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MUWHUCTEPCTBO 3IPABOOXPAHEHWA PECITYBJIMKI KPHIM

ITPUKA3

& 59,2023 roaa N 7530
r. Cumdeponoasn

O 8HeceHUU usMeHeHUll 8 NPUKA3
Munucmepcmesa 30pasooxparnenus
Pecnybnuxu Kpvim

om 08 uionsn 2016 2ooa Ne 1056

B coorBerctBuM ¢ PenepanbHbiM 3akoHOM OT 21.11.2011 Ne 323-03 «O6
OCHOBax OXpaHbl 310pOBbs rpaxaaH B Poccuiickoit ®depepanun», PepepaibHBIM
3akoHOM OT 17 wurons 1999 roma Ne 178-®3 «O rocyaapcTBeHHOM cCoOLMAIbBHOM
nomoin», nocraHosineHueM IlpaBurensctBa Poccuiickorn ®enepauuu ot 30 urons
1994 roma Ne 890 «O rocygapcTBeHHOH MNOAAEpPXKKE pa3sBUTHA MEIULMHCKOH
NPOMBIIJIEHHOCTH U YJOydlleHHH oOecrneyeHUs HaceJeHUs U ydpexAeHHuH
31pAaBOOXPAaHEHHUS JIEKAPCTBEHHBIMU CpEACTBAMH H U3ACJUSIMU MEIULHUHCKOIO
HasHavyeHus», [Ipukasom MunucrepcrBa 3apaBooxpanenust Poccuiickoit ®enepanmu
or 24.11.2021 Ne 1093 «O6 yrtBepxkneHuu [lpaBun OTIyCKa J€KapCTBEHHBIX
NpenapaToB I  MEAMUWHCKOTO TPUMEHEeHHs alTeYHBIMH  OpraHu3alMsaMU,
MHIUBUAYaJIBHBIMHU IIpENIIPUHUMATENSIMU, UMEIOITUMH JTULEH3HIO Ha OCYIIECTBIEHUE
(papmanieBTHUECKOH [JEesATENBHOCTH, MEAMLHMHCKUMH OpraHu3alisIMH, HMEOIMMH
JMIIEH3UI0 Ha  OCyLUEeCTBIeHHEe (apMalUeBTUYECKOW  AesTENBHOCTH, W WX
000cOONEeHHbIMU  MoJApa3leneHussMH  (aMOynaTopusiMH,  (GenpIUIEpCKUMH U
(GenpaIIepcKO-aKyIIEepCKUMU TYHKTaMH, IeHTpaM# (OTAeIeHUsAMH) oblieii BpaueGHOi
(ceMeHHOM) MNpaKTUKH), PACIIOJIOKEHHBIMH B CEJIBCKHX IIOCEJIEHHAX, B KOTODBIX
OTCYTCTBYIOT amnTe4yHble OpraHu3aluH, a Takxe [IpaBun oOTIycka HapKOTHYECKHX
CPEICTB M IICUXOTPOIHBIX BEIIECTB, 3apErUCTPUPOBAHHBIX B KaU€CTBE JIEKAPCTBEHHBIX
npenapaTroB Uil MEIHWLMHCKOrO TpHMEHEeHHUs, JIeKapCTBEHHBIX MperapaTroB s
MEOUUUHCKOrO  IIPUMEHEHHs, COAepXallUX  HapKOTHYECKHWE  CpelcTBa U
[ICHXOTpPOIIHbIE BelllecTBa B TOM uncie [Topsaka oTmycka anTeuHbIMH OpraHU3alHusIMH
MMMYHOOHOJIOTUYECKHUX JIEKapCTBEHHBIX MpemnapatoB», [Ipukazom MuUHHCTEpCTBA
3apaBooxpaHeHuss Pocculickoit ®epepanuu ot 24.11.2021 Ne 1094 «OO06
yTBepXAeHUH [lopsiaka Ha3HaYeHUs TeKapCTBEHHBIX NIPenapaToB, GOpM pelieNnTypHBIX
01aHKOB Ha JieKapcTBeHHbIe Ipernapatsl, [lopsaka odhopMiIeHHS YKa3aHHBIX OJIaHKOB,
MX ydeTa M XpaHeHHs, ¢(opM OIaHKOB peUEenTOB, COJAEPXKAllMX Ha3HAYEHHE
HapKOTHYECKUX CPEACTB MJIM NCUXOTPOINHBIX BellecTB, [lopsaka uX H3roTOBIIEHHS,
pacnpenelieHHs, perucTpaluM, ydyera U XpaHeHus, a Taxxe [IpaBun odopMieHus
OJIaHKOB peLeNnToOB, B TOM YHCJe B opMe 3JeKTPOHHBIX TOKYMEHTOBY», AeHCTBYOLIeH
TeppuTopuansHOM NpOrpaMMoil roCy1apCTBEHHBIX TFapaHTUM OecCaTHOro OKa3aHHUs
rpaxkiaHaM MeJMLMHCKOH noMonm B PecnyGnuke KpbiM, B 1ensiX peanu3anyy Mpas



