KOMH PECIIYBJII/IKACA.BECI)K(")I[JIAH KOTbIP
Yy OM

IIPABUTEJBLBCTBO PECITYBJIMKH KOMHA
IIOCTAHOBJIEHUNE

ot 20 suBaps 2022 r. Ne 18
r. CBIKTBIBKAp

06 yreepxnennu Ilopsiika opranuzauuu obecrnevdeHusi MeAHUHHCKHX
opranusaumii B Pecny6auke Komn He3aBHCHMO OT OPraHH3aLHOHHO-
NpaBoBoil (POPMbl, y4ACTBYIOUIHX B PEANH3ALNH TEPPHUTOPHANLHOH
NporpaMmbl rocyJapcTBEHHbIX raPaHTHIl 0eCIIaTHOr0 0Ka3aHUS Ipa’kKAaHaM
MeANIHHCKOMH noMowu Ha Teppuropuu Pecny6auku Komu,
HMMYHOGHOIOTHYECKHMH JIEKAPCTBEHHLIMH NpenapaTaMu AJist
HMMYHONPOQHJAKTHKH B LeJISIX NPOBEAeHUs NPOPUIAKTHIECKHX
NPUBHBOK, BKJIIOYEHHBIX B KaJIEHAAPb NPOQHIAKTHYECKHX MPHBHBOK
N0 MUAEMHYECKHM MOKA3aHUAM

B cooTBeTCTBUH C 4acThio 2 craThu 15 ®denepanbHoro 3akoHa «O6 umMmy-
HOMPOQUIAKTHKE HHOEKIMOHHBIX OONIe3HeH» IIpaBurenscTso Pecmy6nuku Komu
MIOCTAHOBIIAET:

1. YrBepauts Iopsinok opraHu3aluy OOECreYeHUs] MEAUUMHCKUX OpraHu-
saumit B Pecry6nuke KoMy He3aBHCHMO OT OpraHHM3allHOHHO-TIPABOBOH (DOPMEL,
yuacTBYIOIIMX B DEalU3aLMK TEPPUTOPHAIBbHON IPOrpaMMbl rOCyIapCTBEHHBIX
rapaHTHii GeCIIaTHOrO OKa3aHHUs IpaXKIaHaM MEAULHHCKON IIOMOIIH Ha TEPPHUTO-
puu PecriyGirku Komu, ”MMyHOOGHOIOTHYECKUMH JIEKapCTBEHHBIMH IperapaTaMu
I UMMYHONIPOGMIAKTUKY B HENAX MPOBEIEHHs MPOPHIAKTUYECKUX MPHBUBOK,
BKJIIOYCHHBIX B KaJleHAaph MNPOGHIAKTHYECKHX NPUBUBOK IO SMHMAEMHYCCKUM
nioxazaHusM, (najiee — ITopsaoK) COrIacHO MPUIIOKEHHUIO.

2. OnpenenuTs MuHHCTEPCTBO 3ApaBooxpanenus Pecrybiiku Komu ymnosn-
HOMOUYEHHBIM OPIaHOM HCIIONHUTENBHON Bractu PecrmyOiukun Komu, 0TBETCTBEH-
HBIM 3a peanuzanuio Iopsaka.



3. HacTodmiee NOCTAHOBJIEHHE BCTYNAeT B CHITYy CO JIHS €ro OQUIHAILHOIrO
OITyOJIMKOBaHUS.

Pecny6muku KoMy — MUHHUCTP i
3KOHOMHYECKOI'O PasBUTHUS U i
npompiiieHHOCTH Pecmybnuku Komu “&L?\

9. AxmeeBa



YTBEPXIEH

riocranoByienueM IIpasurenscrBa PecrryGmuku Komu
ot 20 staBapst 2022 r. Ne 18

(npunoxxenue)

