POCCHUICKASI ®DEJEPAIIASA
MHUHUCTEPCTBO 3IPABOOXPAHEHMSI KAJIMHUHI PAICKOU OBJACTH
NPUKA3

{5 05, 2019 roga Ne 356

r. Kanunuurpan

OG opraHu3anuu odecneyeHUs OTAEJbHBIX KATErOPHii rpaaaH
JIEKAPCTBEHHBIMH NpenapaTaMu, MeIHIHHCKHMH
H3JeJHSIMH H CIeNHATU3HPOBAHHBIMH NPOAYKTAMH JIe4eOHOro NUTAHHUS
na teppuropuu KannHunrpaackoi ob6aacru
M NPU3HAHUYA YTPATHBINHM cHIy npukas oT 04.05.2018 Ne 245

B 1ensx IOBBIIIEHHS KadecTBa OOecledeHHUs JIEKapCTBEHHBIMH IIperapaTamu,
MeTULIMHCKUMHU W3JeUsIMHA U CIELUATH3HPOBAHHBIME ITPOIYKTaMU Je4eOHOro MUTaHUs
OT/IENIbHBIX KATErOpHii rpakiaH, pyKOBOACTBYSCH cTaThaMu 15, 16 @enepaabHOro 3aK0Ha
or 21.11.2011 Ne 323-®3 «O6 ocHOBax OXpaHBI 3I0pOBbSl IpaxaaH B Poccuiickon
denepanuun», cratheir 6 3akoHa KanuHMHIpazcko# o0macTd OT 17.06.2016 No 538
«O 3npaBooxpanenwy B KanuHmHrpanckod obmactuy», Ilomoxenwem o MuHuCTEpCTBE
3apaBooxpaHeHuss KanwHUHIpajAckod  o0nacT, YTBEP)KIAECHHBIM —ITOCTAHOBJICHUEM
I[TpaButennctBa Kanuuuarpanckoit obxactr ot 11.05.2010 Ne 311, m p u k a 3 bI B a 10:

1. YTBepauUTH:

1) mnopsmox opraHu3alMyd  O0ECIEeUYeHUs OTAENBHLIX KATeropuh TpaxkaaH
JIEKapCTBEHHBIMHU TIperapaTaMy, MEIULIUHCKUMU U3JEIUSIMU ¥ CIEeNUATu3UpOBAHHBIMU
NpoAyKTaMu JiedeOHOro muTaHus Ha Teppuropuul KamvHMHIpaackod obmactu (nanee -
TIOPSIIOK) COTTIACHO MPUIIOXKeHUIo Ne 1;

2) monokeHHe O KOMHCCHH MUHHCTepCTBa 3IpaBooxpaHeHus KaauHUHIpaacKon

00JIacTH 110 KOHTPOJIIO 3a OpraHm3alueil obecredueHus OTHENbHBIX KaTerOpUil rpaxkaaH
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NeKkapCTBEHHBIMK IperapaTamy, MeIUIMHCKAMA M3IeUsIMA U Creldaiu3upOBaHHEIMA
PO yKTaMH J1eqe0HOTO NUTaH!s (nasee — MOJIOKEHHUE) COTTIACHO MPHIIOKCHUIO Ne 2;

3) cocTaB KOMHECCHM MHUHACTEPCTBA 3paBOOXPaHEHHS KajuHUHTPaICKO# 001acT
0 KOHTPOJIO 32 opranuzauyeil obecrnedeHus OTACTBHBIX KaTeropuil rpaxnaaf
NeKapCTBEHHBIMU MperapaTaMi, MeIUIUHCKAMY W3IeSIMA ¥ CIIeNMATi3pOBaHHBIMA
IpOyKTaMH fleyeGHOro MUTAHMS COrTIaCHO IPHIIOKCHUIO Ne 3 (masiee — KOMUCCHS).

2. JIo/WKHOCTHBIM JmuaM MuHHCTepCTBa 3/[paBOOXPaHEHNU KanuHUHTpaCcKoM
0GNacTH, PYKOBOMMTENAM TOCY/ApCTBEHHBIX KA3CHHBIX, GIOMKETHBIX ¥ aBTOHOMHBIX
MeIUIIMHCKUX OpraHu3alui KanvHUHTPaACKoi 0671acTi PyKOBOACTBOBATHCA TIOPSLIKOM 1
OJNIOXKEHUEM, YTBEP/KIEHHBIMU HACTOSIIMM [PUKA3OM HpPH oprauu3anuy 00ecreeHus
OTHEeNbHBIX KATEeropuil Tpax/aH JeKapCTBEHHBIMY npenapaTaMy, MEIMIUHCKAMU
3eNASIMH 1 CTIELAaTH3APOBaHHBIMY IPOAYKTaMH jedeOHOTro MU TaHU.

3. HauanpHuKy JierfapTaMeHTa IeKapCTBEHHOrO obecrieueHus ¥ UH(POPMAITMOHHBIX
texponoruit  D.H. DamankaeBy OpranusosBath noBeleHHe HacTOSAUIEro pHKa3a
J10 JIULL, IEPEYHCIIEHHBIX B IIYHKTE 2 HACTOSIIEro NprKasa.

4. Tlpuxaz or 04.05.2018 No 245 «O6 opranusaiuy obecredeHus OTACIBHBIX
KaTeropiil TpaXIaH JEKapCTBEHHLIMHU rperaparamy, W3IeIHAMA  MEJMIMHCKOTO
MpUMEHEHHS U ClIeLaTu3upOBatHbIMU [pOAyKTaMU JIe4eOHOr0 MUTAHUs Ha TePpUTOPHHY
KaapHuHrpaiCcKou 06nacm>§ TIPU3HATH YTPATHBIIAM CUILY.

5. Tlpuka3 BCTyNaeT B CHIy C JaThbl noj:mncaﬂﬂﬁ W TIOJIEKUT PasMEIICHUIO Ha
oUIMAIbHOM CcanTe MHUHHCTEPCTBA 3[PAaBOOXPaHCHHS KaHﬁHHHFpaJlCI<Oﬁ obnactu B
H}{(bOpMaIH/IOHHO—TeHeKOMMyHI'IKaHI/IOHH'OI‘/'I' cetr VIHTEPHET.

6. KOHT‘pOJ’IB 34 MCIIOJJHEHUEM HACTOANIEIO IIprKasa OCTaBJIAIO 3a co0ofii.

MuHHUCTP | A JO. KpaBueHKO



[TPUJIOXEHUME Ne 1
K [IPUKa3y

MunuCTEpCTBA 3IPaBOOXPAHEHUS
Kanmuuunrpanckoit obnactu
or«45» ©F 2019 roxa Ne 336

HOPAIJOK
OpraHu3aluu obecnevYeHns OTAeJbHbIX KAaTeropuid rpaskaan
JeKAPCTBEHHBIMHU NPENapaTaMu, MeAHIHHCKHMH H3AeJUAMH |
M CNIeNHAJIHM3HPOBAHHBIMH NPOAYKTAMH J1e4e0HOr0 NUTAHUS |
Ha TeppuTopuu Kanununrpaackoii o61acTu |

1. O0uue moJ1osKeHUs!

1.1. Hacrosimit Ilopsmok perynupyer Bopocsl 0becredeHus rpaxk/ias, NMEIOLIUX

B COOTBETCTBHU C 3aKOHOIATeNbCcTBOM Poccuiickoii @enepaumn u KanuHuHrpaackoi

‘ \
obmacTu I[IpaBO Ha OecruraTHOe oOecIieyeHue I10 penentaM Bpa4deu JIECKapCTBEHHBIMHU

InperaparamMu, MEIHUIHUHCKHUMHU HW3OCIIUIMU U CIIeIaJIN3UPOBaHHBIMH HpOTZ[}/KTaMI/I

JIe4eOHOro MUTAHUS.

1.2. CyOpexTamMu, OpraHU3yIOLUIMMH U OCYIIECTBISIOIUAME 00eCIIeYeHUe OTIETbHBIX
|

KaTeropuil rpaxkaaH, sBIISTFOTCS

1) MuHucTepcTBO 3ApaBOOXPaHEHUS Kanuaunarpaackoii
(manee — MUHHCTEPCTBO);

2) rocynapcTBeHHOEe KaseHHoe yupexuenue «Kanmuumrpagckas ¢

(apmaneBTHUecKas kommarusmy (nanee — KOOK);

‘ Il
3) MEIUIUHCKHE OpraHHu3allui, BBIIIHCEIBAIOIIINE peUenThl Ha JIEKapCTBEHHBIC
| ‘

cpeactsa (nanee — MO);

| ‘
4) allTCUHbIE€ OpraHu3aliyi — AallT€KH, alTeyHbIe IIYHKTBI, SBJIAIOIIUECS

CTPYKTYPHBIMH IOAPA3ACIICHUAMU MEOUITHTHCKHIX opraﬂnsaunﬁ, OCYIHGCTBHHIOH_U’Ié OTITYCK

JIEKAPCTBEHHBIX CPEACTB OTHETbHBIM KAaTEerOpHsAM TIpaXJaH [0 pelenTam
OecmiaTHO (Janee — anTeYHbIE OPraHU3aLuH] ).
1.3. OcHOBHEIE TEPMUHEI U OTIPEENEHNUS, UCTIONb3yeMble B HacToseM 1o