OTHENbHBIX KaTeropuil rpaxJaH Ha o0ecriedYeHHEe JIEKApCTBEHHBIMH IIpenapaTaMi,
MEIULHHCKUMH  HM3IEHUAMH, CIEeLHalU3UPOBAaHHBIMA MNpPOJAYKTaMH Je4eOHOro
MATAHUA 32 CYET CpPeACTB (QeflepalbHOrO M PETHOHAIBHOrO OMOKETOB U
COBEPILICHCTBOBAHUSI OpraHu3allOHHOrO B3aMMOJIEHCTBUSA CyOBEeKTOB,
OpPraHM3YIOLIMX W OCYILECTBISIONIMX O0ecledeHrue OTAENIbHBIX KAaTeropuil rpaxiaaH
Poccuiickolt ®enepanyi, NOCTOSHHO UK BPEMEHHO NMPOXXUBAIOIIKX HA TEPPUTOPHH
Pecnybnvku KpbIM, NekapcTBeHHBIMU TpenapaTaMH, MEAMLMHCKAMM H3JENUSAMHU U
CreLHATM3UPOBaHHBIMU NPOJNYKTaMU JieyeOHoro muranus, [lopsakoM opraHH3aldu
obecrieyeHUsT HacelleHHWs JIEKapCTBEHHBIMU IMIpenapaTaMu Ui MEIMUIUHCKOrO
NpUMEHEHHUs, MEIUUMHCKUMU HU3LENHSAMH, a Takke CHeLHaIU3MPOBAHHBIMU
NpOAYKTaMH Je4eOHOro IMHTaHUS ANA JAeTed-WHBAIHMAOB, 3aKyIUICHHBIMH IIO
roCyJapCTBEHHBIM KOHTpaKkTaMm, Ha TeppuTopun Pecnybnuku KpbiM, yTBEp>KaeHHOrO
nocta”HoBieHueM CoBetra MuHUCTpoB Pecny6nuku KpeiM ot 3 wuroHs 2015 rona
Ne305, Ilonmoxenuem o MuHHucTEepcTBe 3ApaBooxpaHeHus Pecny6iauku Kpreim,

yTBepXIeHHOMY nocraHoBieHueM CoBera MuHHCTpoB Pecny6muku KpbeiM oT
27.06.2014 Ne 149,

ITPUKA3BIBAIO:

1. BHectu B npukaz MunHucTepcTBa 3paBooxpaHeHus Pecrmybnuku KpeiM ot
08 wmronsa 2016 roma Ne 1056 «O6 yTBepkIeHUM periaMeHTa B3aUMOJEWUCTBHS
YYaCTHHUKOB MPOrpaMM Jb[OTHOIO JIEKAPCTBEHHOIo oOecleyYeHUss Ha TEePpPUTOPHUHU
Pecny6nuku KpbiMm, nopsiaka ocyiecTBieHUs U GOpMbl MOHUTOpPUHIa OOecredeHuUs
HeoOXOIMMOro KOJM4YeCTBa JIEKAPCTBEHHBIX IpEnapaToB Ui OTJENIbHBIX KaTeropHi
rpaxnaH B Pecnny6nuke Kpeim» (manee — INpuka3) cnenyroiiye u3MeHeHUS

1.1. IlyHkT 1 nononHuts noanyHkToMm 1.4. B cnenyonieit penakuuu:

«1.4. ®opMy AKTa 3KCIEpPTHU3bl peecTpa OTIYLIEHHBIX PELENTOB, COIJIACHO
[Ipunoxenuro 5 k HacTosAIIEMY PUKA3Y.».

1.2. B npunoxenun | x Ilpukasy moamynktel 3.2.7., 3.2.8., 3.2.9, 3.2.10,,
3.4.11. U310XKUTH B craeayOLIEH pelaKiu:

«3.2.7. B TeueHue naATH pabouyux MOHEH C JaThl TMOJNYYEHHS pPEECTPOB
ornyweHHbIX peuentoB oT I'YIT PK «KpeiM-®apManusa» OCymeCcTBISIET IKCIEPTUY
NpeACTaBIEHHBIX PEECTPOB OTIIYLIEHHBIX PELeNTOB;

3.2.8. Ilpu mnpoBeneHHH 3KcnepTU3bl MPOBEPSET COOTBETCTBUE JaHHBIX,
MPEJICTAaBIEHHBIX B pEECTpPE OTMYyLIEHHBIX pELENTOB, B YacTH COOTBETCTBUSA
JIEeKapCTBEHHOI' 0 npenapara o MEXTyHapOAHOMY HelaTeHTOBaHHOMY
HAUMEHOBaHMIO, TOPrOBOMY HalMEeHOBaHHIO, ¢GopMe BBIITYCKa, HO3UPOBKE, (acoBke,
LieHEe TOCYyJapCTBEHHOTO KOHTPAKTa, KOJIMYECTBY OTITYLIEHHBIX YIIaKOBOK U APYIOE;