MMOPIAIOK
OpraHu3aluy 00eCIeueH!s MEMULMHCKUX opranusanui B Pecrybiike Komu
He3aBHCHMO OT OPraHU3alMHOHHO-IIPaBOBOM (GOPMEI, yIaCTBYIOIIMX B peallu3aluu
TepPPUTOPUATLHOM [IPOrpaMMBbl TOCYAaPCTBEHHBIX FapaHTUH GeCIIaTHOTO
OKa3aHHUS FPaXKIaHaM MeIHMIIHCKOH moMolnyu Ha Tepputopur Pecriyonuku Komu,
MMMYHOOHOIOTMYECKUMH JIEKAPCTBEHHBIMH IIpenapaTaMy JUist
HUMMYHOIPO(QUIAKTHKH B LENSAX MPOBEACHUA NPOGHIaKTHYECKUX
TIPUBHUBOK, BKIIIOYEHHBIX B KalCHAAPh NPOQUIAKTHYECKHX IPUBHBOK
IO SMUAEMHUYECKUM [TOKA3aHUAM

1. Hactosumii [Topsimok opraHuzanuu obecrnedeHnss MEeAULMHCKUX OpraHu-
saruif B Pecry6nnke KOMH He3aBHCHMO OT OpraHM3allMOHHO-IIPaBOBOH (YOpPMEI,
yJacTBYIOLIMX B pealu3allidl TePPUTOPHANBHON IPOrpaMMBl TOCYAapCTBEHHBIX
rapaHTHil 6eCIUIaTHOTrO OKa3aHMs IPaXK[IaHaM MEJUIHHCKON [IOMOLIK Ha TEeppHUTO-
pun Pecry6uku Komu, IMMyHOOHOIOTMYECKUMY JIEKAPCTBEHHBIMH TIpenapaTtaMu
JUIS IMMYHONPO(UIAKTHKY B LENAX MPOBEAEHHS NMPOQUIAKTHYECKUX TPHUBUBOK,
BKJIIOYEHHBIX B KaJleHaaph Mpo(QUIaKTUYECKUX IPUBUBOK I10 MUIEMUYECKHUM I10-
Ka3zaHusM, (masee cooTBeTCTBEHHO — IIOpANOK, MEIUUMHCKHE OpraHM3aluy, UM-
MyHOOHONOTHYECKHE JIEKApCTBEHHBIE MPENapaTsl) PeryJUpyeT BOMPOCkl obecre-
YeHUS MENUIMHCKUX OpraHu3aluii UMMYHOOHMOJIOTHYECKMMH JIEKAPCTBEHHBIMHU
npernapaTamH.

2. JIns MMMYHOTIPO(UIIAKTHKY HCIIONB3YIOTCS MMMYyHOOHOJIOIHYECKHE Jie-
KapCTBEHHBIE MpernapaThl, 3aperdCTPUPOBAHHEIE B YCTAHOBJIEHHOM IOpSAKE HA
tepputopun Poccuiickoil Oenepanuu.

3. B nenax peanusanuu Hactosmero [lopsaka MUHHUCTEPCTBO 31paBoOXpa-
HeHusa Pecny6nuku Komu (nanee — MHHHUCTEPCTBO):

1)exeronno mo 31 nexabGps omnpenenseT MEOMLIUMHCKYIO OpraHU3alUIo,
YHOJIHOMOYEHHYIO Ha IUIaHUPOBAHHE ¥ OPraHU3alMIO MEPOIPUSITHH 110 obecrneye-
HUIO MEIWLMHCKHX OpraHu3alyil HMMyHOOHOIOTMYECKUMH JIeKapCTBEHHBIMU
npenaparaMi B LeISX MMMYHONPOOHIAKTHKH HacelleHus, BKIoYas cOOp 3asBOK
Ha MOoJIyYeHHe MMMYHOOHOJOTHYECKUX JIEKADCTBEHHBIX MPEIapaToB U UX Iepeaa-
4y B MUHUCTEPCTBO, IUIAHUPOBAHME OOBEMOB MMOCTABKM U PACIIPENENIEHUS UMMY -
HOOMONIOTHUECKUX JIEKAPCTBEHHBIX IIpenapaToB (fajnee — YIIOJTHOMOYEHHasT Melu-
IIPIHCKAsT OPTraHK3aLus); '

2) onpenenseT (papMaleBTHUECKYl0 opranmsauuioo B Pecmybnuke Kowmw,
YIIOJHOMOYEHHYIO Ha ITOJIydeHHe, XPaHEHUE U Iepefady HMMYyHOOHOIOIHYECKHX
JIeKapCTBEHHBIX NPEenapaToB MEIUIIMHCKUM OPraHU3aIMsIM.