1) oTHenbHBIE KAaTErOpuy IPaXkIaH:

|
obnacTu

GacTHas

P

Bpayen

SAOKE!
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\
|
a) rpaxjaHne, BKJIFOUEHHBIE B PETrHOHAJIEHBIM CEIMCHT CDeJ:[epanbﬂoro perucTpa r’lI/IH,

MMEIONMX ~ [paBO Ha  TOJNy4eHHe  IOCYIapCTBEHHOH COLIMAJIbHON

o |
(ﬂanee = (DenepanLHbm peFI/ICTp), M He O0TKazaBlIMeCs OT IIOJYy4YCHUs COLMaIbHOHU YCJI}‘/

NpeLycMOTpeHHOM myHKTOM 1 yactu 1 craThu 6.2 ®enepallbHOrO 3aKOHA OT

No 178-®3 «O rocynapCTBEHHOH COLHANBHOM ITOMOLIM;

6) rpaxmgane, BKiodeHHsle B DelepalbHBIH PETMCTP JIMI, CTPAAAIOLIHX
KU3HEYTPOKAIOMIUME U XPOHMYECKUME IPOIPECCHPYIOIAMI  PEAKIMH (opdanHBIMH)
|

|
3a60HeBaHI/IHMI/I, NPUBOIAIIMMHA K COKpaIlleHH1o IPOAOKUTEIbHOCTH XHU3HU T pa;w:[aH

HNX UHBAJIMIHOCTH,

B) rpaxjaaHe, BKJIIOYCHHEIC B (DeﬂepaJIBHBIfI PETUCTP JIKL, OOJIBHBIX FEM(

MyKOBHCIIUI030M, TI'MIO(QU3APHBIM HAHM3MOM, oone3up0 lome, 3i0Kaded

HOBOOGPa30BaHUAMU JUMAOUIHOK, KPOBETBODHOH M  POACTBEHHBIX UM
pAcCesHHBIM CKJIEpPO30M, JIMI[ [0CIe TPAHCIVIAHTALMHE OpraHos M (uiH)

FeMOJIUTUKO-YPEMUYECKUM ~ CHHJIPOMOM, MyKOIIOJIHCaxapusio3 I, I u V

IOHOIIIECKHM apTPUTOM C CHUCTEMHBIM Ha4alIOM;

F) rpaxjaane, HMEIOIUe IpaBO Ha OecIiaTHOE [IOJIy4YCHHUE JIEKap

mpenapaTos, MEIUITUHCKUX I/IB,ZIGJII/Iﬁ A CIECIUAIU3UPOBAHHBIX IIPOAYKTOB|

o o | |
OMTAaHUsS B COOTBETCTBHH ¢ mocraHosienueM Ipasutenbeta Poccutickoit Deaepatiu
30.07.1994 Ne 890 «O rOCYZapCTBEHHOW MOIJIEPIKKE PA3BUTHA METUIIMHCKO
NPOMBIIUIEHHOCTH M yIydYlleHHs —obecriedeHus — HaceleHus M yHPEHJICHH

31paBOOXpaHCHU JIEKapCTBEHHBIMHA cpencTBaMin u U3 ACIIUAMHU MEAUIINMHCK

Ha3z3HA4YCHUA»,

2) 3asBKa:

a) 3as1BKa MeIMIMHCKON opragusanuy — popma, 3aIloHEHHAs B ONICKTPOH
¥ Ha GyMakHOM HOCHTeNe, cojepxamas B cee HHQOPMAIIMIO O HauMel

JO3HUPOBKAxX, (’popMax BBIITYCKA, (I)&COBKG N KOJIMYECTBE JICKAPCTBEHHBIX np

MEIULIMHCKAX M3LENUsSX, CIEeLUaIU3UPOBaHHBIX IMPOIYKTaX J1e4eOHOTO
HeoOXOMUMBIX JJIS obecreueHyst OTIeIbHbIX KaTeropui TpaXiaH;

6) cBojHas 3asBKa MUHHUCTEPCTBA 3PaBOOXPAHEHHS KanuHUHTpagcKOM

5TO YTBEpXIACHHas 3asBKa, coCTaBjIeHHasd Ha OCHOBaHUM 3asdBOK MG
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opraHusanuii, opmupyemas B 3I€KTPOHHOM BHJIE M Ha OyMa)KHOM HOCHUTEIIE, COIEPIKA

MHPOPMALIMIO O HAMMEHOBAHUSX, HO3MPOBKaX, GopMax BBITYCKa, (GacoBKe U KOJIMYE
i

JIEKAPCTBEHHBIX MIPENapaToB, MEJULIUHCKIX U3AENHUIX, ClENUATU3UPOBAHHBIX TPOLY

|
JIeueOHOro IMUTaHUs HCO6XO,Z[I/IMI>IX JJIA obecrieueHus OTAEIbHbBIX KaTel"OpI/Iﬁ rpaxxiaH

3) peructp — WUMEMOIUH MPaBOBOE 3HA4YEHUE ITOTHBIA OQHIMATbHbIA

(GU3HUECKUK JIUII, MPOIIEAINX YCTaHOBIEHHYIO IPOLELYPY PEriCTpanyy U BHECEH

pErucTp, MOATBEPKIAIONIYI0 (YCTaHABIMBAIOUIYI0) MX IIpaBa M OOS3aHHOCTI

onpeﬂeneHHoﬁ CHCTEME OpraHu3alluOHHO-IIPABOBBIX OTHOMGHHﬁ;

4) peecTp — COBOKYIIHOCTh HEPCOHU(DULIUPOBAHHBIX YYETHBIX JAHHBIX

OIpelIeIeHHBIN TepUOL;

5) Acynon «M-AnTekay — KOMIUIEKC IIPOTPaMMHBIX CPEICTB Ul OOecreys

I/IH(bOpMaHI/IOHHOI‘O BBaHMOHCﬁCTBHH CY6T)€KTOB, OpraHusyrommx MU OCYyIIeC]

ofbecrieueHne OTACTbHBIX KaTerOpUi IrpakaaH.

6) OTCPOYEHHBIH pelenT — JBIOTHBIA PELENT, 3aHECEHHBIH B KOMIIBIOTEp

CUCTEMY YyueTa, IPHHATHIA IIyHKTOM OTIyCKa Ha oOecledeHne JeKap

[penaparoM, MEIULHUHCKHUM HU3AEITUEM UIIH CIICHIHAIM3MPOBAHHBIM IMPOAYKTOM neue0s

IUTaHUs BPEMEHHO OTCYTCTBYIOIIIMM Ha MOMEHT O6paH_I€HI/IH JIBI'OTHHKA.

2. HazHayeHHe U BbINMCbIBAHUE JIEKAapCTBEHHBIX CPEACTB

2.1. B HeJIIX TOJIydeHHMs JICKAPCTBEHHBIX IIpEmapaTtoB, MEIUIMHCKHUX H3JCJIK

CIELMaTU3UPOBAHHBIX TPOMAYKTOB JIe4eOHOr0 IMUTAHMs II0 COOTBETCTBYIOII
JIEFOTHOTO 00€ecIeueH s TpaXkIaHuH o0palaeTcs B MEAUIIMHCKYIO OPraHUu3allni
YKUTEJIHCTBA MU CIIEIIAATN3UPOBAHHYIO MEAULIMHCKYIO OPTaHMU3AI|I0 COTTIaCHO
3a00JIeBaHMsI, KOTOpasi OKa3bIBaeT MEPBUYHYIO MENUKO-CAHHUTApPHYIO ITOMOIIb
TEPPUTOPHATLHON TMPOrpaMMBl TOCYIApPCTBEHHBIX TapaHTHH OeCIIaTHOro
rpakaaHaM MeTUITMHCKON moMoy B KanuHuHrpaackoi o0aacTy.

2.2. I'lpu nepBUYHOM OOpAIIeHUH B MEIALIMHCKYIO OPraHU3aLMIO B IETIAX I
pelenToB Ha JbrOTHOE ObecreueHne rpaXaaHuH IIPeIbsBIIsSET:

1) nnist metelt mocie rocyJapCTBEHHOM PErUCTpallii POXIAEHHUS U 10 Y€Th

JIeT, SBISIONIMXCS TpakaaHamMu Poccuiickoit ®enepanuu:
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- CBUJIETEJILCTBO O POXKJIEHUY;

- JOKyMEHT, YOCTOBEPSIOILUYI JIMYHOCTh 3aKOHHOI'O IpeCTaBUTENs peOeHKa;

- IIOJIUC 00SI3aTENIBHOT0 MEUIIMHCKOTO CTPaxOBaHUs peOeHKa,; |

2) mnis rpaxaan Poccuiickoit @enepariyiy B Bo3pacTe YeTHIPHAIIIATH JIET U CTapIIIe:

- macnopt rpaxzaaHuHa Poccuiickoii denepanuu Wid BpeMEHHOE yIOCTOBEPEHHE
JMYHOCTH TpaxkaaHuHa Poccuiickoii Denepanuy, BbIaBaeMoe Ha Nepuoj]; ohOpMIIeHHS
nacropra;

- IIOJIUC 00SI3aTENEHOTO MEIUIIMHCKOTO CTPaXOBaHHS;

3) NOKyMEHT, IOATBEP>KAAOIINH IPUHAUIE)KHOCTH K KATETOPHUH TPy IaH, UMEIOIINX
npaBo Ha OecrulaTHOe obOecleueHHe JIeKapCTBEHHBIMU IIperapaTaMu, MeIULUHCKUMU
U3JENUAMU U CIIEUATIN3UPOBAHHBIMY IPOAYKTAMH JIeUeOHOr0 MUTAHNS,

4) crpaxoBO€ CBHJETEIBCTBO TOCYHApPCTBEHHOTO IEHCHOHHOTO CTPaxOBAHHS
(CHUJIC);

5) BBIIMCKY W3 MEIULMHCKUX JOKYMEHTOB, IOJATBEPXKIAIOUIYI0 HAIUYHE
3ab0jeBaHys, [Aloero IpaBo Ha OecmuiaTHoe OOecIeYeHre JIEKapCTBEHHBIMH
npernapatamMy, MEIUIMHCKAMHA HM3JENUAMA M CHENHaTU3UPOBAHHBIMU [IPOAYKTAMU
J1e4eOHOro MUTaHMUsL.