3.2.9. Ilpu Hanu4yuu omMOOK B peecTpe OTHYLIEHHBIX PELENTOB B TEYEHUE ABYX
pabouyux [HeH HalpaBIsET MUCbBMO C YKa3aHueM HHGOpPMalUU O BBISIBIEHHBIX
ownbkax B I'YII PK «Kpeim-®apmauus», 'Y PK «KMHAIL]» u MuHUCTEpCTBO
3apaBooxpaHeHus PecniyOnuku Kpbim;

3.2.10. Ilocne mnonydyenus ot ['YII PK «Kpeim-®apmanus» peecTpos
OTIYLIEHHBIX pELENTOB C YCTpaHEHHBIMH OLIMOKaMH IPOBOAUT MOBTOPHYIO
3KCNEPTU3Y PEECTPOB OTMYLIEHHBIX PELENTOB B TeYEHHWE MATH paboyux IHEH U



HNOJIMHUCHIBAET aKT 3KCMepTu3bl cortacHo [lpunmoxkeHuro 5 K HacTosIleMy NpHKa3y,
onuH 3k3eMIuisgp kotoporo nepeaaetr ['bY PK «k KMHALl», ogun sx3emmuissp — B ['VII
PK «KpbiM-®apmaiysy», OIUH 9K3eMIUISIp BMECTE € PeeCTPOM OTHYIIEHHBIX PELIeNToB
- B MUH31paB HApO4HO;

3.4.11. B teuenun tpex paboumux aHeit mocne mposepku I'BY PK «KMHAL»
peecTpoB OTIyLIEeHHBIX peuentoB dopmupyeT u nepenaer B ['KY PK «Kprim3apas»
peecTprl OTHYILEHHBIX peLenToB (MPOHYyMepOBaHHEIE, COPOIIIOPOBAaHHBIE), B TOM
YyCclie B JJIEKTPOHHOM BHJAe 1O ¢dopme B coOTBEeTCTBUM ¢ IlpunoxenueM 4 k
HAacTOsIIEMY TIpUKa3ly C Y4YeTOM JeHCTBYIOIIEro 3aKOHOHATENhCTBA B YaCTH
00paboTKH, XpaHEHHs U lepeiladl IIEPCOHANBHEIX JaHHBIX.).

1.3. TTpunoxenue 1 k Ilpukasy nmonmonHuTes noamynkramu 3.2.15. - 3.2.18.,
3.4.20.-3.4.24.,3.5.12. - 3.5.17. B cnenytouie peJakLuu:

«3.2.15. Ilpu npoBeneHUM OKCHEPTU3EI PEECTPOB OTNYILUEHHBIX pELENTOB
BrnpaBe 3anpocuth y ['YII PK «KpsiM-®apmanus» NONOJHUTEIBHBIE TOKYMEHTEI
1/unu “HPopManuio, He0OX0JUMBIE ISl IPOBEPKU, B TOM YHUCIIE B 3JIEKTPOHHOM BH/IE;

3.2.16. OcyluecTBisieT pPErucTpaluio, y4deT, XpaHEHHWE aKTOB 3KCIEPTH3EI
peecTpoB OTIYIIEHHBIX PELEINTOB;

3.2.17. OcyecTBiseT 3aKyNKy JEKapCTBEHHBIX IIperapaTtoB, MEIHIMHCKHX
U3JIETUA ¥ CIIENHATM3UPOBAHHBIX NMPOAYKTOB JIEUeOHOTrO NMUTAHUS B COOTBETCTBHUH C
JNEeHCTBYIOIIMMU  HOPMAaTHBHO-TIPABOBBIMH aKTaMH B LeJIIX  paldOHAIBLHOIO
pacxofoBaHHMs OIOMKETHBIX CpPEeNCTB 110 MHHUMAJIBHON LieHe, B TOM YHCIIE
3aperuCTpUpPOBaHHON B ['OCyZapcTBEHHOM peecTpe MNpeAeNbHBIX OTIYCKHBIX LEH C
HJIC 6e3 mnpuMeHeHuss ONTOBOW Han0aBKH, C YYETOM CBENEHUH O HAIUYUHU
JIeKapCTBEHHOTO TIpernapara B Ipa)KAaHCKOM 00OpoTe Ha NaTy pa3MEILEHUs 3aKyNKH
CO CPOKOM TOIHOCTH Ha MOMEHT ITOCTaBKH He MeHee 12 mecsues;