4. MegUIIMHCKHE OpPraHW3allM €XErogHo n0 1 uross TeKyllero rojma
HAIpAaBJIAIOT B aipec YIOJIHOMOYEHHOH MEIMUMHCKOM OpraHM3aluM 3asBKU Ha
obecrieyeHHe UMMYHOOHOJIOTHYECKUMH JIEKAPCTBEHHBIMU IIpernapaTamMy Ha ciie-
IYIOUIUH KaJeHAapHbIi rog no gopMe, yreepxaeHHoH MuHuncrepcTBoM (naiee —
3a5BKH).

B nensax oGecmedeHHss UMMYHOOHOJIOTHYECKUMH JIeKapCTBEHHBIMH ITIperta-
patamu IUis UMMYyHoIpobmiakTuku B 2022 romy MeAMIUHCKHE OpraHH3alW{
HAIpaBIISIOT B agpec YIMOJHOMOYEHHOH MEOWIMHCKOH OpraHu3aldu 3asBKH Ha
2022 rom oo 1 despansa 2022 rona.

5. YrnomHoMO4YeHHas: MEIULMHCKAsT OpraHU3alus €XerogHo A0 5 U0 Te-
KyIIero rojua npeacTasisieT B MHHHCTEPCTBO Ha pacCMOTPEHHE MTOCTYTUBIIHNE 3a-
aBkH (B 2022 roay - no 10 despans 2022 rona).

6. MenuuuHCKUEe OpraHu3allvi Ha IEHb MOJNa4yM 3asBKU HOJDKHBI COOTBET-
CTBOBaTh CJIEAYIOUIUM TPeOOBaHUAM:

1) Hanp4Ke y MEAMLUHCKON OpraHi3allim:

a) JIUIEH3UM Ha OCYILUECTBJICHUE MENULHMHCKOH AEATENBHOCTH, BKJIOYas
BEITIONIHEHHE paboT (YCIyr) mo BakUUHAUMU ([TPOBEICHUIO NPOGHIaKTHYECKHX
IIPUBUBOK);

6) HeoOXOQUMOro ISl TPaHCIOPTHUPOBAHUA M XPaHEHUS UMMYHOOHOJIOTHU-
YEeCKHX JIEKQpCTBEHHEIX IperapaTtoB 000pyoBaHuUs, 00eCcIeurBaoIIero TeMiiepa-
TYPHBIA PEXHUM,;

B) B IlITaTe€ MEIUIHUHCKUX pabOTHUKOB, 00YUYEeHHBIX MIpaBHIaM OpraHU3aldU
U TeXHUKH TNPOBEAEHUS IPHUBUBOK, a4 TAKXKE [pHEeMaM HEOTJIOXXHON NoMollu B
cily4ae BO3HUKHOBEHUSI TOOOYHBIX NPOSIBICHUN [10CTIE UMMYHHU3AaUH U UMEIOINX
JOKYMEHTaJIbHOE ITOATBEPKACHUE TPOXOXKACHUS 00ydeHUS;

I') MOMEIIeHUH, COOTBETCTBYIOIIUX CAaHHUTapHO-3MUIEMUOIOTHIECKHM Tpe-
OOBaHHSIM 110 OPTaHU3aLUH UMMYHOMPO(QMIAKTUKY HHGEKIMOHHEBIX Ooe3Heit;

2) peructpanus B PenepaibHON rocyAapCTBEHHOH HH(OPMALMOHHOH CH-
CTeMe MOHUTOPHHIa JBHKEHUS JIEKAPCTBEHHBIX MPENapaToB.

