCbIBAeMble HA peleTYPHOM
0s1anke popmbr Ne 148-1/y-88:

A) conepkalue HapKOTUYECKHE JIEKAPCTBEHHBIE CPEICTBA W IICUXOTPOIIHBIE BEIIECTBA
Crucka II [Tepeuns;

B) conepsxanue ncuxorponssle Bemectsa Cnucka III Iepeuns;

B) coxepxaiine CUIbHOAEHCTBYIOMINE U /10BUThIE BemlecTBa cmuckoB [IIT PD Ne 964 ot
29.12.07 r.;

I') HapkoTnueckue nexkapctBeHHble npenapatel Cnincka I Iepeuns B Bune TTC.

YcraHoBHTE COOTBETCTBHE:
81. YcTranoBuTe cOOTBEeTCTBHE MEKAY (POPMOIi pelieNTYPHOro OJIAHKA M KOJIMYEeCTBOM
BbINMCHIBAEMbIX JI€KAPCTBEHHbIX CPE/ICTB:
PenentypHblii 0J1aHK KoanyectB0O  HamMeHOBaHMiH  JIEKAPCTBEHHBIX
CpeacTB
A) OgHO HaMMEHOBaHHUE JIEKAPCTBEHHOI'O CPEICTBA,
nomiexantero [IKY
B) OnHo nekapcTBEHHOE CPECTBO OECIUIATHO WM CO

1) Ne 107-1/y

2) Ne 148-1/y-88

CKUIKOU
3) CnennanbHbIi penenTypHbli 0mank | B) OqHO HaMMEeHOBaHKE JICKApCTBEHHOI'O CPEACTBA M3
Ha HC wiu [1B Cnucka II [Tepeuns
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Ne 107/y-HII

4) Ne 148-1/y-04(i)

CIIMCKA,
JICKAPCTBEHHBIX CPeACTB, He nomiexkamux [TKY

I') He Gonee Tpex neKapCTBEHHBIX CPEICTB OOIIETO
SJIOBUTBIX

CUJIbHOJICUCTBYIOIIMX U

82. ¥YcranoBuTe COOTBETCTBHE
elenTYPHOro OJIaHKa:

MeXKAY JIeKAPCTBEHHBIM CpPeAcTBOM H  ¢opmoid

JlekapCTBEHHO CPeICTBO

PenentypHblii 0J1aHK

1) OMHOIIOH, aMmIl.

A) Ne 107-1/y

2) Buconpouton, Tab. 6ecriaTHo

Bb) Ne 148-1/y-88

3) CuupT 3TUIIOBBIM, T

B) CnenumansHsbiii petentypubsiii 61ank Ha HC
wiu [1B Ne 107/y-HIT

4) JlurokcuH, Tal.

) Ne 148-1/y-04(x)

83. YcranoBure  CcOOTBeTCTBHE
TOKCHKOJOorn4yeckoi rpynnoi (Cnuckom):

JIEKAPCTBEHHBIM  CPeICTBOM

MEKIY

H

JIeKapCTBEHHO CPEJICTBO

Tokcukoaornyeckas rpynna (Cnucok)

1) IIpocumosn, am.

A) Snosutsie BemecTBa Criucka
[TIT PO Ne 964 ot 29.12.07

2) luazenam, Tao.

b) CunsnopeiictByromue Bemiecta Crincka I1I1
P® Ne 964 ot 29.12.07

3) CTpuxHHUHA HATPAT, aMII.

B) Hapkoruueckue cpeacraa
Cnucka II TIIT P® Ne 681 ot 30.06.98

4) Knonuaut, Tab.

I') [IcuxoTponHbie BelecTBa
Crnucka III ITIT P® Ne 681 ot 30.06.98

84. VYcranoBuTe COOTBeTCTBHE MEKIY JIEKAPCTBEHHBIM cpeacTBOoM H dopmoii

eHeNnTYPHOro OJIaHKa:

.JIeKapCTBeHHO CpeacTBo

PenentypHblii 0J1aHK

1) HanapoJsioH, amil.

A) Ne 107-1/y

2) TpuMmenepuIiH, amil.

B) Ne 148-1/y-88

3) T'anomnepu o, Tad.

B) Cneumanbublil peuentypHbiii Oank Ha HC
wiu [1B Ne 107/y - HII

4) KaBHHTOH, am11. OECIIaTHO

I') Ne 148-1/y-04(11)

85. ¥YcranmoButre  cooTBeTcTBHE
TOKCHKOJOrn4eckoi rpynnoi (Cnmckom):

MEXKTY JIEKAPCTBCHHBIM CpeacTBoM

U

JlekapCcTBEHHO CPeICTBO

Toxkcukosornyeckas rpynna (Cnucok)

1) ®emnpanoH, Tad.

A) AnoButsie BemecTBa Crincka
I1IT P® Ne 964 ot 29.12.07

2) CoMOpeBUH, aMmII.

b) CunbHognelicTByromue BemiectBa Crnucka
ITIT P®D Ne 964 ot 29.12.07

3) AsanenTuH, Tao.

B) Hapkotnueckue cpeacrsa
Crucka II TIIT P® Ne 681 ot 30.06.98

4) CkonojaMuHa TUAPOOPOMHM/I, aAMII.

I') [IcuxoTponHbie BeliecTBa
Crmucka II ITIT P® Ne 681 ot 30.06.98

1) IlcuxoTponHble BelecTBa
Crnucka [T TTIT P® Ne 681 ot 30.06.98

86. YcraHoBHUTEe COOTBETCTBHE MeEXKAY JIEKAPCTBEHHBIM CPEACTBOM M CPOKOM JAelicTBHS
peuenra:
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JlekapCTBEHHO CPeICTBO Cpok peiicTBus penenrta

1) MopduHa ruApoXJIOpHUI, aMIl. A) 60 nHew
2) «bennmatamuHay, TA0. b) 30 nueit
3) Omernpasos, Tab., becmiaTHO B) 90 nueii

4) KaBuHTOH, amm., OeccriatHo wuHBanuay | I') 15 nueit
MEPBOM IPyNIIbI

87. YcraHoBuTe  COOTBETCTBHME  MEXKIY  JIEKAPCTBEHHBIM  CPeICTBOM M
TOKCHKOJOorn4yeckoi rpynnoi (Cnuckom):

JlekapCcTBEHHO CPeICTBO Tokcukonornyeckas rpynna (Cnucok)
1) Bynpenopdun, am. A) IlcuxoTpornHble BelecTBa
Crnucka III ITIT P® Ne 681 ot 30.06.98
2) Tpamanoi, Tao. b) CunbnopeiicTByronue Bemectsa Crnucka I1I1
P® No 964 ot 29.12.07
3) Xmopauzenokcu, Tab. B) HapkoTtuueckue cpeacraa
Crnucka II TITT P®D Ne 681 ot 30.06.98
4) Tpuaszonam, Tao. I') [IcuxoTponHbie BelecTBa
Crnucka II TITT P®D Ne 681 ot 30.06.98
J) S noButkie BemecTBa Crmcka
[T PD Ne 964 ot 29.12.07

88. VYcranoBure cooTBeTCTBME  MEXKAY  JIEKAPCTBEHHbIM  CPeACTBOM U
TOKCHKOJI0rn4ecKkoi rpynnoi (Cnuckom):

JlekapcTBEHHO CPeICTBO Tokcukoaornyeckas rpynna (Cnucok)

1) Konewnn, cyOcT. A) IlcuxoTponHsele BelecTBa
Crnucka III ITIT P® Ne 681 ot 30.06.98

2) CubytpamuH, Tab. b) CunsnopeiictByromue Bemiecta Crincka I1I1
P® No 964 ot 29.12.07

3) DdenpunHa ruIPOXIOPHI, CYOCT. B) Hapkortuueckue cpeacrpa
Cnucka II TITTP®D Ne 681 ot 30.06.98

4) 3onmuaeM, Tao. I') IIpexypcopsl Cnucka IV TIIIP® Ne 681 ot
30.06.98
1) IlcuxoTponHbIe BelIeCTBA
Cnucka II TIIT P® Ne 681 ot 30.06.98

89. YcraHoBHTE COOTBETCTBHE MEKAY JIEKAPCTBEHHBIM CPEICTBOM H CPOKOM XpaHEeHUs!
elenTa B anrTeke:

JlekapCTBEHHO CPEACTBO Cpok xpaHeHHsI pelenTa B anTeKe
1) TIpomenomn, amrl. A) 3 rona

2) AMUTPHUINITHINH, Ta0. B) 5 ner

3) Hukmomour, Tad. B) 3 mecsna

4) Duananpwui, Tao. I') B anteke He ocTaéres

90. YcTraHOBHUTE COOTBETCTBHE MEKAY JEKAPCTBEHHBIM CPEICTBOM M IpeAeIbHO
JONYCTHMBIM KOJIH4eCTBOM Ha 1 penenrt:

JlexkapCcTBEHHO CPeICTBO IlpeneabHo JgomycTuMoe KOJIHYECTBO Ha
1penent

1) TpumenepuanH, amil. A) 30

2) P-p bynpenopduna 0,03% - 1ma b) 10

3) ®entanua TTC 50 mkr/gac B) 20

4) Tpumenepuans, Tabd. 25 Mr I') 50
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91. YcTaHoBUTE COOTBETCTBUE MEKIY JIEKAPCTBEHHBIM CPECTBOM U CPOKOM XPaHEHUS

cuelnTa B aliITCKe.

JIeKapCTBeHHO CpeacrTBo

CpOK XPAaHCHUS PELCIITA B AlITCKE

1) ®enranun, TTC.

A) 3 roga

2) AMOKCHITMIUIMH, Ta0.

B) 5 ner

3) 'anonepumon, Tab.

B) 3 mecsina

4) Knmouwaun, tab. 0,15 mr

I') B anTeke He ocTaércs

92.
eHeNnTYPHOro OJIaHKa:

YcTraHoOBUTE COOTBETCTBHE MEXKAY JEKAPCTBEHHBLIM CpPEIACTBOM M (l)OpMOﬁ

JlekapCcTBEHHO CPeICTBO

PenentypHblii 0J1aHK

1) ®enrannn, TTC.

A) Ne 107-1/y

2) KaBunTtoH, Tab. 6ecriatHo

Bb) Ne 148-1/y-88

3) BynpenopduH, ami. GecriaTHO

B) Cneunansnbiii peuentypHslii 6nank nHa HC
win [1B Ne 107/y-HII

4) llenanwu, Tad.

I') Ne 148-1/y-04(x)

1) CnenuaneHelii perentypubiii 61ank Ha HC
i [1B Ne 107/y-HIT + Ne 148-1/y-04(x1) B 2-x
9K3.

93. YcraHoBHTE COOTBETCTBHE MEXKIY JE€KAPCTBEHHbIM CPeICTBOM U TMpeesibHO

AONMYCTUMBIM KOJUIE€CTBOM HaA lpeueHT:

JlekapcTBEHHO CPeACTBO IIpenenbHo gomycTHMOE KOJMYECTBO Ha
1penent
1) OMHOIIOH, aMmII. A) 50
2) ®enranmi, TTC 75 Mkr/gac b) 100
3) Mopdun 5 mr, TabieTKu B) 20
4) TIpocumoa 20 Mr TabIeTKH I 10
94. YcraHoBHTe  COOTBETCTBHE  MEXK1Y  JIEKAPCTBEHHBIM  CPeACTBOM M

TOKCHKOJornueckoi rpynnoi (Cnuckom):

JIeKapCTBeHHO Cpe€acTBo

Tokcukonornyeckas rpynna (Cnucok)

1) Mupurpamuz (Jumnumomnop), ami.

A) IlcuxoTponHsble BellecTBa
Crucka I ITIT P® Ne 681 ot 30.06.98

2) AnpodeH, Tab.

Bb) CunsHopeiicTBytomue BemecrBa Crnucka 111
P® Ne 964 ot 29.12.07

3) INceBmoadenpun, cyoCT.

B) Hapkotnueckue cpeacrsa
Crnucka I TITTI P® Ne 681 ot 30.06.98

4) Tpamanodm, Tao.

I') IIpexypcopel Cnucka IV IIIT P® Ne 681 ot
30.06.98

) llcuxoTponHsbie BelecTBa
Crucka II TIIT P®D Ne 681 ot 30.06.98

95. YcraHoBuTe  COOTBETCTBHE
TOKCHKOJOrn4yeckoi rpynnoi (Cnmckom):

MEXKTY JEKAPCTBCHHBLIM CpeacTBOM

U

JlekapcTBEHHO CPEICTBO

Tokcukonornueckas rpynna (Cnucok)

1) KetamMuHa rupOXJIOPHI, aMIl.

A) IlcuxoTponHble BelecTBa
Crnucka III ITIT P® Ne 681 ot 30.06.98

2) Kionaszemam, Tab.

b) CunbnopeiicTByronme Bemectsa Crnucka I1I1
P® Ne 964 ot 29.12.07

3) Tpurekcudenuanm, Tad.

B) HapkoTtuueckue cpeacrna
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Crucka I TTIT P® Ne 681 ot 30.06.98

4) MopduHa THAPOXIOPUI, AMIIL.