3.2.18. OcymecTBasieT KOHTPOJIb OCTaTKOB JIEKaPCTBEHHBIX IIPENapaTos,
MEIWLHUHCKMX M3IeIUH ¥ CIEelHaTU3UPOBAHHBIX IMPOAYKTOB Jie4eOHOro NHUTaHH,
3aKyIUIGHHBIX II0 MporpamMMme o0ecreueHuss HeoOXOOUMBIMH JIEKapCTBEHHBIMU
npemapaTaMHd, aHaJIM3 MX pPacXOAOBaHWS [0 HCTEYEHUS CPOKOB TOIHOCTH,
CBOCBpEMEHHOE pacmpejaenieHHe C (GOPMUpPOBaHHEM pa3HApPSANOK C  LEJNBIO
palOHaIbHOTO IPUMEHEHHS;

3.4.20. B cpok mo 10-ro yncna kaxaoro Mmecsia GopMupyet u nepenaet B [ bY
PK «KMMHALI» peecTpsl OTITYIIEHHBIX PELENTOB B 3JICKTPOHHOM BHJE MO ¢gopMe B
cooTBeTcTBUU C [IpunoxeHueM 4 K HacTOSILEMY IPHKa3zy C y4E€TOM JACHCTBYIOILIETO
3aKOHOJIAaTeNIbCTBA B YAaCTU 00pabOTKH, XpaHEHUs U NIepeiadyy IEepCOHAIBHBIX JaHHBIX;

3.4.21. Tlpn nonyuenumun undopmauuu ot ['BY PK «KMHALl» o Hamuuuu
oluGOK B peecTpe OTITYIIEHHBIX PElIeNTOB B TEYEHUH TpeX paboyuX IHEH UCIpaBiseT
ombku u nepenaer B [ BY PK «KMHUALl» ucnpasieHHblE peecTpbl OTHYLIEHHBIX
penenToB B 3JEKTPOHHOM BHJe Mo ¢opMe B cOOTBETCTBUH C IlpmioxenueM 4 x
HACTOSIIIIEMY IpUKa3y C YUYe€TOM [eWCTBYIOILIEro 3aKOHOAATENbCTBA B YacTH
00paboTKH, XpaHEeHHs U Nepeaud EPCOHANIBHBIX JAaHHBIX;

3.4.22. TIpu nonyuenun uHbopmanun ot I'KY PK «Kpemm3apas» o Hanuuuu
OLIHOOK B peecTpe OTMYIICHHBIX PELENTOB B TEUEHUH TpeX pabouux JHEH UCIPaBIIsET
omm6ku U mnepenaer B I'KY PK «KpeiM3gpaB» peecTpbl OTIYLIEHHBIX PELIENTOB
(npoHyMepoBaHHEIE, COPOLIIOPOBAHHEIE), B TOM YHCJIe B 3JIEKTPOHHOM BUJie 1o Gpopme
B cOOTBeTCTBUU C [IpunoskeHneM 4 K HAcTOALLEMY MPUKa3y C y4€TOM ACHCTBYIOLLErO
3aKOHOJIAaTEIECTBA B YaCTU 00pabOTKM, XpaHEHUs U IIepeiady IepCOHAIbHBIX JaHHBIX.



3.4.23. [lpu monyuenmu 3ampoca or ['KY PK «Kpemmsgpae» u I'BY PK
«KMHALD» 0 HeoOXOAMMOCTH MPeAOCTABICHHS HOMOJHUTENBHBIX JOKYMEHTOB U/UIH
uHpOpMaLH, HEOOXOOMUMBIX Ul IpOBEACHMA IIPOBEPKH PEECTPOB OTIYLIEHHBIX
pELeNnTOB IPEeNOCTaBIsAET 3alpalliBacMyi0 HH(OpMallMI0O B CPOKH, YKa3aHHBIE B
3aIpoce;

3.4.24. Pyxoomurtens ['YII PK «Kpeim-Dapmanuus» HeceT NepCOHaNbHYIO
OTBETCTBEHHOCTh 3a JOCTOBEPHOCTb IIPEACTAaBIEHHBIX JaHHBIX B  peecTpe
OTITYLEHHBIX PELIETITOB;

3.5.12. B Teuenne nATH pabouux MAHEH C JaTbl IOJYYEHHS PEECTPOB
ornyieHHbIx perentoB ot I YII PK «KpemmM-®apmanusy ocyilecTBiseT 3KCepTU3Y
IpeICTaBJIEHHBIX PEECTPOB OTILYLEHHBIX PELEITOB;

