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HopmMaTuBHbLIV OKYMEHT MO BbINMUCLIBAHUIO
DELIEMNTOB

NMPUKA3
oT 24 Hosa0psa 2021 r. N 1094H

Ob YTBEPXOEHWUU NMOPAOKA

HASHAYEHUA JIEKAPCTBEHHbBIX NMPEMNAPATOB, ®OPM PELEINTYPHbI
BJIAHKOB HA JIEKAPCTBEHHDbIE MNPEMNAPATbI, MOPAOKA O®OPMJIEHU

YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHUA, ®OPM BJIAHKOB
PELENTOB, COOEPXALLUNX HASHAYEHUE HAPKOTUYHECKUX CPEACTB
U NCUXOTPOIHbIX BELWWECTB, NOPAAOKA UX U3ITOTOBIEHUA,
PACMNPEOENEHUA, PETUCTPALUUN, YHETA U XPAHEHUA,

A TAKXE NMPABUIN O®OPMINEHUA BNTAHKOB PELIENTOB,

B TOM YAUCIIE B ®OPME 3JIEKTPOHHbIX JOKYMEHTOB




HASHAYEH JINM XPOHNWYECK BOJIbHDBbI
/ N M oM

MUHUCTEPCTBO 3APABOOXPAHEHUA Koa copmut no OKYA]
Poccuiickon Penepaymm Koa yupexaenus no OKMNO

Haumernosanue (wramn) MeanumHckan oKy MeHTaums
MEAUUMHCKONM OpraHnsauum Dopma Ne 107-14

|
|
1
|
Haumenosanue (wramn) YreepxaeHa npukasom I
MHAMBYAY ANbHOTO NPEANpUHIMATENA MMHKCTEPCTBA 3APABOOXPAHEHHS |
|
|
|
|
1
|

(yxasatb anpec, HoMep 1 Aaty NUUEeH3nK, Poccuiickon Pepepaumm
HaMMEHOBaHMe OPraHa rocy fapCTBeHHON oT 24 HoabpA 2021 r. Ne 1094H
BNACTH, BLIRABLIETO NUUEH3INIO)

PEUENT

(B3pOCNbINA, AETCKUN - HY)XXHOE NOAYEPKHYTD)
«__» 20__r.

DaMunua, UHUUManL! UMEeHU U oTyecTea
(nocneaxee - Npu HaNUUMKU)NauueHTa
[arapoxaeuua

DamMunua, UHUUMANLI UMEHU U 0TYeCTBa
(nocneaHee - NpU HaANUYMK) Nevawlero spava
(henvawepa, akywepku)

Moanuck U Nevars nevawiero spava
(noanuce henvAawepa, aKywepku)

PeuenTt peiicTeuTeneH B TeweHue 60 axeit, no 1 roga ( )
(HyxHOE NOAYEPKHY TH) (yxazare xonu4ecTso axedn)




OPOPMNEHWE BNAHKANI107-1/y

|.1. Wramn JIMY (HanmeHoBaHuUe, aapec, TenedgoH). YacTHonpakTukyroLime Bpavum —
agpec Bpa4ya, HoMmep nuueH3uu, AaTa Bblaayu, CPOK AEeNCTBUSA U HAUMEeHOBaHue
opraHusauuu,

BblAaBLUEN ee.

|.2. [laTa BLINUCKM.

|.3. PUO GonbHOro (NONHOCTLIO), AaTa PoXAeHUA NauueHTa (YMcno, mecsy, roa), y
AeTen B BO3pacTe A0 OAHOro roaa 3anofiHseTcs KOfIM4ecTBO NOJSIHbIX MecsueB

|.4. PUO Bpaya (NONHOCTHLIO).




OPOPMNEHWE BNAHKAN107-1/y

|.5. HaumMeHoBaHuUe (Ha NaTUHCKOM si3blKe) .,popMa BbINYCKa,
npUMBOoOUTCA OO3UPOBKA, KONTUMYECTBO;

|.6.[MoaApoOHbLIN CNOCO0 NPUMEHEHUA HA PYCCKOM UIU
PYCCKOM U HALUMOHANIbHOM fi3blKaX.

|. 7. JInyHaa nevyatb Bpaya ,noan1chb Bpaya.