I') [IcuxoTponHbie BellecTBa
Cnucka II TITT P®D Ne 681 ot 30.06.98

96. YcraHoBHTE  COOTBETCTBHE
TOKCHKOJOorn4yeckoi rpynnoi (Cnuckom):

MEKIY  JIeKAPCTBEHHbIM  CPeICTBOM  H

JlekapCcTBEHHO CPeICTBO

Toxkcukoaornyeckas rpynna (Cnucok)

1) ®emnpaHoH, Tao.

A) Snosutsie BemecTBa Criucka
111 P® Ne 964 ot 29.12.07

2) Bensonau, Ta0.

b) CunpHopnelicTBytomue BemiectBa Crncka
[1I1 P Ne 964 ot 29.12.07

3) CTpuxHHHA HUTPAT, aMII.

B) HapkoTtuueckue cpeacraa
Crnucka II ITIT P®D Ne 681 ot 30.06.98

4) TIpocu oo, amil.

I') [IcuxoTponHbie BelecTBa
Crucka II ITIT P® Ne 681 ot 30.06.98

1) IlcuxoTponHblie BelecTBa
Crmcka [T TTIT P® Ne 681 ot 30.06.98

97. YcTaHOBUTEe COOTBETCTBHE MeXK1Y JIEKAPCTBEHHBIM cpeacTBOM M (opMmoii

eHenTYPHOro 0JIaHKa:

.JIeKapCTBeHHO CpeacTBo

Penentypublii 0J1aHK

1) Bynpenopdun, TTC.

A) Ne 107-1/y

2) « BpOHXOJIMTHHY» CUPOII

B) Ne 148-1/y-88

3) AMUTPpHUNTHINH, Ta0. OECIUIATHO

B) Cneunansnbiii peuentypHslii 6nank nHa HC
nnu 11B Ne 107/y-HIT

4) TpuMenepuIiH, amil.

I') Ne 148-1/y-04(.1)

98. YcraHoBHTe COOTBETCTBME MEXKIY JEKAPCTBEHHbIM CPeIACTBOM U TMpee/ibHO

JONMYCTUMBIM KOJHYIECTBOM HaA lpeuenT:

.JIeKapCTBeHHO CpeacrTBo

Hpe}]eJ’leO AOIMYCTHUMO€ KOJUYECTBO Ha

1peuent
1) Bynpenopdun 0,03% p-p 1M1, amrr. A) 50
2) ®enranua TTC 75 mxr/gac b) 20
3) OMHOIIOH, aMIl. B) 30
4) Tpumenepuus, Ta0. 25 Mr I 10

A0NMYCTUMBIM KOJIMIE€CTBOM HA 1 peucnr:

99. YcTaHOBHTE COOTBETCTBHE MEKAY JEKApCTBEHHBIM CpPEeACTBOM H IpeaebHO

JlexkapCcTBEHHO CPeICTBO

IIpeneqbHo pomycTHMoOe KOJMYECTBO HA
1peuent

1) Bynpenopdun 0,03 % p-p 1 mu, amm. A) 50
2) ®enranmna TTC 100 mkr/gac b) 30
3) IIpocuao:m, Tad. 20 mMr B) 50,0
4) Cupt TUJIOBBIN B YHCTOM BHUJIC I 10

100. YcraHoBUTEe COOTBETCTBHE MEKAY JIEKAPCTBEHHBIM CPeICTBOM H CPOKOM XpaHEHHUs!

cuernTa B anTeKke:

JlekapCcTBEHHO CPeICTBO

Cpok xpaHeHHs peLenTa B anTeke

O€eCILIaTHO

1) lnasemam, ami. A) 3 roga
2) AMUHA3UH, Ipaxe B) 5 ner
3) IlunokapnwHa THAPOXJIOPHA, II. Karud, | B) 3 mecsia

4) damotuauH, Tao.

I') B anteke He ocTaéres

52



7. 9TAJIOHBI OTBETbBI K TECTOBBIM 3ATAHUAM

Ne
BOMpoca

OTBET

Ne
BOMpoca

OTBET

Ne
BONpoca

OTBET

Ne
BONpoOCca

OTBET

Ne
BONpoOCca

OTBET

1

21

41

61

A, B, T

81

22

42

62

B, T

82

23

43

63

A, B, T

83

24

44

64

84

25

45

65

85

26

46

66

A, B, T

86

27

47

67

87
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28

48

68

88

29

49

69

A,B,T

89

10

30

50

70

AB,T

90

11

31

51

71

B,B,T

91

12

32

52

72

B, I'

92

|
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8. CUTYAIIUOHHBIE 3ATAHU S
CuryauuonHas 3agayda 1.

BoinuuuTe peuent Ha JJATHHCKOM sI3bIKe, MPpoBeauTe (hJapMalieBTUYECKYI0 IKCIEePTH3Y
peuenta (HazoBure crnucok JIII, d¢opmy penentypHoro OJaHka, o0si3aTe/ibHble H
JAONOJIHUTE/IbHbIE PEKBU3MTbI, CPOK [elCTBHUSI M CPOK XPaHEHHUs] peleNTa), OCylIeCTBUTE
ormyck pactsopa Mopduna 10 mr/mu no 1 mJui 1J151 MHbeKIUI B KoJnmdyecTBe 20 ammmy.Jr.

JTaJIOH OTBeTa.
Rp.: Sol. Morphini 10 mg/ml -1 ml
D.t.d. Ne 20 (aBaguarts) in amp.
S. BBoAUTH BHYTPUMBILIEYHO 110 1 MJ1 2 pa3a B 1eHb pHu 00JIsAX.

T TN T BN T TN BTN o

Puc. 1 Pentenit Ne 1

1. Beimucan perent Ha JIeKapCTBEHHBIN mpemapar pactBop Mopduna 10 mr/mim (1%) (TH:
MopduHa rupoxIopu1) Juid UHbEKIUN B amirysax 1mo 1 M Ne 20 OHKOJIOTHYECKOMY OOJIBHOMY.

Mopdun — mHaproTraeckoe cpeacto Crucka Il Tlepeuns (ITIT PO Ne 681 ot 30.06.1998 1.),
Bxoaut B Ilepeuens JIC, momnexamux IIKY, yrBepxkneHHsiit npukazom M3 P® Ne 459H ot
01.09.2023 .

2. JlaHHbI mpenapaT B COOTBETCTBUHU ¢ JedcTByrouMu npasuiamu (Ilpukaz M3 PO Ne
10941 ot 24.11.2021 r.) BmIHCHIBaeTCs Ha pernentypHoM Omanke ¢opmbl Ne 107/y-HII
«CriennanbHbelii  pelenTypHbl OnaHk». OTOT pelenT sBISAETCS OCHOBAHWMEM JUIS OTITyCKa
HapkoTtuueckoro JIC u ero oTpaxeHus B y4€THBIX JOKYMEHTaX, UTO U UMEET MecTo. Tak Kak OTITyCK
HapkoTtuueckoro JIIT mpom3BOAUTCS OHKOJOTMYECKOMY MAlMEHTY OECIIaTHO, TO JOMOJHUTEIHHO
BBITIMCHIBAETCS perenT Ha 6manke ¢popMbl Ne 148-1/y-04 (1) B ABYX dK3eMILIspax.
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3. O0s13aTe/IbHBIMU PEKBU3UTAMH penentypHoro oOJganka ¢opmbr Ne 107/y- HII
SIBJISIIOTCS :

- IITaMIl METUIIMHCKOM OpraHu3aliy C yKa3aHUEM HauMEHOBaHUs, apeca, Tene(oHa U 1aThl
oopMIIeHUS pelenTa;

- 1aTa BBIITUCKU PELIETITa;

- OTMETKa KaTEerOpuu NanueHTa (1eTCKui, B3pOCIbIi);

- BO3pACT MAallMeHTa: KOJIUYECTBO MOJIHBIX JIET;

- (hamumust, ©MsI, OTYECTBO OOJILHOTO (TIOJIHOCTHIO);

- (hamumnms, UMs1, OTYECTBO Bpaya (ITOJTHOCTHIO);

- HauMeHoBaHue U koiauuecTso JIII;

- konmmuectBo HC mnu [1B Criucka 11 yka3biBaercs 0053aTelIbHO TIPOIUCHIO;

- Ha pernientypHoM Onanke Gpopmbl Ne 107/y- HIT BeImHECHIBaETCS TOJBKO OJJHO HAUMEHOBAHHE
HJIIT v T Croucka 11 [epeuns;

- TOJIPOOHBIH c1TOCO0 TPUMEHEHUS;

- IO/NKCH U JINYHAS MeyaTh Bpaya;

- CPOK JICMCTBHS peLENTa.

4. J1omoJIHUTeIbHBIMH PEKBH3UTAMHU penentypHoro 0/janka ¢gopmbr Ne 107/y- HII
SAIBJISIIOTCH

- cepust u Ne perenTa;

- cepust 1 Ne monuca OMC;

- Ne MeTMIIMHCKOM KapThl MAlIMEHTA,;

- MOJANHUCH JIMIA, YIOJHOMOYEHHOIO pYKOBOJUTENIEM MEIULUHCKON OpraHu3alu,
mpocTasistoniero Ha penenrte nedyatb MO «Jlnis penenToB», ¢ ykazaHueMm ero (haMuianu, UMEHH,
oTyecTBa (IIOCJIEAHEE - IPU HATUYUK);

- IeYaTh MEIULIUHCKON opranu3anuu «/lius penenToBy.

Bce o0si3aTenbHble U JOTIOIHUTEIbHBIE PEKBU3UTHI HAa PELIETITYPHOM OJIaHKE UMEIOTCSI.

5. I'JIIL

6. [IpenenbHO nomycTUMOE KoJruecTBO pactBopa Mopduna 10 mr/ma (1%) mis mabeKnnit
nmo 1 M ans BeIMUCHIBaHUS Ha onuH peuent (coriacHo [Ipunoxenuto Ne 1 k [Ipukazy M3 PO Ne
1094H ot 24.11.2021 r.) coctaBisiet 20 ammyJ, cie10BaTeIbHO, HOpMa OTITyCKa 10 OAHOMY PELeNnTy
JUTSl BBIIIMCAHHOTO JIEKAPCTBEHHOTO MperapaTa He 3aBbIIICHA.

7. Cpok nevicTBus peuienta 151HeH, COTIaCHO BBIMUCKE, HE UCTEK.

8. Penent odopmien B coorBercTBUM ¢ TpeboBanusmu. Otmyck JIII mo ganHoMy penenty
BO3MOJKEH.

9. Penient npuHMMaeTCsl, OCYLIECTBISIETCS €0 TAKCUPOBKA, T.€. ONPEeIsieTcs ero CTOMMOCTb
110 PO3HUYHBIM IIEHAM.

Otnyck MopduHa OCyIIECTBISIETCS NPU TMPEIbsIBICHUN JTOKYMEHTa, YJAOCTOBEPSIOLIETO
JUYHOCTH (IacopTa) JUIy, YKa3aHHOMY B PELIETITE, MIIH €70 3aKOHHOMY IIPEICTaBUTEN0, U JIUILY,
UMEIOIEMY JI0BEPEHHOCTh, O(POPMIICHHYIO B COOTBETCTBHH C 3aKOHOJaTeabcTBOM P®d, Ha mpaBo
MTOJIyYEHUSI HAPKOTUYECKUX U ICUXOTpOnHbIX JIII.

JlaHHbBIE TOKYMEHTA, YJO0CTOBEPSIOLIET0 JUYHOCTh, YKA3bIBAIOTCA Ha OOOPOTHOM CTOpOHE
perenTypHoro OJaHKa.

10. BonpHOMYy B3ameH perenta odopmisieTrcss W Bblgaerca «CurHatypa» - KOMUS
penenTypHoro OjaHKa — CHEIHANIbHBIA OJaHK C JKEATOW CHUTHAJbHON TMOJOCOW W HAIIMHUCHIO B
BepxHel yactu uepHbIM mpupToM «Curnarypay (npukas M3 PO Ne 10931 ot 24.11. 2021 r.).

[Ipu ornycke JIII GonbHOMY ¢apmaneBT OOBSICHIET MOPAJOK €ro NpPHUMEHEHUs B
COOTBETCTBUHU C PEKOMEHJALMSIMHU Bpauda: 1Mo 1 M BHYTPUMBILIEYHO 2 pa3a B JIeHb. XPaHUTh B
3aIUIIEHHOM OT CBETa MECTe, IPHU TeMiiepaType He Boimre 25° C, 6epedus OT AeTeil.

11. B crpoke «OTMeTKa anTeYHOH OpraHu3aluu 00 OTIMYCKE» CTAaBUTCS OTMETKA arTe4HOM
OopraHu3anu 00 OTMYCKE HAPKOTUYECKOTO (TICHXOTPOIHOIr0) JIEKAPCTBEHHOTO TMperapara ¢
YKa3aHHUEM:

- TOproBoro HaumeHoBaHus otnyueHHoro JII, ero 1o3upoBkU, HOPMBI BBITYCKa,
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- KOJIMYECTBA OTIYIIEHHOI0 HAPKOTUYECKOT 0 (TICHXOTPOIHOTI0) JIEKAPCTBEHHOI'O ITpenapara;

- JIaThI €r0 OTIYCKa.