2.3. Hasnauenue ¥ BBINMCBIBAHUE JIEKAPCTBEHHBIX IIPENapaToB OCYIIECTBISETCS B
COOTBETCTBHHM C IIpHKa3oM MuHKCTEpCTBa 30paBooxpanenus Poccuiickoit @eneparym or
14.01.2019 Ne 41 «O6 yTBepK/IeHUU IOPSOKa HA3HAUCHUS JIEKAPCTBEHHBIX MIPENaparos,
(opM penentypHbIX OJAaHKOB Ha JIeKapCTBEHHBIE MpPEMapaThl, MOpAAKa O(OpPMIEHHS
YKa3aHHBIX OJIAHKOB, MX Y4e€Ta U XpaHSHHUS» JICYaIllUM BPavuoM, (eJIbIIIEPOM U aKyIIePKOil
(B ciyyae BO3JIOXKEHHUs HAa HUX IIOJHOMOYHH JIeYallero Bpaya B IOPsKe, YCTAHOBIECHHOM
npukazoM MuUHHCTEPCTBA 3ApAaBOOXPAHEHHsS M COLMANBHOTO pasBUTHUS POCCHICKOM
®enepain ot 23.03.2012 Ne 252H «O6 yrtBepxkaenuu Ilopsnka BO3NOXEHHS Ha
(hesp/IEpa, aKyIIepKy PYKOBOAHMTENEM MEAHMLMHCKON OpraHW3alldd MPM OpraHU3alliu
OKa3aHMM OKa3aHUs NEPBUYHOW MEIMKO-CAHMTAPHOM ITOMOIIM W CKOPOH MeIULIMHCKOMN
TIOMOIIM OTAENBHBIX (QYHKIMH Jeyallero Bpada [0 HEMOCPEACTBEHHOMY OKAa3aHHIO
MEJMLIHCKON TIOMOIIY NALMEHTy B IEPHOJ HAONIOIEHHs 3a HUM M €ro JICUSHHUS, B TOM

4UCJI€ II0 Ha3HAYEHUIO M IPHUMEHEHUIO JIEKapCTBEHHBIX TMpErapaTroB, BKJIKOYas



HAPKOTUYECKHE  JIGKAPCTBEHHBIE IIpenapaTbl M I[ICUXOTPOIHBIE  JIEKAPCTBEHHBIE
Npenapartel», 1 UMEIOLINX IIPaBO Ha BBIIKCKY JBIOTHBIX PEIeNTOB (Ianee — MEAULIMHCKHIE
pPabOTHUKH).

2.4. Peuent Ha JeKapCTBEHHbIE [PENaparhl, MEIUIMHCKAE W3IEIUsS U
CNIELMAIM3UPOBAHHbIC MTPOAYKThI J€4eOHOr0 MUTAaHUS MOXET OBITh MOJyYeH MalMeHTOM
UJIA €r0 3aKOHHBIM MPE/ICTABUTENEM.

2.5. MemnuyHckue pabOTHMKM — BBINKCHIBAIOT — DENENTHl  TpaaaHaM  Ha
JICKapCTBEHHbIE NIPEnapaThl, MEAULUHCKUE U3AEIHS M CHEeLUATU3UPOBAHHEIE [TPOLYKTHL
JICYeOHOr0 MUTAaHUs IJIsl JBITOTHOTO NOIYYEHHs! B MOPSIKE, yCTAHOBIEHHOM MPUKA3aMu
Munucrepcrsa 3apaBooxpanenus Poccuiickoit ®enepaimm, B paMKax —IepedHeil
JIEKApCTBEHHBIX IPENapaToB, MEIUIMHCKAX U3AEIHMH U CIEIMATH3UPOBAHHBIX [POLYKTOB
JIe4yeOHOro MHUTAHMs, YTBEPXKAEHHBIX MO JBIOTHBIM IporpammaM (nanee — Ilepedn) c
UCIIOJIb30BAaHMEM  CIICLIMATM3UPOBAHHOIO  mporpammHoro  mpoxaykrta ACYJIOH
«M-AnTekay.

Otmyck JIEKapCTBEHHBIX [Ipenaparos, MEULIUHCKUX U3 u
CIIeLHaIM3UPOBAHHBIX MPOJAYKTOB JIEUEOHOTO MUTAHUS 0 PELENTaM, HE BBEICHHBIMU B
ACYJIOH  «M-Anrteka»  3ampemjaercs.  MeJUUMHCKAE  OpPraHW3alUH  BEAYT
ABTOMATH3UPOBAHHBIM  [EPCOHMUIMPOBAHHBIA y4eT BBINMCAHHBIX PELENTOB [0
IIPUKPEILIEHHOMY HaCeJIeHHIO.

2.6. 3anpenaeTcs BBITUCHIBATE PELIEITEL:

1) mpu OTCYTCTBHM MeIUIMHCKUX MTOKA3aHHIA;

2) Ha JIeKapCTBEHHBIE MPEapaThl, MEIULUHCKUE U3/ENNs U CHeLHUaTU3HPOBAHHbIE
MPOIYKTBl JIEYEOHOTO INHUTAHHUSA, KOTOPBIE B COOTBETCTBMH C HHCTPYKLMEH M0
MEIUIMHCKOMY MPUMEHEHHUIO HCIIOIb3YIOTCS TONBKO B MEIUIIMHCKUX OPraHU3aLMAX U He
MOJJIEXKAT OTITYCKY HaCelleHHIO;

3) Ha JeKkapCTBEHHblE MperapaThl U CIELUATU3UPOBAHHEIE NMPOLYKTHI JEUeGHOrO
[IUTaHWUS, HE 3a4BJIICHHbIE MEIUIUHCKAMU OpTraHU3allMsIMH W HE BOIISANIHE B
YTBEPIKICHHYIO CBOAHYIO 3a1BKY MUHKMCTEPCTBA, 32 HCKIIIOUCHHEM CIIyYaeB, YKa3aHHBIX B

myHkre 2.10 HacTosero [Topsaxa.
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4) Bpimucka peLenToB IO MporpaMme MEAMLIMHCKOM OpraHu3alyeil IoJDKHA
OCYIIECTBJISITBCSI C y4YyeTOM 3alucell B KapTe ydyera OTIycKa TIpaxIaHUHa
(mpuka3z Mun3zapasconpazsutus Poccuiickoir ®@epepanuu ot 14.03.2007 Ne 169
«O6 ytBepxxaenuu yuetHor hopmser Ne 030-11/y «Kapra rpaknaHuHa, UMEIOIIEero MpaBo Ha
MoJy4eHue Habopa COLUaIbHBIX YCIYT, 10 YUeTy OTITyCKa JIEKaPCTBEHHBIX CPEACTBY ).

Beinucka HOBOro pelenta MalKdeHTy, IPU HalWM4hUd HEoOECIIEYeHHOI'O peLenTa,
IPUHATOrO HAa OTCPOUEHHOE OOecreueHue anTeyHol opraHu3alyeil, He 1eyecoodpasHa.

IIpy NOCTYIUIEHWU B alTE€YHYIO OPIraHU3alldI0 HOBOIO pelenTa Ha aHaJOTUYHBIN
npenapar, MEOUIMHCKOE U3JeNhe WIM CHelUaTIU3UpPOBAHHBIM MPOAYKT JieueOHOTO
IUTAHUS, CTOSLIMM Ha OTCPOYEHHOM OOECIIeUeHUH, NPEeKHUM pelenT BO3BpAIlacTCs B
MOJUKJIMHUAKY MO aKTy C IIOMETKOM «pellenT 3aMeHeH Ha HOBBIH, BBIIHCAHHBIN
TOJUKIMHUKOWY» C yKa3aHUEM JIaThl BHITUCKKA HOBOTO pelernTa.

Hanuuue Ha 0TCpoueHHOM obecreueHuH ByX U Oojiee perenToB Ha aHAJOTHIHBIN
npenapar, MEIUIIMHCKOE U3/IEIHe WX CTIeLUaTU3UPOBAHHbIN IPOAYKT J1eueOHOr0 MUTaHUs
Yy OZIHOTO ¥ TOTO )K€ MallUeHTa He OILyCTUMO.

2.7. PeuenT BHINMCHIBAETCS MEIULMHCKMM pabOTHUKOM B JBYX sKk3eMIuispax. C
OJTHUM 9K3eMIUISIPOM MaIlMeHT oOpaIiaercs B aTeUHyI0 OpraHU3allkio, BTOPOH dK3EMIUISIP
perienita mpuoOIIaeTes K MEAUIIMHCKON KapTe MalkeHTa.