7. MunucrepcTBo [0 15 urons Texymero roga (B 2022 rony - no 15 ¢eppais
2022 ropa) oCyILIECTBISET PAaCCMOTPEHUE 3asBOK M IPUHUMAET OJHO H3 CJIEAYIO-
IUX peLIeHUHN:

1) o 3aKiIOYeHHMM COIVIALIEHHs O Mepefadye UMMYHOOHOIIOTHYECKUX JieKap-
CTBEHHBIX IpeIaparoB, 3aKIIOYEHHOr0 MeXAy MUHHCTEPCTBOM U MeOUI[MHCKOM
opraHmu3anuei (gajee — CoralleHue);

2) 00 oTKaze B 3aKJIIOYEHUHN COIJIAalICHUS.

Pernennss MuHuCTepCTBa MOTYT OBITH OOXKaJIOBaHBI B IOPSIKE, YCTaHOB-
JIeHHOM 3aKoHoatenbeTBoM Poccuiickoit enepanuu.

8. OcHoBaHMAMH IJIs NPUHATHS MHUHHUCTEPCTBOM pelleHHs 00 oTKa3e B 3a-
KJIFOYEHUU COTTIALCHUS SBIISIFOTCS:

1) mpencraBieHue MeIUIMHCKON OpraHM3anuel 3asBKU C HApyIIEHHEM CpO-
KOB, OIpeJeJIeHHBIX MyHKTOM 4 Hacrosiero [Topsnka;

2) mpencraBieHe MEIUIMHCKON opraHu3aliel 3asBKU, COAepKalieii Heao-
CTOBEPHBIE CBEICHUS;



3) HECOOTBETCTBHE MEAWIMHCKONM OpraHU3allu TpeOOBaHUAM, YKa3aHHEIM B
nyHkte 6 Hactoswero Iopsaaxa.

O HnpuHATOM pelleHHd MUHHCTEPCTBO yBEAOMIISET MEAULUHCKYIO OpraHu-
3allMIO B TeUEHHE MMATH pabodux AHEeH Co JHs ero NpHHATHS.

9. Ilepenaya MMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MpernaparoB OCy-
IIECTBIIIETCS HAa OCHOBaHHHM COTJIAlLEHHU.

10. dopma ¥ NOPSOOK 3aKIIOYECHHS COITALICHHUS YTBEP)KAaoTCs MuHH-

CTEPCTBOM.
11. OO6s3aTensHBIMH YCIOBHSMHY, BKIIOUYAEMBIMH B COIJIALIEHUE, SBISIOT-

cs:

1) IOpPAMOK ¥ CPOKH MOJaYH MEAULMHCKON OpraHu3alMei 3asBKH Ha IOJy-
YeHHEe IMMYHOOHOJOTHYEeCKIX JIGKAPCTBEHHEIX MIPENapaTos;

2) HOPSHOK U YCJOBHUS Iepefadd HMMMYHOOMOJIOTHYECKHX JI€KapCTBEHHBIX
IperapaToB MEAULIMHCKON OpraHu3aluy; .

3) TpeGoBaHHEe O pErucTPaldl HMMYHOOHOJOTHYECKHX JIEKapCTBEHHBIX
npenaparoB B PeepanbHON rocy1apCTBEHHON HH(GOPMAIMOHHOM CHCTEME MOHU-
TOPUHIa ABIKEHUS JIeKapCTBEHHBIX IIPENaparTos;

4) TpeGoBaHye O perucTpauvu (BBOJE) JAHHBIX B MHGOPMAIHMOHHBIX CH-
CTeMax ydyeTa BAaKIIMHUPOBAHHBIX JIMII;

5) 3ampeT Ha nepeaady BaKIMHBI TPETHHM JIALAM;

6) OPSIOK OCYILECTBICHUS KOHTPOJS 32 UMMYyHH3alllell HaceJeHHs U HC-
I10JIb30BaHUEM HMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX NIPEIapaToB;

7) mOpsiA0K, (OPMBI U CPOKH IIPEACTaBJICHHS OTYETHOCTH O BBIIOJIHEHUH
YCJIOBUM COTJIAILICHHUS, '

8) OTBETCTBEHHOCTDb CTOPOH.