3.5.13. Tlpu mnpoBeneHHH 3KCIEPTU3bl PEECTPOB OTIYIUEHHBIX pPELENTOB
NPOBEPSET COOTBETCTBUE JaHHBIX, MPEJCTaBIEHHBIX B peecTpe OTIIyIIEHHBIX
peLenToB, B YaCTH HAJIM4YMS IPaXKJaHWHA B PErUCTpe OTIAEIBHBIX KaTErOpHi rpakiaH,
MMEIOLMX [paBO Ha JBrOTHOE JIeKapcTBEHHOEe obOecnedeHue, Halu4yus Bpaya
(benpamiepa) B perucTpe Bpadeidl  (¢enpaiiepoB), COOTBETCTBHE  (hakTa
o0ecreyeHHOCTH NAalMeHTOB B EnuHOW MeAuIMHCKOH HH(POPMALMOHHON CHUCTEME
3npaBooxpaHenus Pecnybnuku KpeiM, cTaTyca peLienToB «0TOBapeH» U APYIoeE;

3.5.14. Ilocne mpoBeneHHs 3KCIEPTHU3Bl PEECTPOB OTIIYILIEHHBIX PELIENTOB H
yCTaHOBJIeHUs (pakTa OTCYTCTBHSL OIIMOOK YBEAOMIISET NMUCBMEHHO O pe3ysbTarax
skcneptusbl ['KY PK «Kpeim3gpas» u I'YII PK «KpeiM-@apmarus;

3.5.15. IloanuceIBaeT aKT SKCIEepPTU3bI cornacHo IIpunoxeHuro 5 Kk HacTosALEMY
IpUKa3sy B Tpex OJ3K3eMIuigpaXx M mnepemaer noanucaHHble aktel B I'KY PK
«KpeM3apaB»;

3.5.16. Tlocne mnomyuenus ot [YII PK «Kpeim-@apmanusa» peecTpos
OTITYIIEHHBIX pPeUeNTOB C YCTPaHeHHBIMH OIIMOKaMHU MPOBOAUT IIOBTOPHYIO
3KCIIEPTU3Y PEEeCTPOB OTIIYIIEHHBIX PELENTOB B TeUeHUEe MATH pabouux AHEH H
MOJANKUCHIBAET aKT SKCHEpPTU3bl corlacHO [lpunoxeHUro 5 Kk HacTosmieMy NpHUKasy B
Tpex 3K3eMIusipax U nepenaet noanucansbie akTol B 'KY PK «KpbeM3apasy;

3.5.17. Tlpu npoBeieHUH 3KCIIEPTU3BI PEECTPOB OTIIYLICHHEBIX PELENTOB BIIpaBe
sanpocuth y I'YII PK «KpeimM-®apMaius» OOMOJHUATEIbHBIE JOKYMEHTHl HW/HIH
HHGbOpMalIUI0, HeOOX0AUMBIE ISl IPOBEPKH, B TOM YHCIIE B 3JIEKTPOHHOM BUAELY.

1.4. B npunoxenuu 3 k Ilpukasy moanyHktel 4.3.5. — 4.3.8., 4.4.11., 4.4.16.
M3TI0XKHUTh B CIEAYIOLIEH pedaKiuy:

«4.3.5. B Teuenue naTH paboyux JHEHA C [aThl IIOJIYYEHUS pEECTPOB
otnyweHHbIX peuentoB ot ['YII PK «Kpsim-®apManus» oCcymecTBIsSE€T IKCIIEPTUBY
NpeACTaBICHHBIX PEECTPOB OTIYLIEHHBIX PELENTOB;

4.3.6. Ilpm mnpoBeaeHWH OKCINEPTHU3Bl IIPOBEpPSET COOTBETCTBHUE MAHHBIX,
NPEJICTaBJIEHHBIX B pPEECTpe OTIYLIEHHBIX pEUENTOB, B YacTH COOTBETCTBHSA
JleKapCTBEHHOTO npenapara o MEeXyHapOqHOMY HEMaTeHTOBaHHOMY
HaMMEHOBaHHUIO, TOPrOBOMY HaMMEHOBaHHIO, OpMe BBIITYCKa, JO3UPOBKE, (hacoBKe,
IleHe TOCyAapCTBEHHOTO KOHTPAKTa, KOJMYECTBY OTIYILEHHBIX YIIaKOBOK U JAPYrO€;

4.3.7. Ilpu Hain4uu oMIMOOK B peecTpe OTIIYIICHHBIX PELENTOB B TEUEHUE IBYX
pabouux JAHEH HampaBiseT NUCBMO C yKa3aHUEM HH(OpMalUMH O BBIABIECHHBIX
omnbkax B I'YII PK «Kpeim-®apmauusa», 'Y PK «KMHAL» u MunuctepcTBO
3paBooxpanenus PecrnyOnuku Kpbim;



43.8. Ilocme mnomydenus ot I'YII PK «KpeimM-Qapmaius» peecTpoB
OTMYLIEHHBIX PELENTOB ¢ YCTPaHEHHBIMM OIUMOKaMH IIPOBOAUT IIOBTOPHYIO

