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AHHOTaAIMA

[lpaBuna 3amoHEHUs PELENTYPHBIX OJIAHKOB aKTyaJllbHbI U
3aKperyieHsl B mpukaze MunzapaBa Poccum ot 24.11.2021
Ne1094H, xotopeiii mefictByeT no 1 mapra 2028 roma. JoKymMeHTHI
yCTaHABJIMBaeT TOPSAJOK Ha3HAUEHMs JIEKAPCTBEHHBIX IMPErapaToB,
(hopMBI peLienTypHBIX OJIAHKOB, X 0hOPMIICHHUS], YUETA U XpaHEHMUS,
a Takxe mpaBwia ogopmieHHs OJaHKOB, B TOM umcie B ¢opme
9JIEKTPOHHBIX JIOKYMEHTOBR.
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1. BBeneHue

[TpaBuia 3amoHEeHUsT pelenTypHbIX OJIAHKOB aKTyalbHBI U
3aKperuieHsl B mpukaze MunsapaBa Poccum ot 24.11.2021
Ne1094H, kotopsiit neuctyer 1o 1 mapra 2028 rona. JJokymeH-
Thl yCTAHABJIMBAET NMOPAAOK HA3HAYEHM S JIEKAPCTBEHHBIX Mpera-
partoB, GOPMBI perienTypHbIX OJIAHKOB, UX O(pOpMIIEHUS], YUETA U
XpaHeHusl, a TaKKe mpaBwia opopmileHHs OJIaHKOB, B TOM YHUCTIe
B (bOpMeE 3JIEKTPOHHBIX TOKYMEHTOB.

Lenb nccnenoBaHus — pacCMOTPETD MPaBUIIaA 3aII0JIHEHUS pe-
HENTYPHBIX OJJAHKOB B COOTBETCTBUU C MpPUKazaMu MUHHUCTEP-
crBa 3apaBooxpadeHus Ne 1093H u Ne 1094H.



3agadm ucciieJOBaHUA:

— wm3yunth [lpuka3z MwunzgpaBa Poccum ot 24.11.2021
Nel1093H;

— w3yuuth [lpuka3z MwunzgpaBa Poccum ot 24.11.2021
Nel1094H;

— MPOAHAJIM3UPOBATH 3aMOJTHEHUE PELENTypPHBIX ONAHKOB
No148-1/y-88;

— cOpMYJIMPOBaTh BbIBO/Ibl UCCJIEJOBAHUS.

OOBEKT uccieIoBaHus — MPABWILHOCTD 3aMOJTHEHUsT pererl-
TYpHBIX OJIAaHKOB COTJIACHO TIpUKa3aM MUHHUCTepCTBA 3paBo-
OXpaHEHMUSI.

[Tpeamet uccnenoBaHus — 3aM0JIHEHHBIE pelieNTypHble OaH-
k1 No148-1/y-88.

Mertoarka viccrieoBaHust: cOOp ¥ aHaIM3 MOTyYEeHHbBIX JaH-
HBIX.

CrpykTypa paboThl BKJIIOUAeT B ceOsi BBeJIEHUE, TPU pasJielia
¥ BBIBOJ [10 HUM, a TAKKE CIIUCOK MCMOJIb30BAHHBIX UICTOYHUKOB.

2. OcHOBHBIE TOJNOXEHUA NpuKaza Munzapasa Poccun or
24.11.2021Ne1093n

ITpuka3 Munsnpasa Poccun ot 24.11.2021 Nel093H (pen. ot
24.11.2021) «O06 ytBepxkaenuu IlpaBun oTmycka JiekapCTBEH-
HBIX ITperaparoB /J1s1 MEAULMHCKOTO NpuMeHeHus» [1].

CornacHo 0JHOMY U3 IOJIOKEHUI NIPUKa3a, IIPU OTILyCKE Jie-
KapCTBEHHBIX IIPEMNapaToB IO peLenty, o(pOpMIEHHOMY Ha pe-



HEeNTYpHOM OJlaHKe Ha OyMakHOM HocuTene, papmarieBTude-
CKUH paOOTHUK JOJIKEH MPOCTABUTh OTMETKY «JIeKapCTBEHHBIN
npernapar OTHyIIeH» C YKa3aHUeM:

HaumeHoBaHusi anteyHol opraHuzaiuu (pamuinm, UMeHH,
oryecTBa (IIpY HAJIMYMHM) WHIUBUIYAJTBHOTO TpearpuHUMAaTe-
JIsT).