2.8. Has3naueHnwe u BBIIUCKA pPEIENTOB Ha JIEKAPCTBEHHBIE IperapaThl
OCYLIECTBJISIETCS MO  MEXIYHapOAHOMY  HEMaTeHTOBAaHHOMY  HaWMEHOBAHHIO
(manee — MHH), unu rpynnupoBOYHOMY HalMEHOBAHHIO JIEKAPCTBEHHOIO Ipernapara, He
umeromero MHH, unn xomMOnMHaIuy 1eKapCTBEHHBIX MIPETapaToB, UCIIOIb3yEeMBIX B LIEJIAX
00BEMHEHUS UX B IPYyIILy 0] €IMHBIM HAUMEHOBAHUEM HCXO/IS U3 OJJMHAKOBOI'0 COCTaBa
JEACTBYIOIIMX BEIIECTB. 32 UCKIIOYEHUEM CIyyaeB, YCTAHOBJIEHHBIX YacThiO0 5 cTaThu 37
@epnepanbroro 3akoHa oT 21.11.2011 Ne 323-03 «O6 ocHOBax 0XpaHbI 310POBbS TPayKIaH
B Poccuiickoii @enepaium». B ciygae o6ocHOBaHHOW HEOOXOMUMOCTH (IOKYMEHTAILHO
IOATBEP)KAEHHOMN ) — I10 TOPTOBBIM HAUMEHOBaHUSM.

2.9. MenuuuHckuii pabOTHUK TpU Ha3HAYEHHH JIEKAPCTBEHHOTO Iperapara,
CTIELIMaTM3UPOBAHHOIO MPOAYKTa JIe4eOHOrO MUTAHUS HMMEET ITPaBO BOCMOJIB30BATHCS

peKoOMEHJallUsIMHA Bpaqeﬁ — KOHCYJIbTaHTOB (beﬂepanbmﬂx MEIUIIMHCKUX OpFaHHSaHHfI,
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peleHusIMA BpaueOHbIX KOMHCCHH MEIMLIMHCKUX OpraHu3alMii paHee OKa3blBaBIINX
MeIUIMHCKYIO TIOMOIIb 10 COOTBETCTBYIOIIEMY MPOQUITIO 3a001eBaHKs UK 000CHOBAHHO
MX OTKJIOHHUTb.

2.10. Ha3sHaueHue ¥ BBINKMCHIBAaHWE JIEKAPCTBEHHBIX IIPENapaToB I10 PELIEHUIO
npouIbHON BpayeOHOM KOMHCCHM IPOM3BOIUTCS B ClydasX MHIAMBHIYalbHON
HENePEHOCUMOCTH (MIMOCUHKPA3UH), a TaKKe OTCYTCTBUH TEpaneBTUYecKOro 3ddexra
IpY TPUMEHEHUH JIEKapCTBEHHOTO Ipernapara, OATBEPXKACHHBIMU KapTOU-U3BELIEHUEM
WM 110 YKU3HEHHBIM IOKa3aHUsIM (C JAeTaJbHBIM ONKCAHMEM) B COOTBETCTBUU C YACTBHIO
5 crateu 37 ®@enepanmpHoro 3akoHa oT 21.11.2011 Ne 323-@3 «OO0 ocHOBax OXpaHBI
3M0pOBBsl TpaknaH B Poccuiickoil ®enepauuu» U B COOTBEICTBHM C II. 5 IpHKasa
PocsnpaBaagzopa ot 15.02.2017 Ne 1071 «O6 ytBepxkaenun Ilopsaka ocylECTBIEHUS
bapmakoHaa30pa».

2.11. Pemenue mpoduibHONW BpaueOHONM KOMHUCCHMM IIO BOIIpOCAaM, yKa3aHHBIM B
nyHkte 2.10 Hacrosimero Ilopsnka, GukcupyeTcss B IIPOTOKOJIE 3aceaHusl, KOTOPbIA He
mosaHee 5 pabounx JHeN co THS, CIeIYIOIero 3a JHEM IIPUHATHS IPOQHUIBHON BpauyeOHOM
KOMHECCUEH pellieHus1, HarpasisieTcss B MUHUCTEPCTBO.

2.12. Tlpu BBIMUCHIBAHWH JIEKAPCTBEHHBIX IPENapaToB M0 PELICHUIO MPOQHIBLHOM
BpayeOHON KOMHCCHH Ha 00OpOTe pelernTa W KOMUU pelenTta cekperapeM NpoQUIbHON
BpaueOHOW KOMMCCHH MPOU3BOIUTCS 3alUCh C yKa3aHUEM AaThl U, IpU HAJIWYUU HOMEpa,
MPOTOKOJIa MPOPUIBHONH BpaueOHONH KOMHUCCUHM. 3allMCh Ha peleNnTe U KOMUHU pelenTa
3aBepseTCs MOIUCHIO MpejicenaTesis NpoduIbHON BpaueOHOM KOMUCCHMU.

2.13. B ciyuasix Bble3ga TpaK[JaH, IOCTOSHHO IPOXKUBAIOIIUX Ha TEPPUTOPUU
KamwauHrpaackoi obnactu, 3a npenensl KanuHuHrpaackoi o01acTy, a Takke Bbl€3/a Ha
CaHaTOPHO-KYPOPTHOE JiedeHue B Iipeenax KammHuHrpaackoit 001acTu, pu XpOHUYECKHUX
3a00JIeBaHUSIX MEIUIMHCKAM pPabOTHUKOM MOTYT OBITH BBINIMCAHbBl JIEKAPCTBEHHBIE
npenapatbl, MEIUIMHCKHAE H3IeNUs MU CIeHUAIM3UPOBaHHbIE IPOAYKTHl Je4eOHOTro
NUTaHUs Ha Kypc JiedeHHs 0 TpexX mecsieB. Ha penenrtax MeIWIMHCKUM PaOOTHUKOM
craBuTCcs oTMeTka «Bwie3n 3a mpenensl KanunuHrpanckod obnactu» unu «Bbele3n Ha

CaHaTOPHO-KYPOPTHOE JIEUECHUEC)).
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2.14. KoHTposib 32 000CHOBAHHOCTHIO HA3HAUYEHUS MEAMLMHCKUMHU PaOOTHUKAMHU
JIEKapCTBEHHBIX CPENCTB, MEAMLMHCKUAX U3JIEIUM, CIEeLUATA3UPOBAHHBIX IPOLYKTOB
ne4yeOHOrO THUTAaHUS W TPABUIBHOCTH WX BBHINHMCHIBAHMS BKJIIOYAET TPH YPOBHS H
OCYLIECTBIISIETCS B CIIEAYIOIIEM MOPSIKE:

1) Ha mnDepBoM YpOBHE — PYKOBOJUTEISIMU CTPYKTYPHBIX IOJpa3esIeHUM
MEIUIUHCKUX OpraHU3alu;

2) Ha BTOPOM YPOBHE — KOMHCCHSMH MEIMLUHCKUAX OPraHU3aIMid MO MPOBEPKE
O0DOCHOBAHHOCTH Ha3HAYEHUN U IPaBHJIBHOCTH BBINMCHIBAHUS HA OCHOBAaHWM IOPSJIKA,
YTBEPKIEHHOTO PYKOBOJIMTEIEM MEIMIMHCKOM opranmzanuu (manee — Komuccus
MEJULIMHCKON OpraHu3aIlim);

3) Ha TperbeM YypoBHe — Kommccueldk MuHHCTEpCTBA —31PaBOOXPAHEHMUS
KanunuHrpaackoi o0jacTH MO KOHTPOJIIO 3a OpraHu3alMed oOecrieueHus OTAEIbHBIX
Kareropull rpaxzaas (nanee — Komuccust Munucrtepctsa).

2.15. KoMuccny MeTUIUHCKUX OpraHU3alii IpOBO/IST INIAHOBBIE IIPOBEPKH HE PexKe
1 pasa B 3 Mecs1a, a TAK)Ke BHEIJIAHOBBIE IIPOBEPKH IIPH IIOCTYIUICHHH JKalo0 U 0OpaIleHu
rpaxxaal. PesynbraTel npoBepok Komuccueidl MeIUIIMHCKON OpraHU3aui 0)OpMIISIOTCS
aKTaMH B Te4eHHe 3 pabouux JHeH co JHS 3aceTaHus KOMUCCHUH.

2.16. IIposenenue nposepok Komuccueit MuHUCTEPCTBa OCYIIECTBISIETCS HE Pexke
1 pasa B KBapTaj, B COOTBETCTBUM C IUIAHOM TMPOBEPOK, KOTOPBIM YyTBEPIKAAETCS
npeacenarenem Komuccuu.

2.17. Ilpu moctymieHun xanob u obpaiieHuil rpaxaan, Komuccus MunuctepcTsa
MOJKET OCYILIECTBIATH BHEIIAHOBBIE IPOBEPKHU METUIIMHCKUX OPraHU3aI|iA.

2.18. PesynbraTel NpPOBEPOK YYUTHIBAIOTCA IIPM  OLIEHKE  II0Ka3aTesei
pe3yNbTaTUBHOCTH (9(P(DEKTUBHOCTH) [JESITETBHOCTH MEIMIIUHCKHX pabOTHUKOB U

PYKOBOIUTENEH MEIUIIMHCKUX OpTraHU3aIlHi.