OTmerka anTeyHOM oOpraHu3anud 00 OTIYCKE HApKOTHYECKOro (IICHMXOTPOIHOIO)
JICKApCTBEHHOTO TpemapaTa 3aBepseTcs IMOJIMUChI0 pabOTHMKA aNTeyHOW OpraHu3alui,
OTIIyCTUBLIET0 HAPKOTHYECKHH (IICUXOTPONHBIN) JIEKapCTBEHHBIM Ipemnapar, ¢ YKa3aHHEM €ro
dbamunuu, WMEHH, OT4ecTBa (MOCIeAHEEe - MPHU HAJMYUM) M KPYIJIOH MEeYaThlo anTeyHOH
OpraHu3alii, B OTTHCKE KOTOPOM JOJKHO OBITh HAEHTH()ULUPOBAHO IOJHOE HAaMMEHOBAHUE
anTeYHON OpraHu3aIHy.

Ha o6opote peuenta nenaercst oTMeTKa «JlekapCTBEHHBIH Mpenapar OTIyLIEH».

12. PeuenT, BeimucaHHbIi Ha peuentypHoM Onanke Gopmer Ne 107/y — HIT «CnenuanbHbIit
peLenTypHbIi OJaHK» OCTaeTCs B allTeKe U XpaHUTCS S JIeT B ceilde.

CurtyanmonHasi 3ajaya 2.

Rp.: Sol. Codeini —0,00072
Morphini — 0,00575
Noscapini — 0,0027
Papaverini - 0,00036
Tebaini —0,00005 mg/ml — 1ml
D.t.d. Ne 20 (aBaamaTs) in amp.
S. BBoauTH BHYTPHMBIIIEYHO 110 1 M1 2 pa3a B JeHb NIPH 00JIsIX.
(TH - Sol. Omnoponi 10 mg/ml — 1ml)

Puc. 2 Pertent Ne 2

BoInummuTe pelenT Ha JIATHHCKOM sI3bIKe, TPOBeauTe (papManeBTHYECKYI0 IKCIIEPTH3Y
peuenta (HazoBute crnucok JIII, d¢opmy peunentypHoro OJiaHka, oOsi3aTejibHbIe U
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JAOMOJIHUTE/IbHbIE PEKBU3UTHI, CPOK [eiCTBHSI M CPOK XPaHeHHsl peleNTa), ocyllecTBUTE
ornmyck pacteopa Omuonona 10 Mmr/mu no 1 M1 1J1s1 MHbeKIMI B KoJmuyecTBe 20 ammy.Jr.

JTaJI0H OTBeTA.

1. Beimucan peuent Ha JIeKapCcTBeHHBIN mpenapat pactBop Omuonona 10 mr/min (1%) mis
WHBEKIUHN B ammynax 1mo 1 M Ne 20 oHKoOJIOTHUECKOMY OOJILHOMY .

OmHonoH — Hapkotudeckoe cpeactBo Crucka Il Ilepeuns (ITIT P® Ne 681 ot 30.06.1998 r.),
Bxoaut B Ilepedenn JIC, momnexammx I[IKY, yrBepkneHubiii mpukazom M3 P® Ne 459H ot
01.09.2023 .

2. JlaHHBINA TIpemapar B COOTBETCTBHM C AeucTByrommmu npamwiamu (IIpukaz M3 PO Ne
10941 ot 24.11.2021 r.) BbINHCHIBaeTcs Ha peuentypHom Onanke ¢opmer Ne 107/y-HII
«CnenuanbHbplii  peuenTypHbld OJlaHK». DTOT pelent sBISeTCS OCHOBAaHMEM [UIsl OTITyCKa
HapkoTtuueckoro JIC u ero oTpaxeHus B y4€THBIX JOKYMEHTaX, YTO U UMEET MecTO. Tak Kak OTIIyCK
Hapkotuyeckoro JIIT mpou3BoaUTCS OHKOJIOTHYECKOMY IMalMEHTy OECIJIaTHO, TO JOIOJHUTEIBHO
BBIMIMCBIBAETCs penenTt Ha Omanke popmel Ne 148-1/y-04 (i1) B 1ByX dK3eMILISIpax.

3. OO0s3aTeIbHBIMHM PEKBM3MTAMH peunentypHoro OJanka ¢opmbl Ne 107/y- HII
SIBJISIIOTCSH

- IITaMIl METUIIUHCKOM OpraHU3aliy C YKa3aHUEM HaUMEHOBaHUS, apeca, Tene(oHa U 1aThl
oopMIICHHUS pelenTa;

- 1aTa BBIITUCKU PELIETITa;

- OTMETKA KaTeropuy NManueHTa (JeTCKHUil, B3pOCIblii);

- BO3pACT MAallMeHTa: KOJIUYECTBO MOJHBIX JIET;

- (hammmust, ©MsI, OTYECTBO OOJILHOTO (ITOJIHOCTHIO);

- (hamumms, UMs1, OTYECTBO Bpayda (ITOJTHOCTHIO);

- HauMeHoBaHue u konudecTso JIII;

- konmnyectBo HC nnu [1B Crincka 11 ykasbiBaetcs 00s3aTesIbHO MTPOIKCHIO;

- Ha peuentypHoM Oarke ¢popmbl Ne 107/y- HIT BeImuckIBaeTCs TOJIBKO OJTHO HAMMEHOBaHUE
HJIIT v TUIIT Crncka 11 Ilepeuns;

- I0APOOHBIH c11oco0 MPUMEHEHUS;

- IOJNKUCH U JIMYHAS [1eYaTh Bpaya;

- CPOK JICMCTBHS pelENnTa.

4. JIomoTHUTEJbHBIMH PEKBHU3MTAMHU pelenTtypHoro 0janka gopmber Ne 107/y- HII
SIBJISIIOTCH

- cepust 1 Ne penenra;

- cepust u Ne monuca OMC;

- Ne MeMIIMHCKOM KapThl MAlIUEHTA,;

- TOJANHUCH JIMIA, YIOJHOMOYEHHOTO pYKOBOJUTENIEM MEIULUHCKON OpraHu3alu,
npocTasisiomniero Ha penenrte nedatb MO «/lyis penentoB», ¢ yKazaHueM ero (pamMuiINH, UMEHH,
oTyecTBa (MOCIeqHee - IPU HATUYUK);

- Ie4aTh MEJUIIMHCKON opranu3anuu « /s penentosy.

Bce o0s3aTenpHble U JOMOIHUTENbHBIE PEKBU3UTHI HAa PELIETITYPHOM OJaHKE UMEIOTCS.

5. TJIIL.

6. [IpenensHO MommycTMOE KommuecTBO pacTBopa OmHomona 10 mr/mi (1%) miist mHbEKINi
no 1 M ans BeINUCKHIBaHUS Ha oJuH penent (cornacHo IIpunoxenuto Ne 1 x [Ipukazy M3 PO Ne
10941 ot 24.11.2021 r.) coctasisiet 20 ammyJ1, cie10BaTeIbHO, HOpMa OTITyCKa 10 OAHOMY PELenTy
JUIS BBITMCAHHOTO JIEKAPCTBEHHOTO MpeIapara He 3aBbIIICHA.

7. Cpok nericTBus perienita 1 5MHEH, COTIACHO BBIMUCKE, HE UCTEK.

8. Penenit ohopmiien B coorBeTcTBHM ¢ TpeboBanusmu. Otmyck JIII mo manHOMy perenty
BO3MOJKEH.

9. Pentent npuHUMAaeTCsI, OCYIIECTBIISIETCS €70 TAKCUPOBKA, T.€. OMPEEIAeTCS €r0 CTOMMOCTb
M0 PO3HUYHBIM IICHAM.

Otnyck OMHOIIOHA OCYIIECTBISIETCS NMPHU NPEABABICHUN JOKYMEHTA, YIOCTOBEPSIOIIETO
JUYHOCTH (acopTa) JUIy, YKa3aHHOMY B PELIETITE, MIIH €r0 3aKOHHOMY IIPEICTaBUTENI0, U JIUILY,
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UMEIOILEMY JI0BEPEHHOCTh, O(OPMIICHHYIO B COOTBETCTBHM C 3aKoHoJaTeabcTBoM P®d, Ha mpaBo
IIOJIyYEHUSI HAPKOTUYECKUX U IICUXOTpONHbIX JIII.

JlaHHBIe JOKYMEHTa, yJO0CTOBEPAIOLIEr0 JUYHOCTh, YKA3bIBAIOTCA Ha OOOPOTHOM CTOpOHE
perenTypHoro OJiaHKa.

10. bonpHOMy B3ameH peuenta odopmisercss M Bblgaercs «CUrHaTypa» - KOIMS
perenTypHoro OllaHKa — CIEUATbHBIA ONaHK C KEJITOW CHUTHAIILHON IMOJIOCOM W HAAIMKCHIO B
BepxHel yactu yepHbIM mpudpTom «Curnarypa» (nmpuka3z M3 PO Ne 10931 ot 24.11. 2021 1.).

[Ipu ormycke JIII OGonpHOMY (apManeBT OOBSACHSIET MOPSAOK €ro NPUMEHEHHUS B
COOTBETCTBUM C PEKOMEHJALUAMHU Bpaya: 0 1 MJI BHYTPHMBIIIEYHO 2 pa3a B JI€Hb. XPaHUTh B
3alIMIIEHHOM OT CBETa MecTe, pu Temmeparype He Boime 20° C, 6epedsb OT JeTei.

11. B crpoke «OTMeTKa anTeYHON OpraHu3aluu 00 OTIYCKe» CTaBUTCS OTMETKA alTeuyHOU
opram3aiii 00 OTMYCKE HAPKOTHYECKOro (IICHXOTPOITHOTO) JIEKApCTBEHHOTO IIpermapara ¢
YKa3aHHUEM:

- TOProBOro HauMeHoBaHus oTmymeHHoro JII1, ero 103upoBKH, GOPMBI BBITYCKA;

- KOJIMYECTBA OTIYIIEHHOT0 HAPKOTUYECKOTI'0 (IICUXOTPOIHOTI'0) JIEKAPCTBEHHOI'O ITpernapara;

- IaThl €ro OTITyCKa.

OTmeTka anTeyHOW oOpraHu3auud 00 OTIYCKE HApKOTHYECKOro (ICHXOTPOITHOIO)
JIEKapCTBEHHOI'O IIperapara 3aBepseTcsl IOJNUChI0 pabOTHUKA aNTEeYHOM OpraHu3alui,
OTIIYCTUBIIETO0 HAPKOTUYECKUH (IICUXOTPOIHBIN) JEKapCTBEHHbIM Hpenapar, ¢ yKa3aHHUEM €ro
dbamuuM, WMEHHW, OT4ecTBa (MOCIEAHEE - MNPHU HAJIWYUM) M KPYIJIOH MeYaThlo anTeyHON
OpraHu3alyy, B OTTUCKE KOTOPOH JOJKHO OBITh MACHTU(UIMPOBAHO IOJHOE HAWMEHOBAaHUE
anNTEeYHOW OpPraHU3aLUu.

Ha o6opote peuenTa nenaercs orMeTKa «JIekapCTBEHHBIH Mpenapar OTIyLIEH».

12. PeuenT, BeIMucaHHbI Ha penentypHoM Onanke Gopmer Ne 107/y — HIT «CrneunanbHbIi
peLenTypHbIi OJaHK» OCTaeTCs B allTeKe M XpaHUTCA S JIeT B ceide.

CAMOCTOATEJIbBHAS PABOTA.

B Terpanm 1y nmpakTHyecKMX pPadoT BBINMIIMTE HA JATHHCKOM Si3bIKe pelenThl,
npoBeanTe (PapManeBTHYECKYI0 JKcmepru3y penenrta (Hasosure cnucoxk JIII, ¢opmy
penenTypHoro 6;1aHka, 00si3aTesIbHbIE U IONOJHUTEIbHbIE PEKBU3UTBI, CPOK /1eiiCTBUA U CPOK
XpPaHeHHs pelnenTa), ocymecTBuTe oTnyck caenyromux JIII:

1 Rp.: Sol. Buprenorphini 0,3 mg/ml —1 ml

D. t. d. Ne 10 (mecsaTp) in amp.
S. BBoauTh mo 1 MJ1 BHYTPUMBIIIEYHO 2 pa3a B AeHb NPH 00JIsIX.

2 Rp.: Sol. Trimeperidini 20 mg/ml -1 ml
D. t. d. Ne 20 (xBagmars) in amp.
S. BBoAUTH BHYTPUMBIIIEYHO 110 1 M1 3 pa3a B ieHb NIpH 00JIIX.

3 Rp: Sol. Omnoponi 20 mg/ml - 1 ml
D.t.d. Ne 10 (mecsaTb) in amp.
S. BBoAUTH BHYTPUMBILIEYHO 10 1 M1 2 pa3a B AeHb NIPH 00JIsIX.