3KCIIEPTH3Y PEECTPOB OTIYIIEHHBIX PELENTOB B TeyeHHWe NATH pabouux [HEeH H
TIOATMCHIBAET aKT JKCIEPTH3bl COINMAcHO [IpUIIOKEHHIO 5 K HacTosILEeMy IpHKasy,
oMH 3Kk3eMIuIsAp Kotoporo nepenaet I'bY PK «KMHALl», onun sx3emiuisip — B ['YII
PK «KpbimM-Qapmanus», oavH 9K3EMIUISP BMECTE C PEECTPOM OTIYIIEHHBIX PELENTOB
- B MrH31paB Hapo4HO;

4.4.11. B Teuenun tpex pabouux nseit mocie nposepkd I'BY PK «KMUALD»
peecTpoB OTHyIIeHHBIX pelenToB GopmupyeT U nepenaer B IKY PK «Kpsim3agpas»
peecTpbl OTIYIIEHHBIX peunentoB (MPOHYMepOBaHHEBIE, COpOILIIOpOBaHHEIE), B TOM
yhclie B 3NEKTpPOHHOM Buae no ¢opMe B cooTBeTcTBUM ¢ Ilpunoxenuem Ne 4 x
HacTOsLEMY I@IpUKa3dy C Y4YeTOM JeHCTBYIOINErO 3aKOHOJATeIbCTBA B 4YacTH
06paboTKH, XpaHEHHUS U Nepeiadil MePCOHATIbHBIX NaHHBIX;

4.4.16. OcymecTBisieT 3aKynKy JIeKapCTBEHHBIX MpenapaToB, MEIULMHCKUX
U3JENUHA U CIIeNHaU3UPOBAHHBIX MPOAYKTOB JIEUEOHOrO NMUTAHUSL B COOTBETCTBHUH C
NEHCTBYIOIIMMH  HOPMAaTHBHO-IIPAaBOBBIMM aKTaMH B LEIAX  pallMOHAIBHOIO
pacxoloBaHHUs OIOKETHBIX CpEeACTB [0 MHHUMAJIBHOW I€He, B TOM 4YHCIE
3aperucTpUpOBaHHON B ['oCyZnapCTBEHHOM peecTpe MpeAeNbHBIX OTIYCKHBIX LIEH C
HJAC 6e3 mnpuMeHeHHss ONTOBOM HanbaBKH, C Y4YE€TOM CBEICHHH O HaJH4HH
JIEeKapCTBEHHOTO Iperapara B rpaXkJaHCKoM 000pOoTe Ha JaTy pa3MELEeHHs 3aKyIKH
CO CPOKOM r'OJHOCTH Ha MOMEHT IMOCTaBKM He MeHee 12 mecsLues.

1.5. Tlpunoxenune 2 x Ilpukasy nomosHuTh noamyHkramu 4.3.13., 4.3.14.,,
4.4.24.-4.4.29.,4.5.13. —4.5.18. B ciienyrouen pelakLuu:

«4.3.13. Tlpu npoBeneHHH OKCHEPTU3Bl PEECTPOB OTIYIUEHHEBIX pELENTOB
BrpaBe 3anpocuth y I'VII PK «KpsiM-®apmanus» IONOIHUTENBHBIE NOKYMEHTHI
1/vii HHPOpMAIUIO, HEOOXOJUMBIE U1 TPOBEPKH, B TOM YHUCJIE B 3JIEKTPOHHOM BHJIE,

4.3.14. OcyuiecTBuseT perucTpalyio, Y4YeT, XpaHEHHUE AaKTOB 3KCIEPTH3EI
pEeecTpoB OTIYILLEHHbIX PELEITOB;

4.4.24. B cpok mo 10-ro yucna kaxaoro Mecsua gopMupyer 4 nepenaer B I bY
PK «KMMAILl» peecTpsl OTIYIIEHHBEIX PELIENTOB B 3JIEKTPOHHOM BHAE MO ¢GopMe B
cooTBeTcTBUU C [lpunokeHueM 4 x HacTosleMY IMpHUKa3zy ¢ Y4E€TOM AECHCTBYIOLLErO
3aKOHOJIaTeNIbCTBA B YaCTH 00pabOTKH, XpaHEHUs U Nepelady IepCOHANIBHBIX AaHHBIX;

4.4.25. Tlpu nomyuenuud unopmauuu ot I'bBY PK «KMHAL» o Hamuuuu
OLIMOOK B peecTpe OTIYIIEHHBIX PEeLelTOB B TEHEHUH TpeX pabourx AHEH UCIpaBiseT
omunbku u nepenaer B I'BY PK «KMHALI» ucnpaBieHHbIE peecTphl OTIIYLIEHHBIX
peLenToB B 3JeKTPOHHOM BHIe MO (opMe B COOTBETCTBHH C IIpuioxeHueM 4 K
HacTOSIIIEMYy TIpUKa3zy C Y4YETOM JeHCTBYIOLIEro 3aKOHOJAATENbCTBA B 4YacTH
06paboTKH, XpaHEHHUs U Nepenayy NepCOHaNbHBIX JaHHBIX;