3. OTnyck ekapcTBeHHbIX NPeNapaToB, MEAHUIHHCKHX U3AeTHHi H
CNeUHaJIN3HPOBAHHBIX MPOAYKTOB JIe4eOHOr0 MHTAHMS

3.1. KOOK obecrneunBaeT OTIyCK JIEKApCTBEHHBIX MpENaparoB, MEIULMHCKUX

15691 (010707 00 CIICOHUAIM3UPOBAHHBIX ITPOAYKTOB Je4eOHOTO IIMTAHUS B COOTBETCTBUU C
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YTBEPXKJCHHBIMM 3asBKaMH MEIMUUHCKUX opraHusanuii. OTrpy3ka JeKapCTBEHHBIX
NpenaparoB, MEAMLMHCKUX H3JENHNA M CIELUAIU3UPOBAHHBIX IMPOAYKTOB JieueOHOro
MUTaHWs B alITEYHbIE OPraHU3aLMU IIPOU3BOIUTCS €KEHEIETbHO 110 UX 3aKa3aM.

3.2. AniTe4yHasi OpraHu3alysi OCyIIECTBIISIET:

1) aBTOMaTH3MPOBAaHHBIM IPEIMETHO-KOJIMYECTBEHHBIA YUeT NBMKEHHs (IPUXOL,
pacxol,  OCTaTKM)  JIGKAPCTBEHHBIX  MPENaparoB,  MENULMHCKUX  W3ZEJIHH,
CHeLUaTU3UPOBAHHBIX TPOIYKTOB JIeYeOHOTr0 MHUTAHHUS U NEPCOHU(DUIMPOBAHHBIA YUET
ABVKEHHUS PELIENTOB (IIOCTYNMBLINX, 00ECIIEYeHHBIX, He 00eCcIeueHHBIX);

2) KOHTpONb Ka4decTBA M CPOKOB TOJHOCTH JIEKAPCTBEHHBIX IIPENApaToB,
MEIWLUHCKUX U3ENUM U CHEIUAIU3UPOBAaHHBIX MPOIYKTOB JIEYUEOHOr0 MUTAHUS;

3) XpaHeHHME JIeKApCTBEHHBIX IperaparoB, MENMUMHCKUX M3OCIHH |
CNeMaM3UPOBAHHBIX TPOIAYKTOB JIeYeOHOro NMHUTAaHUS B COOTBETCTBHU C IpaBMIIAMH,
YTBEp)KIE€HHBIMH MUHHCTEPCTBOM 31paBooxpaHeHus Poccuiickoii Memepaliu u IpyrumMu
HOPMAaTUBHBIMU aKTaMHU.

4)  OTHyCcK  JIeKapCTBEHHBIX  IPENapaToB, MEIULIMHCKAX  H3JENUA |
CTIeLMATM3UPOBAHHEIX IPOAYKTOB JIeYeOHOTO IHUTAHUS TOJBKO I10 BLINMCAHHBIM B
ACYJIOH «M-AnTeka» perenrtam.

3.3. Anreunas opraHmsallisg B COOTBETCTBHHM C YKasaHHBIM B penente MHH
OTITyCKAaeT JIEKAPCTBEHHBIM IIperapaTr I0J TOPrOBBIM HaWMEHOBAaHHWEM, WMEIOIIUMCS B
HaJIMYMU 110 TOCYIapCTBEHHBIM KOHTPaKTaM, 3aKIIOYEHHBIM B paMKax roCyIapCTBEHHBIX
3aKyIIOK I10 JIBFOTHBIM ITPOTpaMMaM.

Ilpu oTKase rpakmaHMHA OT IMONYYEHHs, UMEIOIIErocs B alTeuHONW OpraHu3alliy
JIEKaPCTBEHHOTO IIpenapara KOHKPETHOTO TOProBOr0 HAUMEHOBAHUS, PELENT COTPYAHUKOM
alTeYHON OpraHU3allMy CHHUMaeTcs ¢ obOciykuBaHMsA. Ha oOparTHoOl cTopoHe perenta
COTPYAHMKOM aNTEeYHOW OpraHM3ali¥ CTaBUTCS OTMeTKa «OTIyCK JIeKapCTBEHHOIO
mpenapara He MPOMU3BENCH», yKashblBaeTCd IIPUYMHA, JaTa M ero MOJANUCH. I paxIaHuH
3aIlOJIHACT OTKa3 OT TIOJy4YEeHHs JIEKapCTBEHHOTO IpernapaTa B IIMCEMEHHOM BHIE IO
dopme, yCTaHOBIEHHOH pPYKOBOJMTENEM MEIMLMHCKOM OpraHM3alMM, KOTOPBIN
00513aTEJILHO COAEPIKUT CIEAYIOINE PEKBUUTHL:

1) HauMeHOBaHKE aNTeYHON OPraHM3aIl|H, B aJpec KOTOPOH IHUILIETCS OTKA3;
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2) ®.1.0., anpec mpo>kuBaHUsl IPaXJaHUHA, €70 3aKOHHOI'O MPEICTaBUTELS;

3) HaMMEeHOBaHHE JIEKapCTBEHHOTO Iperapara, sBIsSIOLIErocs MpeIMeToM 0TKa3a;

4) pary, JWYHYIO TOANUCh U PacIIM(POBKY MOANMCH TIpaJaHWHA, €ro
peICTaBUTEIS.

B ciydae oOTKaza OT 3amojHEHWs (GOpPMBI YyKa3aHHBIA (akT (QUKCUpyeTCs
YIOJIHOMOYEHHBIM COTPYIHUKOM allTedHOl opranusanyy. MHdopManus o CHATHH perernTa
¢ orcpouernoro obciyxusanus BHocurcst B ACYJIOH «M-Anrtekay.

3.4. TIpu oTITyCKe JIeKapCTBEHHBIX NIPENapaToB COTPYAHUKU alTeYHOM OpraHU3aum
HH(OOPMUPYIOT FPaXKAaH O CPOKAX X OCOOEHHOCTAX XpaHEHUs JIEKApCTBEHHBIX [IPErapaToB
B JJOMAIIHKAX YCJIOBHSX, O CITOCO0aX MPUMEHEHHUS JIEKapCTBEHHBIX IIPENapaToB.

3.5. B ciy4ae BpeMEHHOTO OTCYTCTBUS JIEKAPCTBEHHBIX IPENApaToB, MEIULIMHCKUX
U3LEIUHA U CleLMaIM3UPOBaHHBIX MMPOAYKTOB JIeYeOHOr0 NMUTaHKUs PELENT, NIPUHATEIA Ha
OTCPOYEHHOE 00CITY)KUBaHUE, XPAHUTCS B allTEYHON OpraHu3alluy.

AnTedHas opraHusanus B TeueHue 1 pabodero IHsS BBOAUT PELENT B 0a3y JaHHBIX
orcpoueHHsix perentoB B ACYJIOH «M-Anreka». Ilpy Hamuyuu JIeKapCTBEHHOT'O
rmpenapara, MeIUIUHCKOrO H3IENUs, CIelUaTU3UPOBAHHOIO IIPOXYKTa JIe4eOHOro Ha
ckiane KO®K, anTeunast opraHu3aius JejlaeT COOTBETCTBYIOIIUM 3aKa3 Ha UX OTTPY3KY.

3.6. Ilpu MOCTYIUIEHUH JIEKapCTBEHHBIX IperapaToB, MEIMLMUHCKHUX H3AENHA U
CIIEIMANU3UPOBAHHBIX POAYKTOB JIeUeOHOr0 MUTaHUS Ul oOecreveHus OTCPOYEHHBIX
pELIeNTOB, alTeyHas OpraHu3alvs HHPOPMHUPYET rpaXIaH yKa3aHHBIMKM MMH CIIOCOOaMH U
B JIeHb WX IIOCTYIUIEHHUS, COIJIACOBBIBAET CPOKU IIOCEIIEHUS TIpakJaHaMM anTeyHOU
OpraHU3aIiH.

Wudopmanmst o TrpaxgaHax, HE TIONYyYHMBIIUX 3ape3epBUPOBAHHBIE [UIS HUX
JIeKapCTBEHHBIEC MpenapaTsl, MEIUIIMHCKUE U3JeNus U CIEeLUaNIU3UPOBAHHbIE IPOAYKTEI
le4yeOHOr0 MUTAHUSI U O pellenTax, He OOEeCleYeHHbIX B TEYEHHE CpOKa AEHCTBUSA IO
MPUYKHE HESIBKY B allTeYHbIE OpraHU3alliy Ipak[aH, B TeueHue 3 pabo4yux JHEH ¢ MOMEHTA
MOJy4eHHUs] yKa3aHHOW MH(OpMaluu JOBOJUTCS alTE€YHBIMU OpPraHU3ALUAMHU  JO

MEIULIMHCKHX opraHmauMﬁ.
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3.7. AmTeyHBle OpraHW3alMM EXEIHEBHO OCYLIECTBISIOT BBOJ JaHHBIX 00
00ecIIeYeHHEIX PEIenTaX, perenTax, He 00eceYeHHbIX | IIOCTaBIeHHbIX Ha OTCPOUEHHOE
oociyxuBanue B ACYJIOH «M-Antekay.

4. Omnpenenenve mnOTpeOHOCTH M (HOPMHMPOBAaHWE 3AABKM Ha JIEKapCTBEHHBIC
mpenapaThl, MeIWIMHCKAE W3IEUs W CIEIHaTU3UpOBAaHHBIE MNPOMYKTHI JI€YeOHOro
IMUTAaHUS B paMKaX yTBEP)KIECHHOU 3asBKH.