MHH Codeini —0,00144
Morphini —0,0115
Noscapini — 0,0054
Papaverini hydrochloridi - 0,00072
Tebaini — 0,0001 mg/mi

4 Rp.: Morphini 5 mg
D.t.d. Ne 20 (aBaagmats) in tab.
S. BuyTpsb no 1 1a6. 4 pa3a B cytku. Kypc jeuyenus S aHei.
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5 Rp.: Sol. Trimeperidini 10mg /ml - 1 ml
D. t. d. Ne 20 (xBaguath) in amp.
S. BBoauTh BHYTpUMbIIIEYHO 110 1 Mu1 3 pa3a B ieHb nIpu 00J1s1X.

6 Rp.: Morphini 60 mg
D.t.d. Ne xBaguats in tab. prolong.
S. BuyTps no 1 TabdjieTke BHYTpb Kaxkabie 12 yacos.
(TH: Mopdwus n0Hr 60 Mr TaOJIETKH C IPOJIOHTHPOBAHHBIM BbICBOOOXIeHHEM Ne 20).

CuryauuonHnas 3agaya 3.

Boinuimure peuenTt Ha JIATHHCKOM SI3BIKE, IIPOBEAUTE q)apMaIIeBTI/I'{eCKle IKCIEPTUIY

peuenta (Hazopure cnucok JIII, d¢opmy peunentypHoro OJaHKa,

o0s13aTeJILHBIE U

JAONMOJIHUTEIbHbIE PEKBU3MTbI, CPOK [IEHCTBHUSI M CPOK XpaHEHHUsl pelenTa), OCylleCTBHTE
oTIycK Ta0;1eToK (peHoOapOuTana mo 100 mr B kosamuyecrse 30 mryk.

Rp.: Phenobarbitali 100 mg
D.t.d. Ne 30 in tab.

S. BuyTps 1o 1 tadnerke Ha Ho4Yb. Kypc sieyenus 30 quei.

ITaJIOH OTBeETA.
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Puc. 3 Penrerit Ne 3

1. Beinmcan penent Ha JeKapCTBEHHBIHN mpenapar - (heHoOapOuTan B TabiaeTkax 0OIbHOMY
SIUJICTICUEN.
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®enobdapoutan — Ilcuxorponnoe BemectBo Crucka III Tlepeuns (ITIT PD Ne 681 ot
30.06.1998 r.), Bxoaut B [lepeuens JIC, noanexamux 1KY, yreepxnennsiii [lpukazom M3 PD Ne
4591 ot 01.09.2023 1. «O0 yTBEpXIEHUU TEPEUHS JIEKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOTO
IIPUMEHEHHUS, IOJIEKALTNX [TPEIMETHO-KOJINUYECTBEHHOMY YUETY».

2. JlaHHBIN TIperapaT B COOTBETCTBHH C JehcTByromuMu npasmwiamu (Ilpukaz M3 PO Ne
10941 ot 24.11.2021) BeImuckIBaeTCs Ha penenTypHoM Omanke Gopmbr Ne 148-1/y-88. DtoT penent
SBJIIETCS OCHOBAHHEM Ui OTIIyCKa JIEKAPCTBEHHOI'O CPEACTBA M €ro OTPaKEHUS B YUETHBIX
JOKYMEHTaX, 4TO U mMeeT MecTo. Tak kak ormyck ncuxorponHoro JIIT mpowusBoautcs 60IbHOMY
anuyIencuen 6ecriaTHO, TO AOMOIHUTEIBHO BBIMUCHIBACTCS perent Ha Oanke Gopmbr Ne 148-1/y-
04 (1) B 1ByX 3K3EMIUIIpax.

3. O0s3aTeJIbHBIMH PEKBH3UTAMH penentypHoro oOganka ¢opmbl Ne 148-1/y-88
SIBJISIIOTCS :

- IITaMIT MEIMLIMHCKON OpraHu3alluy ¢ yKa3aHueM HauMEHOBaHusl, ajipeca, TenedoHa u JaTsl
oopMIICHHUS pelenTa;

- 1aTa BBIITUCKU PELICTIT;

- (hamumus, MTHULIMAIBI UMEHU U OTYECTBA (MpU HAJIMYMH) [TALIUEHTA,;

- 1aTa POKJCHHUS MAlMEeHTA: YUCII0, MECSI], TOJI;

- (haMwmIMsl, THUIIMAIIBI UIMEHH U OTYECTBA MEAUIIMHCKOTO paOOTHHKA;

- HaumeHoBaHue u kommuecTBo JIII. Ha penentypHom Onanke ¢opmbr No 148-1/y-88
BBINTMCHIBACTCS TOJILKO ogHO0 HaumMeHoBanue JIII, moxgmeskamero 11KV

- MOPOOHBIHN CIOCOO MPUMEHECHHMS,

- IOAANKCH Bpaya;

- TMYHas Me4YaTh Bpaya,

- CPOK JICMCTBHS peLENTa.

4. JIonoTHUTEIbHBIMH PEKBH3UTAMU SIBJIAIOTCS PeleNTYPHOro 6JaHKa GopMbl

Ne 148-1/y- 88:

- Ie4aTh MEJUIIMHCKOM opraHu3annu «Jis penenTony.

- cepHsl U HOMep pPeLeNTa,

- alpec WM HOMEP MEAMIIMHCKOM KapThl O0JILHOTO (MCTOPUH pa3BUTHs peOeHKa).

Bce o0si3aTesibHbIE M JONIOJTHUTE/IbHbIE PEKBU3MTHI HMEIOTCS.

5. I'JIIL

6. KommaectBo denobapourana mo 50 mr u 100 mr B TabneTkax /i BBITHCHIBAHUS HA OJIUH
peuent B coorBeTcTBUM ¢ InpukazoM M3 P® Ne 1094n or 24.11.2021 r., He ycCTaHOBIIEHO,
BBIIMCBIBAETCS B KOJMYECTBE HEOOXOIUMOM [yl Kypca JiedueHus, HO He npebliatomero 30 aHew,
T.K. (henoOapOuTan — npousBojHOe OapOuTypoBoi kuciaotTel, noanexut IIKY. Kypc nedenus mo
TAaHHOMY penenty coctapiseT 30 THe.

7. Cpok gelicTBus penenrta 15 qHei, COrIacHO BBIITUCKE, HE HCTEK.

8. Peument odopmieH B cooTBeTCTBHU ¢ TpeOoBaHMsAMH. OTITyCK mpernapara Mo TaKoOMY
peLEnTy BO3MOKEH.

9. Pentent mpuHUMAaETCsI, OCYIIECTBISIETCS €70 TAKCUPOBKA, T.€. OMPEIEIIETCS €T0 CTOMMOCTb
110 PO3HUYHBIM LIEHAM.

10. bompHOMYy B3aMeH penenTta odopmisieTcss W Bbigaercs «CHUrHaTypa» - KOIHS
penenTypHoro OjaHKa — CHENMalIbHBIN OJIaHK C JKEITOM CUTHAJIBHOM IOJIOCOM M HaJIIHChIO B
BepXHel yacTu 4epHbIM mpudrom «Curnarypay (mpuka3z M3 PO Ne 10931 ot 24.11. 2021 1.).

[Ipu ortnycke JIII OGonbHOMY (apManeBT OOBACHSAET MOPSAOK €ro INPUMEHEHUS B
COOTBETCTBUHM C pPEKOMEHIAlMsIMH Bpada: BHYTpb MO | TalOjeTke Ha HOYb. XPaHHUTh B CYXOM,
3alIUIEHHOM OT CBETa MecTe, Oepeyb OT JeTe.

11. ITpu otnycke JIIT menaetcs oTMeTka 00 OTITyCKe Ha 0OpaTHOM CTOpoHE perenta GopmMbl
Ne 148 -1/y-88 B cootBercTBUU C 11. 15 [Ipukaza M3 PO Ne 10931 ot 24.11.2021 1. ¢ ykazaHuem:

- HAMMEHOBaHMS aTeYHOU OpraHHU3allly;

- TOPrOBOTO HaMMEHOBAaHMs, AO3MPOBKH M KOJMYECTBA OTIYIIEHHOI'O JIEKAPCTBEHHOI'O
npernapara;

61



- (damwimn, wWMEHH, oOT4YecTBAa (NIPU HAIWYWUK) (PapMalleBTUHISCKOTO pabOTHUKA,
OTITYCTUBIICTO JIeKapCTBCHHBIf/'I npemnapar, u €ro noAIuncu,

- AaThl OTIIYCKa JICKAPpCTBECHHOI'O ITp€Iiapara.

IIpu ornycke JIII nenmaercst otmeTka «JIekapCTBEHHBIN IIpenapar OTIYIIEH» B COOTBETCTBUU
c 1. 15 Ilpuxaza M3 P® Ne 1093n ot 24.11.2021 .

12. Penent, Bemucanublii Ha ncuxorponubiii JIIT Cromcka III, Ha penentypHOM OJiaHKe
dbopmel Ne 148 -1/y-88 ocraercs B anTeke U XpaHUTCS S JIET.

CUTYALMOHHAS 3AJAYA Ne 4

BeinummuTe peuent Ha JIATHHCKOM sI3bIKe, IPOBeAUTe (papMaeBTHYECKYI0 IKCIIEPTH3Y
peuenta (HasoBure cnucoxk JIII, ¢opmy penentypHoro OJiaHka, oOsi3aTeJbHbIE W

JAONOJIHUTEIbHbIE PEKBH3UTBI, CPOK AeiiCTBHSI H CPOK XPaHEHHUS pelenTa), OCyIecTBUTE
otnyck Tadaerok 6enzonana no 100 mr B komuyectse 50 mrTykK.

Rp.: Tabl. Benzobarbitali 100 mg
D.t.d. Ne 50

S. BHyTps 1o 1 Tadaerke 2 pa3a B 1eHb. Kypc jieuenus 25 nueii.
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Puc. 4 Penent Ne 4
ITaJIOH OTBETA.

1. Boimmcan penent Ha JIeKapcTBEHHBIH mpemnapar — Oen3obapOurtan (TH: Oenzonan) B
TabJeTKax OOJLHOMY SITHIICTICUCH.

Benzobapburan — CunpHOAeHcTBYIOMIEE BenecTBO Crincka CHIbHOIEHCTBYIONINX BEIIECTB
(ITIT P®D Ne 964 ot 29.12.2007 r.), Bxonut B Ilepeuens JIC, nomnexanux [1IKY, yTrBep)aeHHBIM
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[Tpukazom M3 P® Ne 4591 ot 01.09.2023 «O06 yTBEep>KACHUYU TIEPEUHS JIEKAPCTBEHHBIX CPEICTB IJIS
MEIUIIMHCKOTO MPUMEHEHHSI, TTOIICKAITUX MTPEIMETHO-KOJINICCTBEHHOMY YUETY».

2. JlaHHBINM TIpemapar B COOTBETCTBHM C AeucTByrommmu npasmwiamu (IIpukaz M3 PO Ne
10941 ot 24.11.2021) BeImuckIBaeTCs HA penenTypHoM Onanke Gopmbr Ne 148-1/y-88. Dot penent
SBIJIIETCS OCHOBAHHMEM Ui OTIIyCKa JIEKAPCTBEHHOI'O CPEACTBA M €ro OTPAKEHUS B YUETHBIX
JOKYMEHTaX, 4TO M HMMeeT MecTo. Tak Kak OTmyck OeH300apOuTalia TPOU3BOJUTCS OOILHOMY
anuyIencuel 6ecriaTHO, TO AOMOIHUTEIBHO BBIMUCHIBACTCS perent Ha Oanke Gopmbr Ne 148-1/y-
04 (1) B 1ByX 3K3EMIUIIpax.

3. O0s3aTeIbHBIMH PEKBH3UTAMH penentypHoro Oganka ¢opmbl Ne 148-1/y-88
SIBJISIIOTCS:

- IITaMIT MEIMLIMHCKON OpraHu3alluyu ¢ yKa3aHueM HauMEHOBaHMsl, ajipeca, TenedoHa 1 JaTsl
oopMIIeHHUS pelenTa;

- 1aTa BBIITUCKU PELIETIT;

- (hamumus, MTHULIMAIBI UMEHHU U OTYECTBA (MIPU HAJIMYMM) ALUECHTA;

- 1aTa POKJCHUS MAlMEeHTA: YUCII0, MECSI], TOJI;

- (hammiTus, MTHUIIMATBI UMEHHU B OTYECTBA MEUIIMHCKOTO PAOOTHHKA;

- HaumeHoBanue u kommuectBo JIII. Ha penentypHom Onanke ¢opmbr No 148-1/y-88
BBINTMCEIBaeTCS TOJILKO oo HanMeHoBaHnue JIII, mognexamero 1KY,

- MOAPOOHBIHN CIOCOO MPUMEHEHHUS,

- TIO/INTKACH Bpaya;

- TMYHas MeYaTh Bpaya,

- CPOK JICMCTBHS peLENTa.

4. J10NOJIHUTEIbHBIMH PEKBU3UTAMU SIBJISIIOTCSI PelleNTYPHOro 0J1aHKa (popMbl

Ne 148-1/y- 88:

- Ie4aTh METUIIMHCKOM opraHu3anuu « /s perentony.