4.4.26. Ilpu nonyyenuu unpopmanuu or 'KY PK «KpemM3npas» o Hamuuuu
oKOOK B peecTpe OTIIYIICHHBIX PELENTOB B TEYEHUH TpeX pabouux IHEH HUCIpaBIsSeT
ommbku u mnepemaer B [KY PK «KpeiM3gpaB» peecTpsl OTIIYIIEHHBIX PELIENITOB
(mpoHyMepoBaHHBIE, COPOLLIOPOBaHHEBIE), B TOM YHCJIE B JIEKTPOHHOM BHUAE IO HOpMe
B COOTBETCTBHH ¢ IIpuyioxeHnem 4 K HacTosLIEMy NPHUKa3y C Y4ETOM AEHCTBYIOLIETO
3aKOHOJATEJIbCTBA B YaCTH 00pabOTKH, XpaHEeHUs U Niepe/ladl IepCOHANIBHBIX JaHHBIX;

4.427. Tlpu nonydyenun 3ampoca ot [KY PK «Kpemmsapas» u I'bY PK
«KMHUAIL» 0 He0OXOJUMOCTH IPEIOCTABIEHUS JOTIOJIHUTENBHBIX TOKYMEHTOB H/HIH
HHQOpMAIUK, HEOOXOMUMBIX AN IPOBEACHHUS IIPOBEPKH PEECTPOB OTIIYIIEHHBIX



PELIENTOB MPeNOCTaBiseT 3alpallliBaeMyl0 HHGOPMAlHUI0 B CPOKH, YKa3aHHBIC B
3anpoce;

4.4.28. Pyxoomutens I'YII PK «KpeiM-QapManusa» HeECeT NEPCOHABHYO
OTBETCTBEHHOCTh 3@ JIOCTOBEPHOCTb MpPENCTAaBICHHBIX JaHHBEIX B  PEECTpe
OTIYIIEHHBIX PELENTOB;

4.4.29. OcyluecTBIsi€T KOHTPOJIb OCTATKOB JIEKAPCTBEHHBIX IIPENapaTos,
MEIULMHCKUX H3IENHH M CHeUHATH3UPOBAaHHBIX MPOAYKTOB JieueOHOro MHUTaHUs,
3aKyIUIGHHBIX H/MJIM TOCTaBJIEHHBIX 3a CYeT CpPeACTB pPErvOHaJIbHOIO WU
benepasbHOrO OrOXKETA, aHAIU3 UX PACXOJOBAaHUS IO UCTEYEHUS CPOKOB FOIHOCTH,
CBOEBPEMEHHOE paclpefelieHde C  (QOpPMHpPOBaHHEM pa3HaApsAOOK ¢  LeJbIo
palOHAJILHOFO MMPUMEHEHHS.

45.13. B Teuenune mnaTu pabounx [AHEH C JAaThl IIOJYYEHHS pPEECTPOB
ornyweHHbIX peuentoB oT ['YII PK «KpeimM-®apmanusy ocyliecTBISIET IKCIEPTH3Y
NpeCTaBJIEHHBIX PEECTPOB OTIYLIEHHbIX PELENITOB;

4.5.14. Tlpu npoBeaeHUU OSKCIEPTU3bl PEECTPOB OTIYIUEHHBIX DPELIENITOB
pOBEpSeT COOTBETCTBUE [AHHBIX, IPEICTaBICHHBIX B pEECTpe OTIYLIEHHBIX
pELEITOB, B YaCTH HAJIMYUS IpakxJaHWHA B PErHCTpe OTAEIbHBIX KaTETOpUH rpaXKaaH,
HMEIOIINX TMpaBO Ha JIBFOTHOE JIeKapCTBEHHOe o0ecledeHde, HalIW4ydsg Bpada
(benpomepa) B peructpe Bpadei  (¢enpAmiepoB), COOTBETCTBHE  (akTa
00eCrieueHHOCTH MalUeHTOB B ENWHON MeOUIMHCKON HH(OPMALMOHHOM CHCTEME
3npaBooxpaHeHus Pecny6nuku KpbiM, cTaTyca peuentoB «OTOBapeH» U APYTroe;

4.5.15. Ilocne mpoBeAeHHs 3KCIEPTU3bl PEECTPOB OTIYILIEHHBIX PELENTOB U
yCTaHOBJIEHUs (PaKTa OTCYTCTBUS OIIMOOK yBEeNOMJISET NMUCBMEHHO O pe3yJbTaTax
skcnepTusbl [ KY PK «Kpeimzapas» u I'YII PK «KpsiM-®apmarusn»;