ToproBoro HauMeHOBaHU s, JO3UPOBKU M KOJIMUYECTBA OTITY-
IIIEHHOT'0 JIEKapCTBEHHOTO Mpernapara (3a UCKJII0YeHUEM Iperna-
paToB, U3TOTOBJIEHHBIX B AlITEYHOM OPraHU3AINH ).

damunu, UMEHH, OTYeCTBa (ITPU HATMYUU) MEIUIIMHCKOTO
pPabOTHHKA B OMPEJIC/IEHHBIX CITyYasiX.

PeKBU3UTOB JOKYMEHTA, YAOCTOBEPSIOIIEro JMYHOCTD JIMIIA,
MOJTYYMBILIETO JIEKAPCTBEHHBIN Mpenapar.

damvunuy, IMEHH, OTYECTBa (IPU HAJIMYKAK) (papMarieBTAYE-
CKOro paOOTHHUKA, OTITYCTUBILIETO JIEKAPCTBEHHBIN Mpenapar, u
€ro MOAITMCH.

JlaThl OTIycKa JIEKapCTBEHHOIO IIpernapara.

Tak:ke B MpUKa3e yKa3aHo, YTO MPU OTITYCKE JIEKAPCTBEHHBIX
IpernaparoB IO PerenTy, BHIIMUCAHHOMY Ha PEleNnTyPHOM OJIaH-
ke popmbl Ne107-1/y co cpokoM JIeHCTBUS 10 OJJHOTO rofia, B KO-
TOPOM yKa3aHbl TIEPUOJIBI M KOJIMUECTBO OTITYCKA JIEKAPCTBEHHO-
ro npemnapara (B Kbl IEPUO/), pelENT BO3BPAIAECTCSA JIUILY,
pUOOpETAIIIIEMY JIEKAPCTBEHHBIN Tperapar, ¢ OnpeeeHHON
OTMETKOM.

EnrHoBpeMeHHbIN OTIYCK JIEKapCTBEHHOTO Tpernapara 1o Ta-
KOMY PELIENTy JOMYCKAeTCsl TOJbKO MO COIIACOBAHUIO C ME/IU-



OMHCKHUM pa6OTHI/IKOM, BBIIIMCABIIMM PCLEIIT.

3. OcHOBHBIE TOJOXEHUA NpuKaza Munzapasa Poccun or
24.11.2021 Ne1094n

[IpaBuna 3amoiHeHMs PElEeNTypPHBIX OJNAHKOB, YTBEPXKIEH-
Hble npuKa3oM Munsnpasa Poccun ot 24.11.2021 Ne1094H [2]:

CocraB npenapara, JiekapcTBeHHas1 hopma 1 odpaileHue Me-
JUIIMHCKOTO paOOTHHKA K (papMalieBTUIecKoMy paOOTHUKY Ha
OyMakHOM HOCHUTe e O(DOPMIISIIOTCS Ha JTATUHCKOM MJIA PYCCKOM
SI3bIKE B pOAUTENILHOM Mnajiexe. [1pu oopmiieHnn perienTypHbIX
OJIaHKOB JIOIYCKAeTCs UCMOJIb30BAHUE COKPAIIEeHUT.

Crnioco0 npumeHeHwus penapara 0003HAYAETCsl ¢ YKa3aHUEM
MyTU BBEICHHMSI, 103bI, YACTOTHI, BPEMEHHU MPHUEMa OTHOCUTEIb-
HO cHa (YTpOM, Ha HOYb) M €ro JIMTEIbHOCTH, a AJIsl Ipernapa-
TOB, B3aUMOJIEICTBYIOIIMX C MUIIIEH, — BpEMEHH UX yrnoTpeoie-
HUS1 OTHOCUTENIBHO MPUEMA MUK (JI0 e7Ibl, BO BPEMSI €/Ibl, T0CIe

eJIbl).
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