- CepHsl U HOMEp PELIeNTa,

- aJjpec WK HOMEP MEAUIIMHCKONW KapThl OOJBLHOTO (MCTOPUH Pa3BUTHUS peOCHKA).

Bce o0si3aTesibHbIE M JONIOJTHUTE/IbHbIE PEKBU3MTHI HMEIOTCS.

5. I'JIIL

6. KonmmaectBo 6en3o0apouTana mo 100 mr B TabneTkax Jyisi BRIMACHIBAHKS HA OJUH PEIETIT
B cooTBeTcTBUH C [Iprkazom M3 PD Ne 1094n ot 24.11.2021 r., HE yCTaHOBIJIEHO, BBIITUCHIBAETCS B
KOJIMYECTBE HEOOXO0IMMOM ISl Kypca JIeUeHHs], HO He npeBbimatoniero 30 auei, T.k. 6en3obapOuTan
— mpou3BoAHOe OapouTypoBoil kucnoTel, moanexkut [IKY. Kypc nedenus mo maHHoOMy perenty
COCTaBJISIET 25 HHEM.

OTnyck JaHHOTO JIGKAPCTBEHHOTO TperapaTra MPOU3BOAUTCS aNTeuHOH OpraHu3aiueil B
KOJIMYECTBE, YKa3aHHOM B pELIETITE.

7. Cpok neticTBus perenrta 15 gHElH, COTIaCHO BBIMKUCKE, HE UCTEK.

8. Peument odopmieH B cooTBeTcTBHH C TpeOoBaHuMsMH. OTITyCK mpernapara Mo TaKoMY
peLEnTy BO3MOKEH.

9. Pentent mpuHUMAaETCsI, OCYIIECTBISIETCS €70 TAKCUPOBKA, T.€. OMPEIEIIETCS €T0 CTOMMOCTb
M0 PO3HUYHBIM IICHAM.

10. IIpu ormycke JIII GompHOMY (hapMameBT OOBSCHSAET TMOPSAOK €ro TPUMEHEHUS B
COOTBETCTBUHM C PEKOMEHIAIMSAMHU Bpauda: mo 1 Tabmerke 2 pa3a B JieHb. XPaHHUTh B CYXOM,
3alUMIIEHHOM OT CBeTa MecTe, Oepeub OT JeTei.

11. IIpu ornycke JIII nenaercst orMeTka 00 OTIyCKe Ha OOpaTHOM CTOpOHE perenta (hopMbl
Ne 148 -1/y-88 B coorBerctBuH ¢ 1. 15 [Ipukaza M3 PD Ne 10931 ot 24.11.2021 r. ¢ ykazaHueM:

- HAMMEHOBAHMS aTeYHON OpraHHU3AIlNH;

- TOPrOBOTO HAaMMEHOBAaHMS, JO3MPOBKM M KOJMWYECTBA OTIYIIEHHOTO JIEKAPCTBEHHOI'O
npermapara;

- (dammwimn, wWMEHH, oOT4YecTBa (NIPU HAIWYWK) (PapMaleBTUISCKOTO pabOTHUKA,
OTITyCTHBIIIETO JICKAPCTBEHHBIN Mpernapar, ¥ ero MOAINUCH;

- IaThl OTITyCKa JIEKapCTBEHHOTO Mpernapara.
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ITpu otniycke JIIT nenaerca ormeTka «JlekapCcTBEHHBIN mpenapaT OTHYIIEH» B COOTBETCTBUU
c . 15 Ilpuxaza M3 P® Ne 1093n ot 24.11.2021 1.

12. Penent Ha JIIT Cnucka CUIbHOACUCTBYIOIIMX BEIIESCTB, BHIITMCAHHBIA HA PELEITYPHOM
omanke opmbr Ne 148 -1/y-88 ocraercst B anTeke v XpaHUTCs 3 roja.

CuryauuonHas 3aga4da Ne 5

BoinummuTe peuent HA JJATHHCKOM fI3bIKe, POBeuTe hapManeBTHYECKYI0
JKcnepTu3y peuenta (Hasosute cnucok JIII, popmy penentypHoro 6/1anka, odsi3aTe/ibHbIEe H
JAOTIOJIHMTEIbHbIE PEKBH3UTBI, CPOK /ICHCTBHS M CPOK XPAHEHHS penenTa), OCylecTBUTe
oTnyck Taduaerok ¢penodapouTana no 100 mr B komyecrse 90 mryk.

Rp.: Phenobarbitali 0,1
D.t.d. Ne 90 in tab.

S. BuyTps no 1 Taéierke 2 pa3a B Aenb. Kypc jieuenus 45 aueii.

5
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ITaJIOH OTBETA.

1. Brinucas peuent Ha JieKapcTBEHHBIN npenapar - peHobapouTan B TabneTkax -
MIPOU3BOIHOE OapOUTYPOBOM KUCIOTHI, OOJFHOMY MMJIEIICHE Ha KypCcOBOE JIeYUeHHE CPOKOM 10 60
JTHEH.

®denobdapoutan — [lecuxorponnoe BemectBo Crucka III Tepeuns (ITIT PD Ne 681 ot
30.06.1998 r.), Bxonut B Ilepeuens JIC, nognexamux [IKY, yreepxkaennsiii [lpukazom M3 PO Ne
4591 o1 01.08.2023 «O0 yTBEep>KACHUHU TIEPEUHS JIEKAPCTBEHHBIX CPEJCTB JISI MEAUITUHCKOTO
MPUMEHEHHS, TIOJICKALTNX TPEAMETHO-KOINYECTBEHHOMY YUETY.
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2. JlaHHBIN TIpeniapat B COOTBETCTBUU ¢ AcicTBytomuMu npaBuiiamu (ITpukaz M3 PD Ne
10941 ot 24.11.2021) BeIMUCHIBaETCS Ha perentypHoM Onanke ¢popmsl Ne 148-1/y-88. DtoT penent
SIBJIIETCS. OCHOBAHUEM JIJISl OTITYCKA JIGKAPCTBEHHOT'O CPE/ICTBA U €T0 OTPAKEHHUS B YUETHBIX
JOKYMEHTaX, 4To U uMeeT MecTo. Tak kak oTnyck ncuxorpomnsoro JIIT npousBogurcs 6oipHOMY
anuJIencuel OeCIIaTHO, TO JOTIOJHUTEIHHO BBITUCHIBACTCS perenT Ha Oyanke ¢hopmbl Ne 148-1/y-
04 (;1) B 1BYX 3K3EeMILIApaXx.
3. O0s13aTe/IbHBIMHM PeKBU3UTAMH pelenTypHoro 6j1anka ¢popmbl Ne 148-1/y-88
SIBJISIIOTCS :
- IITaMII METUIIMHCKOM OpraHu3aluu ¢ ykasaHHeM HauMEHOBaHMUs, aapeca, TenedoHa u
naTbl 0(OPMIICHHSI PEIIeTITa;
- 1aTa BBIITUCKU PELICTIT;
- (hamumus, HTHUIIMATIBI UMEHH M OTYECTBA (TMPU HAJIMYWH ) TIAIIUCHTA;
- 1aTa POKJCHUS MalMeHTa: YUCII0, MECSI], TOJI;
- (hammiTus, THUIIMATBI UMEHHU B OTYECTBA MEIUIIMHCKOTO PAOOTHHKA;
- HauMeHoBaHue u konuuecTBo JIII. Ha penentypuom 6manke hopmbr Ne 148-1/y-88
BBINTMCEHIBAaeTCS TOJILKO o0 HanMeHoBaHnue JIII, mognexamero IIKY;
- MOAPOOHBIN CIOCOO MPUMEHEHHMS,
- IOJINTUCH Bpaya;
- TMYHAs Me4YaTh Bpaya,
- CPOK JICMCTBHS peLENTa.
4. J1oONOJIHUTEIbHBIMH PEKBU3UTAMU SIBJISIIOTCSI PelleNTYPHOro 0J1aHKa (popMbI
Ne 148-1/y- 88:
- Ie4aTh MEIUIIMHCKOM opranu3anuu « /s penentony.
- Cepusl U HOMEp PELEITa,
- aJjpec WK HOMEP MEAUIIMHCKONW KapThl OOJBLHOTO (MCTOPUH pa3BUTHUS peOCHKA).
- Hagnuch «Ilo crennanbHOMY Ha3HAUEHUIO», OTAEIBHO CKpPEIJICHHAS
- MOJIUCHIO Bpaya,
- I€YaThI0 MEAUIIUHCKON OpraHu3anuu «JJis penentony.
Bce o0s13aTes1bHBIC U JONOJHUTEIbHbIE PEKBU3NTHI MMEIOTCH.
5. TJIIL.

6. Hopma oTmycka 1uist BEIMCHIBAHUS HAa OJIMH perentT st penodapourana mo S mr, S0 Mr u
100 mr B Tabnerkax (mopomkax) coriacHo Ilpunoxenuto Ne 1 x IIpuxazy M3 PO Ne 1094n ot
24.11.20121r. He ycraHoBneHa. Tak kak ¢peHobOapOurtan noanexut [IKY, sensercs npon3BoaHbIM
6apOUTYpOBOI KUCIIOTHI M BBIIUCAH Ha Kypc JiedeHus, npeblmatomuii 30 aHel, To Tpebyercs
JOTIONTHUTENBHOE 0(hOPMIICHHE PEIETITYPHOTO OJaHKa.

B coorBerctBum ¢ nyHkrtoMm 24 mpukaza M3 P® Ne 1094n penentsl Ha J€KapCTBEHHBIE
npemnapaTsl, BkiIoueHHble B nepeueHb [IKY, i neueHus mnanmueHTOB € XPOHUYECKUMU
3a00JIeBaHUAMHU MOTYT 0(OPMIIATHCS Ha Kypce JiedeHus 10 60 qHe.

B ciyuae, korma xypce nedenus coctaBisier 6osee 30 gHEH, TOTMOTHUTEIRHO B peIlenTax Ha
OyMa)XHOM HoOcCHUTeNe Mpou3BoAuTcs Haanmuch «Ilo crenuambHOMY Ha3HAUYEHUIO», 3aBEpEeHHas
MOAMHUCHI0 METUIIMHCKOTO paOOTHUKA U TTeYaThI0 METUIIMHCKON OpTraHu3auu « s perenToBy.

Kypc nedyenusi mo JanHHOMY penenty coctasiseT 45 1Hei.

Otmnyck ¢denobapOuTana B kKonumdectBe 90 TabieTOK BO3MOXEH, TaK KaK PELENT BhIMHUCAH
XPOHUYECKOMY OOJIBHOMY Ha KypcC JIedeHUs! CpokoM 110 60 1Hel 1 Ha peLenTypHOM OJIaHKe UMeeTCs
JIOTIOJIHUTENbHOE O(pOpMIIEHHE!

- Haonucw «Ilo cneyuanbHoOMy HA3HAYEHUIO», OMOENbHO CKPENIeHHAs

- NOONUCHIO 8PAYA U NeYambvblo MeOUYUHCKOU op2anuzayuu «/na peyenmosy.

7. Cpoxk nelicTBus peuenra 15 nHel, COrIacHO BBIITUCKE, HE UCTEK.

8. Penenit odopmiieH B cooTBeTcTBHM ¢ TpeboBaHusiMU. OTHYCK mperapaTta Mo TaKOMy
peLenTy BO3MOKEH.
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9. Peuenit npuHUMaeTCs, OCYIIECTBISIETCS €r0 TAKCUPOBKA, T.€. ONPEAEIAETCS €ro CTOMMOCTh
10 PO3HUYHBIM IIEHAM.

10. BonpHOoMy B3ameH penenta odopmisiercss U Bblgaerca «CurHatypa» - KOmus
perenTypHoro OJlaHKa — CIEUATbHBIA ONaHK C KEJITOW CHUTHAIILHON IMOJIOCOM W HAAMKUCHIO B
BepxHel yactu yepHbIM mpudpTom «Curnarypa» (nmpuka3z M3 PO Ne 10931 ot 24.11. 2021 1.).

[Ipu ormycke JIII OGonpHOMY (apManeBT OOBSACHSIET MOPSAOK €ro NPUMEHEHUS B
COOTBETCTBUH C PEKOMEHALMAMU Bpaya: BHyTpb Mo 1 Tabierke 2 pas3a B ieHb. XpaHUTh B CYXOM,
3alIUIEHHOM OT CBETa MecTe, Oepeyb OT JAeTeH.

11. IIpu ornycke JIIT menaercs oTMeTka 00 OTITyCKe Ha 0OpaTHOM cTOpoHE perenta GopMbl
Ne 148 -1/y-88 B coorBerctBuu ¢ 1. 15 [Ipukaza M3 PD Ne 10931 ot 24.11.2021 r. ¢ ykazaHueM:

- HANMEHOBAHUS allTEYHOW OpPraHU3aluu;

- TOPrOBOTO HAaMMEHOBAaHMs, JO3MPOBKH M KOJMYECTBA OTIIYIIEHHOI'O JIEKAPCTBEHHOI'O
npenapara;

-  Qamunum, wumeHHn, ordyectBa (IpuW HaW4uK) GapMareBTHYECKOro pabOTHHUKA,
OTITYCTHUBILIETO JIEKAPCTBEHHBIN Mpernapart, U €ro MmoJaInucu;

- IaThl OTITYCKa JIEKapCTBEHHOT'O Mperapara.