4.1. MeIMIMHCKHE OpraHU3allid BEeIyT PEeecTp OTAENBHBIX KaTeropuil rpaxaaH B
ACVYJIOH «M-Anteka». B peectpe oTpaxxaroTcs CBEIEHMs IO KaXXIOMy BHECEHHOMY
rpaXIaHUHy: JBIOTHAS IporpaMma, JUarHo3 (auar€ossl) B cootsercTBur ¢ MKb-10,
MPOBOJMMAsl Tepamlus COITIACHO KIMHMYECKHM pPEKOMEHJalWsM M CTaHAapTaMm
MEeIMIIMHCKON MOMOIIHM, C YKa3aHWeM JieKapCTBEeHHOTO (-bIX) Ipemnapata (-oB) nmo MHH,
(GOpMOii BEIITYyCKA U JO3UPOBKOM, a TaKKe MEJULIMHCKUX U3/IEINI U CTIe[aTu3UPOBaHHbBIX
IPOYKTOB JieueOHOTo ruTanws. [Ipy Kax oM 00pallleHHH rpak[aHiHa, YIIOJTHOMOYEHHBIH
COTPYJHUK MEIUIIMHCKONW OpraHW3allii aKTyalM3UpyeT HHQPOPMAIMIO O Ha3HaYCHHOM
JIEUECHUU.

4.2. Komuccus MuHMCTEPCTBA €XErOJHO B CPOK, OINpPENETIEHHBIM MPUKa3OM
(uH(GOPMAIMOHHBIM MHCEMOM) MHUHHCTEPCTBA O INIPOBENEHMHU 3aABOYHONM KOMIIaHWH,
(GopMupyeT HOMEHKJIATYPY U 00BEMBI JIEKapCTBEHHBIX IIPENApPaTOB, MEIUIIUMHCKUX U3ETUH
¥ CIEIMAIU3UPOBAHHBIX  TPOAYKTOB  J€4eOHOr0  IHMTaHWs A [POBEACHHS
roCyapCTBEHHBIX 3aKYIIOK /s 00eCcTIeueHns OTAENBHBIX KATErOPUH rpakaaH.

HomeHknaTypa  JIEKapCTBEHHBIX  IpenapaToB, MEIMUMHCKMX  H3IEIHA |
CIIELHATM3UPOBAHHBIX TPOAYKTOB JIE4eOHOr0 IMTaHUA A O0eCHedYeHHs OTICIbHBIX
xareropui rpaxman Gopmupyercs Komuccueit MunucrepcTsa Ha ocHoBanuHM [lepeuned,
yTBepKaeHHbIX [IpaButenscTBoM Poccuiickoil @enepanuy, KIMHUYECKUX PEKOMEHIAIINHA
C y4eTOM aHanu3a Ha3HA4YeHHH JIeKapCTBEHHBIX NPENapaToB, MEAMLIUHCKUX H3IETUd U
CIIELMAIM3UPOBAHHEIX MPOYKTOB JIeueOHOr0 MUTAHUS MEAULMHCKAMU PabOTHUKAaMHU 3a
IpeIBIIYIINI TepHo/ (JIOTIONHUTEIBHBIX 3a5BOK).

4.3. MenunuHCKAEe  OpraHM3alMid B CpPOK, ONPENEIEHHBId  NPHUKa30M
(vH(MOpPMAITMOHHBIM MMUCEMOM) MUHHUCTEPCTBA O MPOBEACHUHU 3asABOYHOM KOMIIAHUH, IO

PEKOMEH/IOBAHHON HOMEHKJIATYPE COCTABILIOT 3asBKy ([JOIOJHHMTENBHYIO 3asBKy) Ha
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JIEKapCTBEHHBIE Mpernaparbl, MEJUIIMHCKUE U3IENUS U CHEUUATU3UPOBAHHBIE IPOLYKTEI
neuyeOHoro mutanus ¢ ucronb3oBanueM ACYJIOH «M-AnTekay.

4.4. CpeneHuss 0 MOTPEOHOCTA MEIUIIMHCKUX OpraHM3alUil B JIEKAPCTBEHHBIX
npenapaTtax, MEIUUMHCKUX M3ACNUSIX U CIEeHHAM3UPOBAHHBIX IPOAYKTaxX Je4eOHOro
[IUTaHUs, HE BOUIEAIINX B PEKOMEHIOBAaHHYIO HOMEHKIIATYDPY, BHOCSTCS B TaOJHILY
(popmar — Excel) oTaenbHBIM pa3ieioM ¢ yKazaHHeM 06OCHOBaHHS.

4.5. Ha ocHOBaHMM HaHHBIX O NPOBOJMMOW TEpaIuH, COIEPIKAIIUXCS B peecTpe
OTIENbHBIX KaTerOpUi IpakJaH IyTeM KOHCOIHMJALMK JaHHBIX peecTpa U 00beIuHEHUN
UICHTUYHBIX JIeKapCTBEHHBIX IIpenaparos, MEIULMHCKUX 15601 (00507 u
CHELUAIM3UPOBAHHBIX  MPOAYKTOB  JiIe4eOHOro  MWTAHUS  HCXOAS M3  3asBOK
(IOMONHUTENBHBIX 3a8BOK), CHOPMHUPOBAHHBIX MEAUIMHCKUMHU OpraHH3alUsIMH  C
ucnonszoanneM ACVYJIOH «M-Anrteka» ¢GopMHpyeTcss KOHCOJNMIUPOBAaHHAs 3asBKa
(momosHUTENbHAS 3a5BKa).

4.6. MenuIMHCKYAE OpraHU3aliyd COCTAaBIISIIOT 3aABKU  (JOTIOJIHUTEJIHHBIE)
C ydacTHeM MpO(UIbHBIX CHEIUAINCTOB — Bpauell JaHHOW MEeIUIIMHCKOW OpraHu3aly 1
COTPYAHMKOB aNTEeUHbIX OpraHu3alldii, OCYIIECTBISIOIINX OECIUIaTHBIM OTIYCK Ha
[IPUKPEIUIEHHON TEPPUTOPHHU.

4.7. 3asiBKa (IONOJIHUTEIIbHAS 3asiBKa) IpeloCcTaBisieTcss B MUHUCTEPCTBO B (hopme
anekTpoHHOro nokymenta B ACYJIOH «M-Anrteka» co cTaTycom, IMOATBEPKIAOLIUM
3aBEpIUIEHHOCTh (OPMHUPOBAHUS 3asiBKM W Ha OyMaXXHOM HOCHUTENE, IOAITHUCAHHOM
PYKOBOIWTEIEM MEIULMHCKOW OpraHu3aliHi, B CPOK, OIpeACNICHHBIH PUKA30M
(nH(pOpPMaMOHHBIM MTHUCEMOM ) MUHUCTEPCTBA O MTPOBEACHIH 3assBOYHON KOMITAHMH.

4.8. PyxoBomuTenu  MEOUIMHCKUX  OpraHu3allii  HECyT IepCOHAIBHYIO
OTBETCTBEHHOCTH 3a JOCTOBEPHOCTH M1 0OOCHOBAHHOCTH IPEIOCTABICHHBIX CBEIECHMI.

49. Komuccus  MuHHCTepcTBA B CpPOK,  OINpPENEICHHBIA  MPHKa30M
(uH(bOpMAIMOHHBIM MUCBMOM) MUHHCTEPCTBA O MPOBEIECHUHM 3aSBOYHOM KOMIIAaHUM,
npoBepseT O00OCHOBAHHOCTH 3asfBJIEHHOTO AacCOPTUMEHTAa U 3asBIIEHHBIX 00BEMOB
JIEKapCTBEHHBIX MpenapaToB, MEIULUHCKIAX U3JENUHA U CIeUaU3UPOBaHHbIX POIYyKTOB

neyebHOro nuraHus. IIpm HEOOXOMUMOCTH NMPOBOIUT MX KOPPEKTHUPOBKY (C ydyacThHEM
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MEeIULMHCKIX OpraHu3alyii) ¥ IPMHUMAET PellleHre O MPUHATAM 3a5BOK Ul BKIIOYCHNS B
CBOJIHYIO 3asBKy MuUHUCTEPCTBA.

4.10. JlenapTaMeHT JeKapCTBEHHOT0 obecreueHns i HHPOPMAIMOHHbBIX TeXHOIOTHA
MuHuCTepcTBa 3paBooxpanenus KaluHUHrpajgckol obmactu (manee — AenapTaMeHT
NIeKapCTBEHHOTO  OOECIEYEHHMsT) ©XErogHO B  CPOK, OIPENCNICHHBIH  IIPUKa30M
(MH(pOPMALMOHHBIM MKMCBMOM) MUHHUCTEPCTBA O NPOBEJEHMU 3asSBOYHON KOMIIAHUU Ha
OCHOBAHHM 3asBOK MEIUIMHCKUX opranusanmii u permeHuid Komuccuu MuHucrepcTBa
(bopMupyeT CBOAHBIE 3assBKM MUHUCTEPCTBA U HAIIPABIISET Ha YTBEPXKACHUES MUHUCTDY.