OPOPMNEHWE BINAHKAN107-1/y

OONONHUTEINBbHbBIE NMPABWUIN
A

CocTaB NnekapcTBEHHOrO npenaparta, NekapcTBeHHasi doopma u obpalleHme MeAULIMHCKOro
paboTHUKa Kk ddapmaLeBTy TeNepb MOryT ObiTb 0POPMIEHbI HA PYCCKOM S3bIKE.

|B peuenTtax Tenepb 0bA3aTenbHO yKa3biBaTb NyTb BBEAEHNSA NIEKAPCTBEHHOIO npenaparTa.

B npukas nobaBrneHo yTouHeHMe, YTO Hannyue nedaTtn «ns peuentoB» Ha briaHkax
Ne 1071/y He aBnseTcs obasaTtenbHbIM.

B npukaze Tenepb YyKasaHO, YTO MEOMUMHCKMA pPabOTHUK, BblOaBLUMW HENPaBUMbLHO
BbINWCAHHbLIA PeuenT, UM pyKoBoAUTENb MeOUUMHCKOW opraHmsauum obsizaHbl obecrneynTb
CBOEBPEMEHHOE nepeodopmrieHne TpedbyemMoro ansa naumeHTta peuenta.




CNEUUWAINIBHOEHA3HAYE
HUE

B ciyyae yCcTaHOBJIEHMSI CPOKAa JAEeHCTBHUA pelenta B mnpeaeaax 10 OAHOIO
rola B peuenrte npousBoaurcsa  Haanuchb: "'Ilo cnenmajabHOMY
Ha3HAYeHUIO'", 0003HAYAETCHA CPOK [CUCTBUSA Ppeuenta U NePUOAUYHOCTD

OTIYCKA JIEKAPCTBEHHBIX NMPENaparoB M3 ANTEYHOW OPraHv3amuu WJId

WHIWBHAYyalbHBIM IpEeAIIPUHUMATEIEM, HMEIOIIUM JIMIICH3UIO Ha
(bapMaIeBTUYECKYIO JESATEIbHOCTD (€2KeHedeJbHO, €XKEeMECA4YHO M  HHbIEe

IePUOabI).




SABEPEHWE CNEUMWAJIBHOIO HA3SHAHYE
HUA TJIT1

)I/OHOJIHHTGJILHO 3TO YKa3aHHE 3aBEPACTCS MOANMMCHI0 METUIIUHCKOTO paﬁoTHnKa,a\
TaKKe MeYaTbio MeIUIUHCKOU opranu3zanuu "is peuenrtoB' (/s penenra Ha
OyMa:;XHOM HOCHTE/Ie) WU YCHJICHHON KBAJU(PUIUPOBAHHON 3JICKTPOHHOM
MOANMCHI0 MEAMIMHCKOr0 PAa0OTHUKA M JIHMIIA, YIOJHOMOYEHHOI0 3aBepPSTh

JTOKYMEHTbI OT MMEHH MEAMIMHCKOM OpraHmsauuu (aJas penenra B d¢opme

IJIEKTPOHHOI0 TOKYMEHTA).

\_ /




PEUENTbI ONA XPOHUYHECKUXBOIJb

HEIXMHBKNIOYEHHBIE B NEPEYEHD
nKy




OTNYCKNO PEUENTAMONUTENbHOINOQEWUCT
BUA

* [1pun oTnycke nekapCTBEHHbIX NpenapaToB Mo peLenTy, BbINMCAHHOMY Ha peuenTypHOoM briaHke
doopmbl N 107-1/y co cpokom aencTemda 4o OA4HOrMo roga, B KOTOPOM yKasaHbl nepuoabl
KOSINYEeCTBO OTMYyCKa JIeKapCTBEHHOroO npenapara (B Kaxabl nepuon), peuenT Bo3BpallaeTcd
nunuy, npnobpetatowemy J1

npenapar, C OTMETKOW, CoAep Kallen CBeAeHus, yka3daHHble B NyHkTe |5 MNpaBun otnycka, a UMEHHO

chamMunuu, nmeHm,
oT4yecTBa (MPU HANN4YUMN)
y TOProBoro MeAULMHCKOro paboTHuKa
LAl HauMeHOBaHUS, B Cryyasix,