IIpu orycke JIII nenaercs otmeTka «JlekapcTBEHHBIN penapar OTHYIIEH» B COOTBETCTBUU
c . 15 Ilpuxaza M3 P® Ne 1093n ot 24.11.2021 1.

12. Penent, Beimucanubiii Ha ncuxorponubiii JIIT Cmomcka III, Ha peuentypHoMm OiiaHke
dopMmbr Ne 148 -1/y-88 ocraeTcs B anTeke v XpaHUTCS S JIET.

CuryauuonHas 3aga4a Ne 6

BeinuuuTe penent Ha JJATHHCKOM sI3bIKe, IPoBeuTe (hJapMaleBTHYECKYI0 IKCIEePTH3Y
peuenta (HasoBure cnucoxk JIII, ¢opmy penentypHoro OJiaHka, oOsi3aTeJbHbIE H
JAONMOJIHUTE/IbHbIE PEKBU3MTbI, CPOK [eHCTBHSI M CPOK XPaHEHHsl pelenTa), ocyllecTBUTE
ornyck Taduerok Bynpakcona B koimyecrse 20 mTYyK.

Ne 1 Rp.: Buprenorphini 0,2 mg

Naloxoni 0,2 mg

D.t.d.: Ne 20 in tab. sublingual

S. o 1 TadseTke MOABA3BIYHO KaxkAbIe 6 yacoB. Kypc jieuenus 5 qneii.
TH: Bynpakcos, Ta0. cyonunraanbabie Ne 10
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JTaJIOH O0TBETA.

1. Beinucan penent Ha JeKapcTBEHHbIH mpemnapart: Tadsetku «bynpakcon» cyOIMHrBaIbHbIE
Ne 10.
«bymnpakcon» Tabnetku — HapkoTtuueckoe cpeiactBo Cmmcka II Ilepeuns, conepxkariee
Hapkotuyeckoe cpenctBo Crucka I — bynpenopdun (ITITPD Ne 681 ot 30.06.1998 1.) B coueranunu
C aHTarOHUCTOM ONHOMJIHBIX PELETITOPOB — HAJTOKCOHOM.

2. JlaHHBIA TpenapaT B COOTBETCTBHU ¢ jaedcTByroummmu npasmiamu (IIpukaz M3 PO Ne

10941 ot 24.11.2021) BbIMKCHIBaeTCS HA penenTypHoM Onanke Gopmbl Ne 148-1/y-88. DtoT penent
SBIISIETCS OCHOBAaHUEM ISl OTITyCKa JICKAPCTBEHHOTO CpPEICTBA M €r0 OTPAXKEHHS B YUYETHBIX
JOKYMEHTaX, 4YTO U UMEET MECTO.

3. O6s3aTeJbHBIMH PEKBH3MTAMHU penentypHoro 0ganka d¢opmbl Ne 148-1/y- 88
SIBJISIIOTCSA :

- IITaMIT MEIMLMHCKON OpraHu3alliy ¢ yKa3aHueM HauMEHOBaHMUsl, afipeca, TenedoHa 1 AaThl
oopmieHus perenra;

- 1aTa BBIITUCKU PELIETIT;

- (hamwIns, MTHUIIMAJIBI MMEHU U OTYecTBa (IIPU HAJIMYKHN) TTAlUCHTA;

- 1aTa pOKJCHUS MalMeHTa: YUCII0, MECSI], TOJ;

- (haMuKs, MTHULUAJIBI UMEHH U OTYECTBA MEIUIIMHCKOTO pabOTHUKA;

- HauMmeHoBaHne W konmudecTBo JIII. Ha pementyprom Onanke ¢opmer Ne 148-1/y-88
BBIITMCEHIBAETCS TOJLKO 0J1HO HaumMeHoBanue JII1, momiexamero ITKVY;

- MOAPOOHBIN CIOCOO MPUMEHEHHUS,

- IOJUCh Bpaya;

- JINYHAs TIeYaTh Bpaya,

- CPOK JICMCTBHS pELENTa.

4. JIonoJHUTEJbHBIMH PEKBU3UTAMMU SIBJISIIOTCS pelenTypHOro 0janka ¢gopmbl
Ne 148-1/y- 88:

- IeYaTh MEIUITMHCKOM Opranu3aiuu « /s pernentosy.
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- cepusl M1 HOMep pelenTa,

- aIpeC WM HOMEP MEIUIIMHCKOM KapThl O0JILHOTO (MCTOPUU pa3BUTHS peOEHKa).

Bce o0s13aTesIbHBIC M JONIOJTHUTEIbHbIE PEKBU3UThI HMEIOTCSI.

5. TJII. IlpoBepka pa3oBBIX W CYTOYHBIX J03 OCYILIECTBISETCS B COOTBETCTBUM C
UHCTpyKIUen no npumenenuto, T.k. ['JIIL. P.JI. u C.J1. He 3aBbIllICHBI.

6. B cootBercTBum ¢ [Ipunoxxennem Ne 1npukaza M3 P® Ne 10941 ot 24.11.21 r. npenensHO
J0ITyCTUMOE KOJIMUeCTBO byrnpakcoHa B TabaeTKax JUisl BBIUCBIBAHUS B OJIHOM PELIENTE COCTaBIIAET
60 TabneTok, B peuenre BbinucaHo 20 Ta0NeTOK, CIeJ0BATEIbHO, HOPMA OTIIYCKA HE 3aBbIILICHA.

7. Cpok nericTBus perienta 15 THEH, COTJIacHO BBIMKMCKE, HE UCTEK.

8. Peuent odopmieH B cooTBeTcTBHM C TpeOoBaHusMH. OTIyCK mpemapara Mo TaKoMy
peLenTy BO3MOXKEH.

9. Pentent npuHUMaeTCsI, OCYIIECTBIISIETCS €70 TAKCUPOBKA, T.€. OMPEEIIAETCS €r0 CTOMMOCTD
10 PO3HUYHBIM LIEHAM.

10. bompHOMYy B3amMeH peuenTta odopmisieTcss W Bbigaercs «CuUrHaTypa» - KOIHS
peuenTypHoro OjaHkKa — CHelMalIbHBIM OJIaHK C JKEITOM CUTHAJIBHOM IOJIOCOM M HaJIIHUChIO B
BepXHel yacTu yepHbIM mpudrom «Curnarypay (nmpuka3z M3 PO Ne 10931 ot 24.11. 2021 1.).

IIpu ornycke JIII OGonbHOMY (apManeBT OOBACHSAET MOPSAOK €ro INPUMEHEHUS B
COOTBETCTBUM C pEKOMEHAALMSIMM Bpauda: 1o 1 TabneTrke MmoabsA3bldHO Kaxjbple 6 vacoB. Kypc
neueHust 5 1Hei. XpaHUuTh B CyXOM, 3aIlUIIEHHOM OT CBETa, HEIOCTYITHOM JUIsl JIeTel MecTe.

11. Ilpu otnycke JIIT nenaercs oTMeTKa 00 OTITyCKE Ha 00paTHOM cTOpoHE perenta Gopmbl
Ne 148 -1/y-88 B cootBercTBUM C 11. 15 [Tpukaza M3 PO Ne 10931 ot 24.11.2021 r. ¢ ykazaHuem:

- HAMMEHOBaHMS allTe€YHON OpraHU3allly;

- TOProBOr0 HaMMEHOBAHMs, JO3UPOBKM M KOJIMYECTBA OTIYILEHHOI'O JIEKApPCTBEHHOI'O
npenapara;

- (Qamunauu, wumeHH, oTyecTBa (IpU HaIW4YMK) ¢apMaleBTUYECKOro pabOTHUKA,
OTITYCTHUBIIETO JIEKaPCTBEHHBIN Mpenapar, U ero MoANuCH;

- IaThl OTITYCKa JIEKapCTBEHHOTO Ipernapara.

ITpu otmycke JIII nenaercs otmeTka «JIekapCTBEHHBIN IIpenapar OTIYIIEH» B COOTBETCTBUU
c 1. 15 ITpuxaza M3 P® Ne 10931 ot 24.11.2021 1.

12. Penenit, Bemmucannbiii Ha Hapkotudeckuit JIIT Crucka I, comepxkamuit HC Crmcka 11
IlepeuHs B cOYeTaHUU C aHTAarOHUCTOM OMHOUIHBIX PELENITOB Ha pelenTypHOM OnaHke (popmbl Ne
148 -1/y-88 ocraeTcs B aniTeke U XpaHUTCS S JIeT, B ceide.

CuryauuonHas 3agaqa Ne 7

BoinummuTe peuent Ha JIJATHHCKOM fI3bIKe, IPpoBeuTe (hJapMaleBTHYECKYI0 IKCIEePTH3Y
peuenta (HasoBure cnucoxk JIII, ¢opmy penentypHoro OJiaHka, oOsi3aTeJbHbIE W
JAOIOJIHUTE/IbHbIE PEKBU3UTHI, CPOK AEHCTBUA M CPOK XPAaHEHUs penenta), oCyulecTBHTe

ornyck Taduerok «CegajaruH-Heo» B kojauvecrse 20 mryk.

Rp.: Codeini phosphatis 0,01

Phenobarbitali 0,015
Coffeini 0,05
Metamizoli-natrii 0,15
Paracetamoli 0,3

D.t.d. Ne 20 in tab.
S. BuyTps 1o 1 tadnerke 3 pasa B aienb. Kypc j1euenns 7 nuei.
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JTaJIOH OTBeTA.

1. BeimucaH peuenT Ha JieKapCTBEHHBIM mnpemapatr: Tabnetku «Cemanrun-neo» Ne 20.
«CenarMH-HEO» Ta0JIETKU — KOMOMHHUPOBAHHBIN KOJIEMHCOAEPIKAIINN JTIEKapCTBEHHBIN Ipemnapar,
ykazaHHbIi B 11.9 ipukaza M3 PD Ne 10941 ot 24.11.2021 1, Bxonut B [lepeuens JIC, moanexamux
ITIKY, yrtBepxknaennsiii Ilpukazom M3 PO Ne 459u ot 01.09.2023 «OO6 yTBep>KACHUU NepedHs
JIEKapCTBEHHBIX ~ CPEICTB  JUII  MEQUIMHCKOTO MNpPUMEHEHHUs, MOJIekKAIIUX IPeIMETHO-
KOJIMYECTBEHHOMY YUETY».

2. JlaHHBIA TpenapaT B COOTBETCTBHU ¢ aedcTByroummu npaBmiamu (IIpukaz M3 PO Ne
10941 ot 24.11.2021) BeIMKCHIBaeTCs HA penenTypHoM Onanke Gopmbl Ne 148-1/y-88. DtoT penent
SBJIIETCS OCHOBAHHMEM Ui OTIIyCKa JIEKAPCTBEHHOI'O CPEACTBA M €ro OTPaKEHHS B YUETHBIX
JNOKYMEHTaX, 4YTO U UMEET MECTO.

3. O6s3aTeJbHBIMH PEKBH3MTAMHU penentypHoro o0ganka d¢opmbr Ne 148-1/y- 88
SIBJISIIOTCSA :

- IITaMIT MEIMLIMHCKON OpraHu3allluy ¢ yKa3aHueM HauMEHOBaHMUsl, ajipeca, TeneoHa 1 AaThl
oopmieHus perenra;

- 1aTa BBIITUCKHU PELIETIT;

- (hamwIns, MTHUIIMAJIBI MMEHU U OTYecTBa (IIPU HAJIMYKH ) TALUECHTA;

- 1aTa pOKJCHUS MalMeHTa: YUCII0, MECSI], TOJ;

- (haMuKs, MTHULIAJIBI MIMEHH U OTYECTBA MEIMIIMHCKOTO pabOTHUKA;

- HauMmeHoBaHne W konmudecTBo JIII. Ha pementyprom Onanke ¢opmer No 148-1/y-88
BBIIIMCBIBAETCS TOJIbKO 0JHO HauMeHoBaHue JIII, moanexamero I1IKY;

- MOAPOOHBIN CIOCOO MPUMEHEHMS,

- IOANNCH Bpaya;

- IUYHas 1e4aTh Bpaya,

- CPOK JICMCTBHS peLENTa.
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4. JIonoJHUTEJIbHBIMH PEKBU3UTAMMU SIBJISIIOTCS pelenTypHOro 0Janka ¢popmbl

Ne 148-1/y- 88:

- le4aTh MEIUIIMHCKON opranu3anuu « /s perentony.

- CepHsl U HOMEp PELENTa,

- aJjpec WIK HOMEP MEAUIIMHCKONW KapThl 00JILHOTO (MCTOPUH Pa3BUTUS peOEHKA).

Bce o0si3aTesibHBIE M JONIOJTHUTE/IbHbIE PEKBU3HTHI HMEIOTCS.