4.5.16. ITognuceiBaeT akT 3kcnepTU3bl cornacHo [Ipunoxenuro 5 K HacTosIEMY
nprKasy B TpeX OK3eMIUlspax M mepenaer mnoamnucanHele aktel B [KY PK
«KpriM31paB»;

4.5.17. Tlocne mnonyuenus ot I'YII PK "Kpemm-®apmanus" peecTpoB
OTMYyLIEHHBIX PELENTOB ¢ YCTpPaHEHHbIMM OIIMOKaMH MPOBOAUT IOBTOPHYIO
9KCIIEPTHU3Y PEEeCTPOB OTITYIIEHHBIX PELENTOB B TeUeHHe MATH pabouux AHEeH U
MOJIMUCHIBAET aKT AKCIepTU3bl coriacHo [IpunoxkeHuio 5 Kk HacToflleMy NpUKa3y B
TpeX dK3eMIuIsipax U nepeaaet noanucansble akTel B ' KY PK «KpbiM3apasy;

4.5.18. Ilpu mpoBeaeHUHN 3KCNIEPTU3bI PEECTPOB OTIYIIEHHBIX PELIENITOB BIpaBe
zanpocuth 'y ['YII PK «KprpiM-®apmauus» IDOMONHUTENbHbIE NOKYMEHTBl W/WUIH
MHpOopMaLMio, HeoOXOAUMBIE JIsl TPOBEPKH, B TOM YHCIIE B QJIEKTPOHHOM BHJE.».

2. KoHTpob 32 UCTIONTHEHHEM HACTOSAIIETO IMPUKApa OCTABIISIIO 32 COOOM.

Munucrp K. Cxopyncknuii



[Ipunoxenue 5 K npuKasy
MHuUHHCTEpCTBA 3ApaBOOXPAHEHHS
Pecny6uiiku Kpeim

ot 08.07.2016 Ne 1056

(B penakuuu Ipukaza MunucTepcTBa
3paBooxpaHeHus Pecybnuku Kpbim

ot «A4» F 2023 NeA4530)

AKT
(Ne axTa) (mata)

3KCNEePTHU3bI peeCcTpa OTNYILICHHbIX peuenToB

(YKa3aTh HAaUMEHOBaHHE peecTpa)

I'BY PK «KMHMAILl» mnpoBemeHa 3KCHEpTH3a peecTpa OTIYIIEHHBIX PELENTOB
(HaMMEHOBaHHUE peecTpa).
Bcero mpeabsiBieHO AJis1 3KCIEPTH3bI peuenToB Ha CyMMYy

[To pesynbTaTaM 3KCHEpTH3bl, NPOBEJCHHOW B COOTBETCTBHM C pPEMJIAMEHTOM,
YTBEP)KICHHBIM MpHKa3oM MuHHCTEpCTBa 3ApaBooxpaHeHus PecnyOmuku KpbiM OT
08.07.2016  Ne1056, ycTaHOBIEHO, YTO TNPEACTABJIECHHBIM peeCcTp  PELENTOB
COOTBETCTBYET:

®PETUCTPY OTHAENbHBIX KAaTeropHi TrpaxIaH, HMMEIOLUX [paBO Ha JIIOTHOE
JieKkapcTBEHHOE oOecredeHHe;

eperucTpy Bpaued (pempalepoB);

¢00€eCIeYeHHOCTH NallMeHTOB, CTaTyCy peLEenTa «0TOBapEH» U JAPYroe.

'KV PK «KpriM3apaB» NpoBe[eHa IKCIIEPTU3A PEECTPa OTIYHICHHBIX PELIETITOB
(HauMEHOBaHUE PEECTPa).

Bcero npeabsiBjieHO AJS 3KCHePTH3bI pelenToB Ha CyMMY

[lo pe3ynpTaTam »SKCIEpPTH3bl, NPOBEACHHOHM B COOTBETCTBHH C PETTIAMEHTOM,
YTBEPXKIEHHBIM IMpHKa3oM MuUHHUCTepcTBa 3ApaBooxpaHeHus Pecny6iauku Kpbim or
08.07.2016  Ne1056, ycTaHOBJEHO, YTO NPEACTABJICHHBI peecTp  pEUENTOB
COOTBETCTBYET:

® MEXIyHapOIHOMY HenaTeHTOBaHHOMY HaMEHOBAHHUIO, TOPrOBOMY
HaMMEHOBAHHIO JIEKAPCTBEHHBIX IMperaparoB, ¢opMe BBITYCKa, J03MPOBKE, (acoBKE,
KOJINYECTBY OTITYLLEHHBIX YIIAKOBOK.

elLIeHE TOCYIapCTBEHHOI'0 KOHTPAKTa U APYTOeE.

JAupexkTop JAupekTop
I'KY PK «Kpbim3apas» I'BY PK «<KMHAII»

(PHUO) (PHO)