opraHusauum OO3UPOBKU U yKa3aHHbIX B ab3aue
Konun4yecTtBa YyeTBepTOM

HanmMeHoBaHUA




OTnNyc NO PEUENT ANUTENbHO OEUCTBMW
K AM ro A

pPeKBM3NTOB
yingreaermoLero
JINYHOCTb NULA,
nonyymBLuero
NeKapCTBEHHbIN

cdammnnumn, MMeHun, oT4yecTBa
(NMpu HanNU4um)
dhapmaLeBTUYECKOro AaTbl OTMycka
paboTHMKa, OTNYCTUBLLEro nekapcTBeHHoro

npenapar, B cny4ae neKapcTBeHHbIN Npenapar, 1 npenapara.
yKa3aHHOM B NYHKTe 28

ero noanucum




OYHEPEOHOE OBPAWLEHWEB ATNTEK

y
NWUA CPEUENTOM CPOKOMAO 1T

OOA

MNMpu ouepegHOM OOpaLLEeHUN NNLA K CYOBEKTY PO3HUYHOM TOProBSiv C AaHHbIM
peuenToM yYUTbIBAKOTCS OTMETKU O NpeAabiayLieM OTNyCcKe JieKapCTBEHHOro
npenapara no TakomMmy peuenTy 1 B crly4dyae npuobpeTeHUsa NMLUOM Konun4yecTsa
JFieKapCTBEHHOro npenapara, COOTBETCTBYHOLLEro MaKkCuMarnibHOMY KOJIM4eCTBY,

yKa3aHHOMY MeAULMHCKUM paboOTHUKOM B peuenTe, a Takke No NCTe4eHUn cpokKa
AEeNCTBUA peuenTa, Ha peuenTe npocTtaBnsaeTca wramn "JlekapcTBeHHbIN npenapar
oTnyuweH" n peuenTt Bo3BpaLlaeTcs nuuy.




EOMVHOBPEMEHHbBIM OTNYC PEUEN

Ed@POKOM OENCT Oo ronfly
BUSA A

EavHoBpeMeHHbIU OTNYCK FIeKapCTBEHHOro npenapara no peuenty,
BbINMMCaHHOMY Ha peuenTypHom 6raHke hopmbl N 107-1/y co CpoKom

AeUCcTBUA OO0 OOHOro roaa, B KOTOPOM YKa3aHbl nepunoabl n KosfinyectBo

oTnycka

NneKapCTBEHHOro npenapara (B Kaxabii nepuopn), 4oNyCKaeTCA TONbKO Mo




SAKNIO4YEH
UE

[Topsinox HazHa4Ye€HUs JEKapCTB ompeaeiaeH mpukazoM oT 24 Hosops 2021 r. N 1094H. [nsg XpOoHUYECKHUX
OONBHBIX JIEKapCcTBa BBIMHCHIBaOTCsA B perentax ¢opmel N 107-1/y  cpoxkom 1o roma. B penente
por3BOAUTCS HaANuCh: "[lo cnenuanbHOMY Ha3Ha4YeHUIO', 0003HAYAETCS CPOK JCUCTBUA PELEHTA
U TIEPUOAUYHOCTD OTITYCKa JICKAPCTBEHHBIX MPENAPATOB U3 ANTEYHOM OpPraHU3alluU, 3aBEPSIETCS
HOANKUCHI0 MEIUIIMHCKOTO pPa0OTHMKA, a TaKXke IIeYaThl0 MEIMIIMHCKOM opraHuzauuu s

peuentoB"

I[Topsimok OTIycKa jiekapcTB onpeneisercs npukazom 0T 24 Hosiops 2021 . N 1093H. I1pu otmycke
JIEKapCTBEHHBIX IIPENaparoB 10 PELEITY, BHIIKCAHHOMY Ha perenTypHoM Oianke ¢popmbl N 107-
1/y co cpokoM eHCTBHS 10 OAHOIO roAa, B KOTOPOM yKa3aHbI IIEPHObl M KOJIUYECTBO OTITyCKa
JIEKapCTBEHHOIO Mperapara, perenT Bo3Bpalaercs JIuily, mpuoodperaromemy JIIT mpenapar, ¢

OTMETKOM alTeYHON OpTraHU3aAIUN