5. TJII. IlIpoBepka pa3oBbIX U CYTOYHBIX J03 OCYILECTBJISETCS B COOTBETCTBUU C
UHCTpYyKIMen no npumenenuto, T.k. ['JIII. P.JI. u C./l. He 3aBbIIICHBI.

6. B coorBercTBUU ¢ pukazoM M3 PO Ne 1094n ot 24.11.21 1. mns JIIT «Cenanrua-Heoy»
HOpMa OTIIyCKa JJIs BBIIIMChIBAaHMSI HA OJIMH pelenT He ycTaHoBieHa. JII1 otnyckaercs B KOJIMYECTBE,
YKa3aHHOM BpauoM, HeoOX0IMMOM IS Kypca Jiedenusi. Kypc nedyenus cocrapinser 7 qHEH.

7. Cpoxk nelicTBus peuenra 15 nHel, COrIacHO BBIIIUCKE, HE UCTEK.

8. Penent odopmiien B coorBercTBUM ¢ TpeOoBaHusiMU. OTIIyCK Mpemnapara 1o TakoMy
peLenTy BO3MOKEH.

9. Peuent npuHUMAaeETCs, OCYIIECTBISIETCS €r0 TAKCUPOBKA, T.€. OMPEAEISAETCS €ro CTOMMOCTh
10 PO3HUYHBIM IIEHAM.

10. IIpu otmycke JIII GompHOMY (apmaneBT OOBACHSAET MOPSAOK €ro MpUMEHEHUs B
COOTBETCTBHHM C PEKOMEHJAUMsAMHU Bpada: 1mo 1 Tabnerke 3 pa3a B JeHb. XPaHUTh B CYXOM,
3aIUIIEHHOM OT CBETa MecTe, Oepeub OT JeTeil.

11. IIpu otnycke JIII nenaercst oTMeTka 00 OTITyCKE Ha 00paTHOM CTOpOHE perenta GopMbl
Ne 148 -1/y-88 B cootBercTBUM C 11. 15 [Tpukaza M3 PO Ne 10931 ot 24.11.2021 r. ¢ ykazaHuem:

- HAMMEHOBAHMsI alITEeYHON OpraHU3alllY;

- TOProBOI0 HAMMEHOBAHHUS, IO3MPOBKU U KOJIMWYECTBA OTIMYLIEHHOI'O JIEKApPCTBEHHOTO
npenapara;

- ¢amunuM, WMEHH, oT4yecTBa (NpU HaIWM4Mu) (apMaleBTHUYECKOro pabOTHHKA,
OTITYCTHUBIIETO JIEKaPCTBEHHBIN Mpenapar, U ero MoANuCH;

- IaThl OTITYCKa JIEKapCTBEHHOTO Ipernapara.

ITpu otmycke JIII nenaercs otmeTka «JIekapCTBEHHBIN IIpenapar OTIYIIEH» B COOTBETCTBUU
c 1. 15 ITpuxaza M3 P® Ne 10931 ot 24.11.2021 1.

12. Penienit, BEIMIMCAHHBIN HA KOMOWHUPOBAaHHBIN Ko tenHcoaepskanuii JIIT Ha pementypHOM
6manke Gopmbl Ne 148 -1/y-88 ocraercs B anTeke U XpaHUTCA 3 Toja.

CAMOCTOATEJIBHAS PABOTA.

B Terpaamm ans mpakTH4YecKHX padoT BBINMIINTE HA JATHHCKOM fI3bIKe pelenThl,
npopeaure GapmManeBTHYECKY0 JKcnepTudy peuenta (Hazosute cnucok JIII, ¢opmy
pelnenTypHoOro 0JiaHka, 00s13aTeJIbHbIE 1 I0NOJIHUTEIbHbIEC PEeKBU3UTHI, CPOK /1eiiCTBUS U CPOK
XpaHeHHsl peuenTa), ocymecTsure oTnyck ciaeayrommux JIII:

Ne 1 Rp.: Tabl. Clonidini 0,000075
D.t. d. Ne 50
S. BuyTps no 1 tabJieTke 2 pa3a B JieHb

(TH: Knogenun - Cunsaozeiictyromiee JIC Cnucka CUIbHOJEHCTBYIOIUX BEIIECTB
[T P® Ne 964 ot 29.12.2007 r.)

Ne 2 Rp.: Tabl. Diazepami 0,005
D. t. d. Ne 20
S. BuyTpsb no 1 TadjieTke HA HOYb.
(TH: Penanuym™m, Penmnym, Cubaszon, Cenykcen, Banmnym — Icuxorponnoe JIC Criucka IIT).

Ne 3 Rp: Sol. Strychnini nitratis 0,1% - 1 ml
D.t.d. Ne 10 in ampuilis
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S. ITo 1 mu moakoxkuo1 pa3 B ieHb.
(AnoButoe JIC Crnucka Anouthix BemiecTB [1I1 PD No 964 ot 29.12.2007 1.).

Ne 4 Rp: Tab. Tianeptini 12,5 mg Ne 30
D.S. BHyTpb 110 0/1HO#i TabJ1eTKe BeYepoM MocJjie eabl
(TH: «Koakcun» - MHH: Tuanentun — [Icuxorponnoe JIC Crnucka III).

Ne 5 Rp: Tab. Clozapini 0,025
D.t.d. Ne 50 in tab.
S: BuyTtps no 1 1a6. 2 pa3a B 1eHb
(TH: A3zanentun, Jlenonekc — CumibHozaekcTBytomee JIC Crnucka CHIIBHOJIEHCTBYIOIINX
Bemects [T PO Ne 964 ot 29.12.2007 r.).

Ne 6 Rp.: Buprenorphini 0,2 mg

Naloxoni 0,2 mg

D.t.d.: Ne 20 in tab. sublingual

S. ITo 1 TaéueTke MOABI3BIYHO KaxkAbIe 6 yacoB. Kypc jieuenus 5 queii.
(TH: Bymnpakcon tabnerku noabs3sraabie Ne20 (MHH — Bynpenopdun + Hanokcon).

Ne 7 Rp.: Tab. Chlordiazepoxydi 0,01
D. t. d. Ne 50
IIo 1 Ta6a. 2 pa3a B 1eHb
(TH: «2neanymy», «Xnozenun - [lcuxorponnoe JIC Crucka I1I)

Ne 8 Rp.: Pregabalini 0,15
D. t. d. Ne 56 in capsulis
S. BuyTpb no 1 TadJ. 2 pa3a B 1eHb
(TH: «JIupuka» - CunpnoneictBytomee JIC Cnucka CunbHoaelicTBytouux semects [1I1 PD
Ne 964 ot 29.12.2007 1.).)

Ne 9 Rp.: Zolpidemi 10 mg
D.t.d. Ne 20 in tab.
S. BuyTpsb 1o 1 TabJjeTke HA HOYb.
(TH: «3onnunemy», «MBagany, «I'unnoren» - Ilcuxorponnoe JIC Crnucka III).
Ne 10 Rp.: Zopicloni 7,5 mg
D.t.d. Ne 20 in tab.
S. Buytpsb mo 1/2 - 1 TadjieTke Ha HOYb
(TH: «WmoBan», «Comuom», «MwioBan» — cunbHoAeicTBytomee JIC Crhumcka
CunpronerictByromux BemecTs [T PO Ne 964 ot 29.12.2007 r.).

Ne 11 Rp.: Sol. Tramadoli 50mg/ml - 1ml
D.t. d. Ne 10 in amp.
S. BBoaAuTH BHYTPMMBILIEYHO 10 1 M1 2 pa3a B JeHb pH 005X,
(TH: Tpaman, Tpamanon - cunbHogeicTBytomee JIC Cnricka CHiIbHOIEHCTBYIOIIMX BEILIECTB
[T P®D Ne 964 ot 29. 12. 2007 r.). HopMma oTrycka He yCTaHOBJIEHA.

Ne 12 Rp.: Sol. Tropicamidi 0,5 % - 5 ml
D. S. 3akanbIiBaTh M0 2 KaIJIM B KAXKAbIN 171a3 2 pa3a B IeHb.
(TH: Tponukamua, Munpuaiun — CunbHoaeictBytomiee JIC Cnucka CuiibHOIEHCTBYIOMNUX
BemecTB [1I1 PO Ne 964 ot 29. 12. 2007 r.). Hopma oTnycka HE yCTaHOBIICHA.

Ne 13 Rp.: Tabl. Oxazepami 0,01 Ne. 50
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D. S. BuyTps no 1 tadserke 2 pa3a B [ieHb.
(TH: Hozemnam, Tazenam — [lcuxorponnoe BemiectBo Crmcka Il Tlepeunst). Hopma otmycka

HC YCTAHOBJICHA.

Ne 14 Rp.: Tramadoli 0,0375
Paracetamoli 0,325
D.t.d. Ne 20 in tab.
S. BuyTpsb no 1 Tadierke 2 pa3a B jieHb.
(TH: «Bangmap» - (mapameramon -+ Tpamaznoi) - cuibHonercTByromee JIC Crucka
CunbnopeiictBytomux Bemects [1I1 P® No 964 ot 29. 12. 2007 r.). Hopma oTitycka HE yCTaHOBJIEHA.

Ne 15 Rp.: Tabl. Levomepromazini 0,025 Ne 50
D. S. BuyTps no 1 TadjieTke 2 pa3a B JieHb.
(TH:  JleBomempomasun,  Tusepumn -  cuibHOzeiictByromee JIC — Chmcka
CunpHonelcTByromux BemecTs [T PO Ne 964 ot 29. 12. 2007 r.). Hopma oTmycka He yCTaHOBJICHA.

Ne 16 Rp.: Sibutramine 0,015
D. t. d. Ne 50 in caps.
S. BuyTps 1o 1 kancyJe 1 pa3 B ieHb.
TH: Jlunnakca, Mepuaua, Penykcun, otnocutcst kK Criucky CuibHOICHCTBYIOIIMX BEIIECTB
ITIT PO Ne 964 ot 29. 12. 2007 ). Hopma oTnycka He yCTaHOBJICHA.

Ne 17 Rp.: Sol. Cyclopentolati 1 % - 5 ml
D. S. 3akansiBaTh N0 2 KANJIM B KAXKIAbIH 171a3 3 pa3a B 1eHb.
(MHH: Huxnonentonar. TH: Iukmomen, [uknontuk [Mognexur IIKY B cooTBeTcTBHM C
[Tpukazom M3 PD No 4591 ot 01.09.2023 r.). Hopma oTitycka He yCTaHOBJICHA.

Ne 18 Rp.: Codeini 0,008
Phenobarbitali 0,01
Coffeini 0,05
Naproxeni 0,1

Metamizoli-natrii 0,3
D.t.d. Ne 20 in tab.
S. BuyTps no 1 tabJerke 4 pa3a B aenb. Kypc jieuenus S queii.
TH: IlentanoB H / Iupanrun / [leranrun —H Tabnerku Ne 10
(MHH - Koneun + Kogeun + Meramuzon natpus + Hanpokcen + ®enodbapouran)

CuryanuonHnas 3agaqa Ne 8.

BuinumuTe peuent Ha JATHHCKOM fi3bIKe, NPOBeaANTE (papMaleBTHYECKYI0 IKCIIEPTU3Y
peuenta (HasoBure cnucoxk JIII, ¢opmy penentypHoro OJiaHka, oOsi3aTeJbHbIE H
AOMOJTHUTEJIbHBbIC PEKBU3UTDLI, CPOK ﬂeﬁCTBHﬂ H CPOK XpaHCHUSA peuenTa), OCymI€CTBHUTE
otnyck Taduaerok «I'pangakcun» mo 50 mr B koau4yecrse 60 mTyK.

Rp.: Tabl. Tofisopami 50 mg

D. t. d. Ne 60

S. BuyTps no 1 tabJieTke 2 pa3a B /ieHb.
(TH: I'pangaxkcuH)
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Puc. 8 Perrent Ne 8

1. Beinucan peuenT Ha TOTOBBIN JieKapcTBEHHBIN Ipenapar: ['paniakcuH B TabieTkax 1o
S50mr Ne 60. I'pangakcuH — TPAaHKBMIJIM3ATOP WIIM aHKCHONMHUTUK (kox NOS5B), cunpHOeHCTBYOIIEE
BELIECTBO, IPEAMETHO — KOJIMYECTBEHHOMY YYETy B allTEYHBIX OPTaHU3ALNAX HE ITOAJIEKHUT.

2. JlaHHBIM mpenapaT B COOTBETCTBMM C AeiicTByromuMu npasuiamu (Ilpukaz M3 P® Ne
10941 ot 24.11.2021) BeImuceIBaeTcst Ha perentypHoM Onanke gopmbsl Ne 107-1/y. Drot penent
SIBJIIETCS. OCHOBAHUEM JIJISl OTITYCKA JIEKAPCTBEHHOT'O CPE/ICTBA, YTO U UMEET MECTO.