4.11. MeouuuHCKHE OpraHu3alydyd KOPPEKTUPYIOT YTBEPXKICHHYIO 3asBKY Ha
OCHOBaHMH aKTyaJIM3UPOBAHHON MOTPEOHOCTH MEJULIMHCKON OpraHUu3alliy U HallpaBJIsAtoT
B MMHHCTEPCTBO JOIOJHUTEIbHBIE 3asBKA Ha TEKYUIMH TOI B COOTBETCTBHH C
YHGOPMAIMOHHEIMA ~IIUCBMAaMM, C YYeTOM BBIIENECHHBIX (UHAHCOBBIX JIHMHUTOB,
nocpenctBoM ACYJIOH «M-Anteka». B HONOTHUATENBHON 3asBKe TAKXKE OTPaKarOTCH
CBEIeHHs 0 He BOCTPeOOBAaHHBIM JIEKAPCTBEHHBIM IIpeIiapaTam BCJICICTBHE M3MEHEHH
KOJIMYECTBA JIbIOTONOyYaTeNel NI MPOBOAUMON TEPAIUH.

4.12. COTpyIHHKM OT[AeJa JIeKapCTBEHHOIo  O0ECIHeYeHHsT  yBEAOMISIOT
MEIUIMHCKYI0 OpPraHU3alldi0 O PACCMOTPEHHM [ONOJHHMTEIBHBIX 3afBOK M IPUHATBIX
MUHHCTEPCTBOM PELLIEHUSX.

4.13. Ilo uTOraM pacCMOTPEHHMs AOTIOJHUTEIBHBIX 3asSBOK MOTYT OBITH MPHHATHI
CIIEIYIOIIUE PELICHUS:

1) opramusoBarh obecrieyeHHe IIAIIUEHTOB B COOTBETCTBUM C JIOMOJHUTENBHOU
3afBKOM M3 OCTaTKOB JIEKAPCTBEHHBIX MPENapaToB, MEIMLIMHCKUX H3JEIUM |
CIelMaIn3POBaHHbIX MPOIYKTOB Je4yeOHOro NMUTaHus, Haxoamuxcs Ha ckinane KOOK u
B aliTEYHOMU CETH;

2) OpraHuU30BaTh 3aKyIKYy JIEKApPCTBEHHBIX IIPENapaToB, MEIULMHCKUX H3AEIHNA W
CIIEL[HANU3APOBAHHBIX  TPOAYKTOB  JIe4eOHOro  IUTaHUA B COOTBETCTBUHU
C JIOTIOJTHUTEIFHON 3asIBKOM;

3) oTKa3aTh B OpraHu3ali 00ecIeueHs NalueHTOB.

4.14. OcHoBaHUSAMHK JUIsS OTKa3a B OpraHu3aluu oOecredeHus IalMeHTOB

B COOTBETCTBUHU C I[OHOJIHI/ITeJIBHOfI 3asIBKOM SIBJISIFOTCS:
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1) mpencraBieHre MEAMUMHCKUX JIOKYMEHTOB, COAEPXKAIUMX HEaKTyalbHYIO,
HEIOJIHYIO WJIM HEOCTOBEPHYIO HH()OPMAIHIO;

2) HECOOTBETCTBUE IPENCTABICHHBIX JOKYMEHTOB TPeOOBaHMAM, YCTAHOBJICHHBIM
3aKOHOJATENILCTBOM M (Miin) HacTosiluM [lopsakom.

4.15. VTBepxKIeHHbIE CBOIHbIE 3assBKH MuHKCTepcTBa HanpassaioTes B KOOK mis
opranuzauun 3akynkd. KO®K opranusyer 3aKkymnky JI€KapCTBEHHBIX IIpenaparos,
MEIULMHCKUX M3AEIMN U CIIEIHATU3UPOBAHHBIX MPOAYKTOB JI€4e0HOr0 MUTaHKUs MCXOs
u3 Teicymeﬁ MOTPeOHOCTU MEAULIMHCKUX OpraHU3allui, OCTATKOB Ha CKJIaJie U B alTeYHbIX
MyHKTaX, JWHAMUKH OTIIYCKa, CBOOOJHBIX JOBEJEHHBIX JIAMHUTOB OFOJDKETHBIX

0053aTeJILCTB.



[TPMJIOXXEHUE Ne 2
K IIpHUKa3y
MuHuCcTEpCTBa 3paBOOXPAHEHUS

Kanununrpaackoit o6nactu ‘
ot « 45 » N 2019 roma Ne 238

IHOJOXKXEHMNUE
0 ¢popmyasipHoii komuccnu MUHHCTEpPCTBA 31paBOOXPaHEeHHU
Kanununurpaackoii 06;1acTi 10 KOHTPOJIIO 32 opranu3anueii obecrnevueHust
OT/ebHbIX KATeropHuii rpaaaH JeKapcTBEeHHbIMHU NMpenapaTaMmu, MeTHIIHHCKHMHU
H3eJUSMH U cllelHAJU3HPOBAHHBIMH NMPOAYKTAMH Jie4eOGHOro NUTAHUS

I. OGmue mos10KeHus

1. ®opmynsapHas koMuccusi MuHUCTEpCTBa 3ApaBooxpaHeHuss KanuHuHrpaackoin
00J1acTH MO KOHTPOJIIO 3a OpraHu3aluedl obecredeHus OTIEeNbHBIX KaTeropuil rpaxaaH
JIEKapCTBEHHBIMU IpernapaTaMy, MEIULMHCKUMU M3LCIUSIMUA U CHEeLHAIU3UPOBAHHBIMU
nponykTamu jjedebHoro nutanus (nanee — Komuccus) siBisieTcs COBEIAaTEIbHBIM OPraHOM,
KOOPAWHUPYIOLIUM [AEATEIbHOCTh 10 OpraHMU3alMK 00eClIeYeHHUs! OTAENIbHBIX KaTeropui
rpaxkaad Ha Tepputopuu KainHuHrpaackoi oomacTu.

2. Komuccus B cBoell JesTeIbHOCTH PyKOBOZACTBYETCS (hefiepalbHbIMU 3aKOHAMHU,
MHBIMA HOPMAaTUBHBIMU IIpPaBOBBIMU aKkTaMu Pocculickoi @enepanuu, 3aKOHAMU U UHBIMA

HOpPMaTUBHBIMU akTaMu KanuHuHTrpaackoit 06aacT.

II. ITopsinok paboThl KOMHCCHH

2.1. Komuccus cocTouT U3 Ipencenarens, 3aMeCcTUTENs IpeaceaaTes, cekperaps u
yneHoB Komuccun.

2.2.  [esarensHocThto KomuccHMM  pyKOBOOUT MMHHUCTP  3APaBOOXPaHEHHS
Kanuaunrpaackoi obnactu (nmpencenarens — Komuccun), B pyHKIHIO KOTOPOT'O BXOJIUT:

- YIBEpXKACHUE IIJ1aHa paboThl, IUIaHa IPOBEPOK, IOBECTOK 3acelaHuil U MPOBeIeHUE
3acemanuii Komuccuu;

- Opranusanus pa6OT]£>I Komuccum u I[IpeaceaaTeJIibCTBO Ha €€ 3aCCAaHuAX.



2

2.3. B ciiydae oTCyTCTBUS ITpeiceiaTelis ero PYHKIUU U IIOJTHOMOYHS OCYILECTBIISET
3aMECTHUTEIh npeacenaresns  — - 3aMeCcTUTeNb MUHUCTPA 31paBOOXPaHEHUS
Kanununrpanckoii oomactu.

2.4. IlepconanbHelil coctaB Komuccum ompenensercs: mpukaszaMd MHHHUCTEPCTBA
3apaBooxpa"enys KanuuuHrpanckoi obnactu (naisee — MUHHCTEPCTBO).

2.5. B ¢yskmmm cexperaps Komuccuy BXOIUT:

- IOATOTOBKA JOKYMEHTAIUH 115 3acenanus KoMmuccuu;

- onoBeleHue WieHoB Komuccuu o 1are ¥ BpeMeHU POBeIeHHUs 3aceIaHus;

- BEJIeHUe NIPOTOKOJIOB 3aceqanus Komuccny,

- BeJleHue nenonpousBoactsa Komuccuu;

- MOATOTOBKA ITPUKA30B JIs1 IPOBEACHNUS INIAHOBBIX ¥ BHEINIAHOBBIX TIOKYMEHTAPHBIX
1/WJIHM BBIE3IHBIX IIPOBEPOK;

- B Cllyyae OTCYTCTBUS CeKpeTaps ero (GYHKIMH W IOJHOMOYHS BO3JIararoTcs Ha
4jieHa ~ KOMHCCHHM, oOIpezeleHHoro mnpexncenarenseM Komuccuu  MuHucTepcTBa
3npaBooxpaHenus: KanuHuHrpaackoi o6macTu.

2.6. K pabore Komuccuu ansi KOHCYJIbTaIldH, O0€3 MpaBa y4acTHsi B FOJOCOBAaHUMU,
MOTYT IIPHMBJIEKAThCS TIOCYNApCTBEHHBIE TpaXKIaHCKUEe ciyxamue MUHHUCTepCTBa,
IPENCTABATENM MEIULUHCKUX IPO(ECCHOHATBHBIX HEKOMMEPYECKUX OpraHU3allui, He

SABJIAIOIIHECA €€ YIEHaMH.