3. O0s3aTeqIbHBIMH PEKBH3MTAMHM penenTypHoro 6s1anka popmbl Ne 107-1/y saBasiiores:

- [ITaMI MEAUIIMHCKOW OpraHU3alluy ¢ yKa3aHWEeM HauMEHOBAHMUs, aapeca, TenedoHa, 1aThl
oopmieHus perenta;

- KaTeropus NaluenTa;

- JlaTa BBIIIMCKHU PELIENTA,

- (hamunus, THULIMATIBI UMEHHU U OTYECTBA (MpU HAJIMYMH) MAlMEHTAa.

- laTa pOKJEHUS MalMEeHTa: YUCII0, MECSL, TOJ;

- (hamunus, THULIMATIBI UMEHU M OTYECTBA MEUIIMHCKOTO PaOOTHHKA;

- HauMeHoBaHue U kosmdectBo JIII. BemuceiBaercs Tonpko ogHO HauMmeHoBanue JIII mo
kinaccudukanmu ATX - koq NOSB.

- MOJIPOOHBIH crTocod MpUMEHEHHUS,

- IOATNKCH Bpaya,

- IMYHAas [1e4aTh Bpaya,

- CpoK AeucTBus penenta: 60 qHEN, MTOTYEPKHYTh.

4. JIonOJTHUTENIbHBIE PEKBU3UTHI OTCYTCTBYIOT.

5. TJII. TIlIpoepka pa3oBBIX W CYTOYHBIX J03 OCYIIECTBISECTCS B COOTBETCTBUH C
UHCTpyKuuen no npumenenuto, T.k. ['JIII. P.JI. u C.JI. He 3aBbIlLIEHBI.

6. Hopma oTmycka mo oZHOMY pelenTy Ui BBIIHCAHHOTO JICKAPCTBEHHOTO TpernapaTa He
ycranosineHa, JII1 BbImuchIBaeTCsl BpauoM B KOJIMYECTBE HEOOXOAUMOM JJIsi KypPCOBOTO JICUEHUSI.

7. Cpok nerictBus perienita 60 qHeil, COTJIacCHO BBIMHUCKE, HE UCTEK.

8. Penent odopmiieH B cooTBeTcTBUU ¢ TpeboBaHusMHU. OTIycK mpemnapara 1o TaKoMy
peLenTy BO3MOKEH.
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9. Peuenit npuHUMaeTCs, OCYIIECTBISIETCS €r0 TAKCUPOBKA, T.€. ONPEAEIAETCS €ro CTOMMOCTh
10 PO3HUYHBIM IIEHAM.

10. Ilpu ornycke JIII GompHOMY (hapMaieBT OOBICHSIET MOPSAIOK €ro MPUMEHEHHUS B
COOTBETCTBHHM C PEKOMEHAALUWsAMHU Bpada: 1mo 1 Tabierke 2 pa3a B JieHb. XPaHUTh B CYXOM,
3alMIIEHHOM OT CBeTa MecTe, Oepeub OT JeTeil.

11. Ilpu otnycke JIIT nenaercs oTMeTKa 00 OTIyCKE HAa 0OpaTHOM cTOpoHE perenta Gopmbl
No 107-1/y B coorBercTBuUU ¢ 1. 15 [Tpukaza M3 P® Ne 1093n ot 24.11.2021 r. ¢ ykazaHuem:

- HAMMEHOBAHMsI alITEeYHON OpraHU3alllY;

- TOProBOI0 HAMMEHOBAHHUS, IO3UPOBKU U KOJIMWYECTBA OTMYLICHHOI'O JIEKaPCTBEHHOT'O
npenapara;

- (Qamunuu, wuWMeHH, oT4YecTBAa (mpM Hamuuuu) ¢dapMaleBTUYECKOro pabOTHHKA,
OTITyCTHMBILIETO JIEKAPCTBEHHBIN Mpenapar, 1 ero MoANNUCH;

- IaThl OTITyCKa JIEKapCTBEHHOTO Mpernapara.

ITpu ormycke JIII nenaercs otmeTka «JIekapCTBEHHBIN IIpenapar OTIYIIEH» B COOTBETCTBUU
c . 15 Ilpukaza M3 P® Ne 1093n ot 24.11.2021 r.

12. Penenr, Beimucanneiid Ha JIII U3 rpynibel TpaHKBHIM3ATOPOB MIIM aHKCHOJIUTHKOB (KO
NO5B), e nognexamux [1IKY, na penentypaom 6manke ¢popmer Ne 107 -1/y, ocraercst B anTeyHo
OpraHM3allK U XpPaHUTCS B TEUEHUE TPEX MecsLeB!

J1J1st MOBTOPHOTO OTITYCKa JIEKAPCTBEHHOTO Mpemnapara 60JIbHOMY HE0OX0IMMO 00paTUTHCS K
Bpauy 3a HOBBIM PELIEIITOM.

CAMOCTOATEJIBHASA PABOTA.

B Terpaamm 1A mpakTHYecKMX padoT BBINMIIMTE HA JATHHCKOM SI3bIKe pelenThbl,
npoBeanTe (apManeBTHYECKYI0 JKcmepru3y penenrta (HazoBute cnmcok JIII, dopmy
penenTypHoro 6;1aHka, 00si3aTesibHbIE U IOTOJHUTEIbHbIE PEKBU3UTBI, CPOK /1eiiCTBUA H CPOK
XpPaHeHHs pelenTa), oOcylecTBUTe 0TnycK caenyromux JIII:

Nel Rp: Digoxini 0,00025

D.t.d. Ne 50 in tabl.
S. BuyTps 1o 1 Tadierke yrpom.
Anosuroe JIC, u3 rpynmnsl cepAeUHbIX INIMKO3U10B, He o 1ekuT IIKY.

Ne 2 Rp.: Amitriptylini 0,025
D.t.d. Ne 50 in tabl.
S. BuyTps no 1 tabJieTrke 3 pa3za B ieHb.
JIIT w3 rpynnsl antugenpeccanToB (kox NO6A), He moanexur IIKY. Ilocne ormycka JIIT
pelenT, BhINMMCAHHBIM Ha ¢opme perentypHoro Omanka ¢opmbl Ne 107-1/y, ocraercs B AO u
XPAaHUTCS B TEUEHHE TPEX MECSLEB!

Ne3 Rp.: Hydroxizini 0,025
D.t.d. Ne 25 in tabl.
S. BuyTps no 1 TabJieTke 3 pa3a B /ieHb.
TH: Arapakc. JIII u3 rpynmnsl ankcuonutukoB (kox NO5B), He momnexut IIKY. Ilocne
otnycka JIII penent, BeinucanHblit Ha popme perentypHoro Oianka ¢popmsl Ne 107-1/y, ocraercs B
AO u XpaHUTCS B TEYEHHE TPEX MECLEB!

Ne 4 Rp.: Tab. Sulpiridi 200 mg
D.t.d. Ne 12
S. BuyTps no 1 taéuaerke 1 pa3 B 1eHb.
TH: DOrnonwun. JIIT u3 rpynner HewponenTukoB (koxg NOSA), ve momnexur [IKY. Ilocne
ormycka JIIT peuenT, BeimucanHblid Ha Gpopme peuentyproro Omanka ¢popmsl Ne 107-1/y, ocraercs B
AO ¥ XpaHUTCS B TEUCHHUE TPEX MECSLIEB!
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Ne 5 Rp.: Fluoxetini 0,02
D.t.d. Ne20 in caps.
S. BHyTps, o 1 kamnc. 1 pa3 B 1eHb.
TH: Ilpozak, ®ayokcerud. JIII u3 rpynmsl antuaenpeccanToB (koa NO6A), HE MOICKUAT
[TIKY). [Tocne ormycka JIIT peuent, Beimucanubiil Ha opme perentypHoro O1anka ¢hopmsl Ne 107-
1/y, octaercst B AO 1 XpaHHUTCS B TEUCHHE TPEX MECSIICB.

75



CnHcoK MCI0/1b30BAHHBIX HCTOYHHKOB.

3akoHoaTe/IbHbIE  HOPMATHBHBIE TOKYMEHThI

1. ®enepanbhbii 3akoH 0T 12.04.2010 1. Ne 61-D3 «O06 oOparieHrH JeKapCTBEHHBIX CPEICTBY»
(pexn. ot 14.07.2022).

2. ®enepanbublil 3akoH oT 08.01.1998 1. Ne 3-@3 (pen. ot 08.12.2020) «O HapKOTHYECKHUX
CPEICTBaX U ICUXOTPOIHBIX BEIIECTBAXY.

3. Ilocranosnenne IlpaBurensctBa PO ot 30.06.1998 r. (B pen. or 07.02.2024) «O6
yTBepkAeHUN [lepeuHss HaApKOTHMUECKUX CPEICTB, NMCUXOTPOMHBIX BEIIECTB U HMX IMPEKYPCOPOB,
noJyiexanux Koutposto B Poccuiickoit deneparum.

4. TTocranosnenue I[IpaBurensctBa PO ot 29.12.2007 1. Ne 964 (pen. Ot 22.11.2021) «O6
YTBEP>KICHUH CITUCKOB CUJIbHOICHCTBYIOIIMX U SIOBUTHIX BEIIECTB JJis 1esiel cTatbu 234 u Ipyrux
crared  YronoBHoro konaekca Poccuiickorn @enepaunu, a Takke KpPYIHOro pasmepa
CUJIbHOJICUCTBYIOIIUX BEIIECTB i 1ened cratbu 234 VYronoBHOro kojaekca Poccuiickoi
denepanumy.

5. Ilpuka3 MunucrepctBa 3apaBooxpaneHus P® ot 24.11.2021 r. Nel093m «OO06
yTBepxkaAeHUN [IpaBuil oTmycka JIEKQpCTBEHHBIX MPEMapaToB I MEIUIMHCKOTO TPUMEHEHHS
anTeYHbIMH OPTaHU3AIMSIMH, HHAUBUIYATbHBIMH MPEAIPUHAMATEISIMH, UIMEIOIUMH JTUIEH3UI0 Ha
OCyIIECTBIICHHE (PapManeBTUIECKOM JEATEIbHOCTH, MEIUIIMHCKUMHU OpPTaHU3aIUSIMH, UMEIOIIUMHU
JUIEH3UI0 Ha OCylIecTBIeHUE (apMalleBTUYECKON NeATeIbHOCTH, U MX OOOCOOJICHHBIMH MO/ -
pazneneHusMU (aMOyIaTOpUsAMH, (QETbAMEPCKUMUA U (QENbAMEPCKO-aKyIIEPCKUMHI  TyHKTaMH,
LeHTpaMu (OTACIICHUsIMH ) 0011el BpaueOHO# (CeMEWHOM ) MPAKTHKH ), PACTIOJI0KEHHBIMH B CEJIbCKUX
IIOCEJICHUSAX, B KOTOPBIX OTCYTCTBYIOT alTEeUHble OpraHu3auuu, a Takxke [IpaBun ormycka Hap-
KOTHYECKHX CPEJICTB U IMCUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX
[IpenapaToB JUisi MEIULUHCKOTO MPUMEHEHUS, JIEKAPCTBEHHBIX IPENapaTroB A MEAUIMHCKOIO
MPUMEHEHHUS, COJAEPKAIIUX HAPKOTUYECKHE CPEACTBA M TCHUXOTPOMHBIE BEIIECTBA, B TOM YHCIIE
[Topsinka oOTHmycKa anTeYHBIMH  OPTraHU3AIUsIMU  HMMYHOOHMOJIOTHYECKUX  JICKAPCTBEHHBIX
pernapaToBy.

6. Ilpukaz MunucrepcTtBa 3apaBooxpaneHuss P® ot 24.11.2021 1. Nel094m «O6
yTBepxkaeHun [lopsaka Ha3HaYeHHs JIEKapCTBEHHBIX MpenapaToB, GopM pelenTypHbIX OJaHKOB Ha
JeKapcTBeHHble npenapatsl, [lopsinka odopMieHus yka3aHHBIX OJaHKOB, UX y4eTa U XpaHEHMs,
(dbopM OJIaHKOB PENENTOB, COAEPKAIIUX Ha3HAYCHHE HAPKOTHUECKUX CPEACTB MU MCUXOTPOMHBIX
BeulecTs, [lopsiika UX M3rOTOBIIEHUS, paclpeAeseHus, pErUCTpalluy, YUeTa U XpaHEeHUs], a TaKKe
[TpaBun opopmiieHns G1aHKOB PEIETITOB, B TOM YHCIE B OpME dIEKTPOHHBIX JOKYMEHTOB)

7. ITpuxa3 MunncrepcTBa 3apaBooxpanenus PD ot 31.08. 2016 r. Ne6471 «O0 yTBepKACHUN
[IpaBun Hajuiexkamield anTeYHOW MPAKTHKU JIEKAPCTBEHHBIX MPENapaToB [Uisl MEIULHUHCKOTO
MIPUMCHCHUS.

8. IIpuka3 MunucrepctBa 3apaBooxpanenus P® ot 01.09.2023 r. Ne 4591 «O06 yTBepKaeHUN
MepeyHsl JIEKapCTBEHHBIX CPEACTB JJISl MEAMIIMHCKOTO NPUMEHEHHs, MOJIeKAIIUX MpeIMEeTHO-
KOJIMYECTBEHHOMY YUETY».

Jlpyrue uCTOYHUKH
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