III. OcuoBHbIe 3aaauu Komuccun

3.1. PaccMmorpenue 3asBOK MEOULUHCKUX OpPraHM3alldii Ha JIeKApCTBEHHBIE
npenapartbl, MEOULUHCKUE W3JENNAd U CIeLUaIU3UpOBaHHBIE MPOAYKTHI JieueGHOro
MUTaHUs [JIs OOeCIeYeHus OT/IeNIBHBIX KaTerOpHi IpaXkIaH U MPHHATHE PEIIEHUs 00 UX
BKJIFOYEHHWH B CBOAHYIO 3asBKYy MUHUCTEpCTBa,;

3.2 ®opMupoBaHME HOMEHKIATYpBl s OOECIeYeHHs OTAENbHBIX KaTeropui
rpaxciaH;

3.3. KoHTpons 3a 1esATeNbHOCTBIO CyOBEKTOB, OPraHU3yOIMX ¥ OCYLIECTBISIONINX

obecrneyeHue OTACJIIbHBIX KaTeI‘OpI/Iﬁ rpaxjaaH,



k.

3.4. PaccMmoTpeHHe TpEIJIOKEHHH O BHECEHHMM HK3MEHEHUM M JOIOIHEHHUH B
HOMEHKJIATypy JIEKapCTBEHHBIX IPenaparos, MEIUIMHCKUX U3 IEITUH U
CrENMAIU3UPOBAHHBIX MPOAYKTOB JieueOHOrO MHUTaHUs MO OOECIEYEeHUI0 OTAETBHBIX
KaTeropuil rpakigaH B COOTBETCTBUHM C IocTaHoBieHueM IIpaBurensctBa Pocculickoit
@Oeneparuu ot 30.07.1994 Ne 890 «O rocynapcTBEHHOM HONEPKKE pPa3sBUTHUA
MEIUIIMHCKON TPOMBILIIEHHOCTH M YJIYYIIEHUU 00€CIeUeHUs] HACEICHHUS U YyUPEeKIECHUN
3[PABOOXPAHEHHUSl  JIEKAPCTBEHHBIMU CpEACTBAMH W  U3ACIMSAMHM  MEIULMHCKOIO
Ha3HA4YEHUs», HE PEXe YeM OJIUH pa3 B Iofl;

3.5. PaccMOTpeHrE M BHECEHUE HA YTBEPKICHUE B YCTAHOBIEHHOM ITOPSIIKE ITPOEKTa
HOMEHKJIATYPBI JIEKapCTBEHHBIX IIpernaparos, MEIULIUHCKUX W31 U
CTIEUATU3UPOBAHHBIX ITPOIYKTOB JIeUeOHOI0 MUTAHUS.

3.6. Komuccust umeeT npaso:

3.6.1. BHOCUTD IpenioXKeHHs [0 BOIIPOCaM OpraHM3aluy 00ecreyeHus OTAeIbHBIX
KaTeropui rpakaad 1o pelenTaMm Bpauyeil O6ecriaTHO Ha Tepputopuu KanuHMHrpaackoin
001acTH;

3.6.2. OpraHu30BbIBaTh MPOBEPKHM OOOCHOBAHHOCTH HAa3HAUEHUs MEIULMHCKUMU
paboTHUKaMHU JIEKaPCTBEHHBIX ITPEenapaToB, MEAULUHCKUX U3IEIUM, CIIeLIMaIU3UPOBAHHbBIX
IIPOJIYKTOB JIEUeOHOTO MUTAHUS U MPABUIHFHOCTH WX BBIITUCHIBAHUS B IIENIIX 00eCIedeHus
OTHENbHBIX KaTerOpWi TpakaaH I10 pelentaM Bpadedl OecIulaTHO Ha TeppUTOpPUU
Kanununrpaackoi obnacty;

3.6.3. OpraHu3oBbIBaTh INPOBEPKH 10 OOOCHOBAHHOCTM HPHUHATUSA pELICHUHN
NpOQUIBHBIX BpadyeOHbIX KOMHCCHUW MEIOUIMHCKUX OpraHu3aldid O Ha3HAueHUU
JIEKapCTBEHHBIX MPENapaToB, MEAUIIMHCKUX U3JICIUNA U CIEHUATU3UPOBAHHBIX IPOTYKTOB
Je4e0HOro MUTaHUSs;

3.6.4. PaccmarpuBaTh  JOKyMEHTBHl 00  HCHOJHEHUM  YIOJHOMOYEHHOMH
dapmarieBTHIeCKON OpraHU3alliy rocyJapCTBEHHBIX KOHTPAKTOB Ha OKa3aHWE YCIYT I10
[IpUEMKE, XPaHEHWIO, NOCTaBKe, OTIYCKY JIEKAPCTBEHHBIX IpenapaToB, MEIULIMHCKUX
U3MIeNTMH U CIIeLIMATU3UPOBAHHBIX TPOYyKTOB JIEYeOHOTO IMUTAHHS.

3.6.5. 3acenanne Komuccuu cuntaercs MpaBOMOYHBIM, €CITH Ha HEM MPUCYTCTBYET

OoJiee MOJIOBUHBI €€ CIIMCOYHOI'0 COCTaBa.
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3.7. 3acenanus Komuccuu mpoBOsITCS O Mepe He0OXOIUMOCTH.

3.8. Pemienus KoMmuccuu npuHUMAarOTCS MMyTeM OTKPBITOTO TOJIOCOBAHUS MPOCTHIM
OOJIBIIMHCTBOM I'0JIOCOB MPUCYTCTBYIOLIMX Ha 3acedaHuu uieHoB Komuccuu.

3.9. Pewenus, npuHsaThle Ha 3acenaHuu Kommuccuu, cekpeTapb O(OpMIISIET
IPOTOKOJIOM B TeueHHe S5 pabouux IHEH ¢ MOMeHTa MpHUHATUS permieHus. [IpoToxoin
MOJIUCHIBAETCS IIPEICenaTeseM, 3aMECTUTENEeM IpeAcenarelis, CEeKpeTapeM MU HieHaMHU
Komuccumu.

3.10. Ilpu paBeHCTBe rojocoB uieHoB Komuccuu ronoc npeacenaTenbCTBYIOLIETO

ABJISICTCA peIIarOIIuM.



[TPUJIOXEHHUE Ne 3
K pUKa3y
MunuCcTEpCTBA 31PAaBOOXPAHEHN
Kanununrpanackoit obnactu

or«15» 0S5

°

2019 roga Ne ﬁ@_

COCTAB

(¢popmynsipHoii komuccuu MuHHCTEepCTBA 3ApaBooxpaHenns KainuuHrpaackoi
00/12CTH 110 KOHTPOJIIO 32 OpraHu3anuei obecneyeHnst OTAeAbHbIX KaTeropui
rpaskaaH JieKapCTBeHHbIMH NpenapaTaMu, MeJHUHHCKUMH HU31eJTUsIMH
U cIelHAJTH3HPOBAHHBIMH NPOAYKTAMH J1e4e0HOro MUTAHUSA
Ha Tepputopun Kanununrpaackoii ob6aactu

®.1.0.

KpaBuenko
Anekcanap IOpeeBuy

CemeHoBa

Enena MIBanosHa
banrankaesn

Openmxen HukonaeBud
Kucaps

JInnus BssueciaBosHa

Uepxkec
Wpuna BranumupoBHa

Makapos Maxcum
®enopoBuy

IlypbiH3uHa Onbra
BukTopoBHa

Pevn

Cepreit Bukropouu

HomxHocTh

MUHUCTD 31paBooxpaHeHuss KamuHuHrpanckoi obisactu —
npeceaaTeab KOMUCCUN

3aMEeCTUTEID MUHHCTPA 3IpaBOOXPaHEHUS
KanuauHrpaackoit obiactu — 3aMeCTUTENb IIpelcenaTess
KOMUCCHHU

HAYaJIbHUK JlenapTaMeHTa JIeKapCTBEHHOrO0 OOecIeueHus
U THPOPMAIIMOHHBIX TEXHOJIOTHM — CeKpeTapb KOMUCCUU

3aMeCTUTeNIb HadalbHMUKA JenapTaMeHTa JIeKapCTBEHHOIO
obecriedeHuss U  HMHOOPMALMOHHBIX  TEXHOJIOTHH —
HaYaJIbHUK OTJIe1a JIEKapCTBEHHOI0 0becTeueHus

3aMECTUTENb HayaJbHUKA JelapTaMeHTa OXPaHbl 3[0POBbs
— HaYyaJbHUK OTZAEJa OXpaHbl 340POBbS MATEPUHCTBA U
JIeTCTBa

3aMECTUTCIIb HadYaJlbHHUKa J€IapTaMEHTa (bI/IHaHCOBO-
SKOHOMHYECKOM U IOpI/I,HI/IquKOI\/’I pa6OTI)I — Ha4daJIbHHK
IOPpUIAUYICECKOT0 OTACIIa

Ha4aJIbHUK OTACJIa OpraHu3allki OKa3aHUA MEOULUHCKOM
INOMOIIIHX

0053aHHOCTH
Ka3eHHOI'0

VCTIOTHSAIOIIU A
['ocymapcTBeHHOTO

JUpeKTopa
YUPEXKICHUS
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((Ka.HI/IHI/IHFpaI[CKaH oOJyracTHas (bapMaIleBTI/ILIeCKaﬂ
KOMIIaHHUA»
ITo Tp€6OBaHI/I}O — TJIaBHBI€ BHCEILITATHBIC CIICHHUAIMCThI MI/IHI/ICTepCTBa

3apaBooxpaHeHuss KanuHMHrpazckod oOjacTd coriacHo mpoduisaMm  3abojeBaHui
(cocTOsTHHM).



