INPABUTEJIBCTBO
JTOHELKON HAPOJITHOU PECIIYBJIUKHU

IHOCTAHOBJIEHUE

ot 31 aBrycra 2023 r. Ne 70-1

00 opranusanuu odecneuyeHus Hacesienus Jlonenkoit Hapoanoii Pecny0sinku
JIEKAPCTBEHHBIMHU CPeACTBAMH, MeAUINHCKUMH U3eJIUSIMHU
U CNIeNHAJN3HPOBAHHBIMH MPOXYKTAMM JIe4eOHOI 0 MUTAHUS
AJ1s1 1eTeii-nHBAJIUA0B IPH OKA3aHUM MeIHIHMHCKOH MOMOIIH
aMOyJIaTOPHO O penenTaM Bpaya 0ecrnjiaTHo

PykoBonctBysick denepanbHbiM 3akoHOM OT 21 HOsOps 2011 roma Ne 323-D3
«O0 ocHOBax oXpaHbl 37J0pOBbs Tpaxkaan B Poccuiickoit denepaiiuiny, moCTaHOBICHHEM
IIpaButenbctBa Poccuiickoit @Denepaunu ot 30 wutonsgs 1994 roma Ne 890 «O
TOCYJApCTBEHHOW MOJJEPKKE pa3BUTUS MEOUUMUHCKON TMPOMBIIUIEHHOCTH U
yIy4IIEHHd  OOECTHeueHUs  HacelleHUs ¢ YUYPEXKICHUN  3IpaBOOXpaHEHUS
JEKApCTBEHHBIMU  CPEACTBAMHM W  HW3ACIUSIMU  MEOULMHCKOTO  Ha3HAYCHUS»,
noctanoBjieHueM IIpaBurenberBa Poccuiickoit @eneparuu ot 26 HossOps 2018 roma Ne
1416 «O mopsimke opraHu3anuu OOECIeUeHHUs JEKapCTBECHHBIMHU MperapaTaMmu JIII,
OOJIbHBIX TeMOpUINEH, MYKOBHUCIIUAO030M, THUIO(HU3APHBIM HAHU3MOM, OO0JIE3HBIO
['omie, 370Ka4eCTBEHHBIMH HOBOOOPA30BAHMSMHU JIMMQPOUIHON, KPOBETBOPHOU U
POJCTBEHHBIX WM TKaHEH, pACCESHHBIM CKJIEpPO30M, T€MOJUTUKO- YPEMUYECKUM
CUHJPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM Ha4aJloM, MyKonoiaucaxapuao3om |,
II m VI Tunos, armiacTudeckoil aHeMueil HeyTOUHCHHOM, HACJIeACTBEHHBIM JIe(PUITUTOM
dakropos 11 (pubpunorena), VII (;madbunsuoro), X (Crroapta - Ilpayspa), mur mocine
TpPaHCIUIAaHTALlUK OPTaHOB U (MJIM) TKAHEW, a TaKXKe O MPU3HAHUU YTPATUBUIUMU CUITY
HEeKOTOpbIX akToB [IpaBurenbcTBa Poccuiickoit @Penepanum», MOCTAHOBICHUEM
[IpaButennctBa Poccuiickoit ®@enepauun ot 28 nexadps 2016 roma Ne 1512 «O6
yTBepkaeHnn [lomoxenuss 00 opraHm3anuu oOecreyYeHus: Jnll, WHOUIUPOBAHHBIX
BUPYCOM UMMYHOJI€(UIIMTA YE€TIOBEKA, B TOM YUCJIE B COUETAHUM C BUPYCAMU FE€NaTUTOB
B u C, aHTUBUPYCHBIMH JICKAPCTBEHHBIMM Npenaparamu JJjisi MEIUIIMHCKOTO
npuMmeHennss u llomokenuss 00 opraHu3anvu  OOECIeUeHUs JIUI, OOJBHBIX
TyOEpKyJI€30M C MHOXKECTBEHHOM JIEKAPCTBEHHOW YCTOMYMBOCTHIO BO30YAUTENS,
AHTUOAKTEpUATIBHBIMU U TMPOTUBOTYOEPKYJIE3HBIMU JIEKAPCTBEHHBIMU MpernapaTamu
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U1 MEIUIMHCKOTO MPUMEHEHHs», IocTaHoBiaeHueM lIpaBurenscTBa Poccuiickon
@enepanuu ot 26 anpens 2012 roga Ne 403 «O nopsake Benenuss PenepaabHOTO
perucrpa  JIdI, CTPANAIONIUX  JKA3HEYTPOXKAIMMMU U XPOHUYECKUMU
MPOTPECCUPYIOUMHU  PEAKUMHU  (OppaHHBIMU) 3a00JICBAHUSMH, TPUBOJAIIUMHU K
COKpAIEHUIO MPOJOJKUTEIBHOCTH KU3HHU TpakAaH WIM UX HHBAJIUAHOCTH, U €TO0
PETHOHAIIBHOTO CETMEHTA», PYKOBOACTBYACH cTaThsiMu 72, 73 Koncturyunu JloHenkon
Haponanoit Pecnny6nuku, cratseit 23 3akona Jloneuxoit Haponnoit PecniyOnuku ot 30
HOs10ps 2018 roga Ne 02-ITHC «O IlpasutensctBe Jonenkoit Hapoanoii Pecryonukuy,
[IpaButenscTBo Jonenkoi Hapoanoit PecniyOnuku

IHHOCTAHOBJIAET:

1. VYcranoButs, uro rpaxaanam Poccuiickoit @eaepannu, MpoKMUBAIOIINM Ha
tepputopun Jlonernkor Hapoanoit PecnyOnuku, oOka3bIBatOTCA JOTOJHUTEIIHHBIC
COILIMAJIbHBIE YCIYTH (MEphl COLUATBHOMN MOACPHKKH) MO JIbFTOTHOMY JIEKAPCTBEHHOMY
00€eCleYeHnI0 JIEKAPCTBEHHBIMU  CPEACTBAMHU, MEIUIMHCKUMHU  U3JCTUSMU U
CHEIUATM3UPOBAHHBIMU MTPOYKTAMU JIEUEOHOTO MUTAHUS JJIs ACTeH- WHBAIUIOB MPHU
OKa3aHUM MEJIUIIMHCKON MOMOIIH aMOyJIaTOPHO IO pelenTaM Bpaya OecriaTHO.

2. YTBEpIUTH:

2.1. Tlopsimok obecrieueHns OTAEIbHBIX KaTeropuil rpaxkaan Poccuiickoit
deneparuu, NpokuBawmux Ha Ttepputopuu JloHenkoir Hapomnoit PecrmyGiukw,
JIEKapCTBEHHBIMU CpEeACTBaMH, MEIULIMHCKUMH U3JIETIASIMU
U CHIeIHAIM3UPOBAHHBIMU MIPOAYKTAMU JIEUEOHOTO MUTAHUS JIJIS IETeH-UHBAIUIOB TIPU
OKa3aHUM MEIUIIMHCKOW TOMOIIM aMOYyJaTOPHO IO pelenTaM Bpaya OecIuiaTHO
(mpunoxenue 1).

2.2. TlopsimoK BBIMUCKHA PEIENTOB Ha JIBIOTHBIE JIEKAPCTBEHHBIC MPETapaThl
W/WIM  MEIUIMHCKHE W3Aenus TpaxkaaHaMm Poccuiickoit ®enepanuu, IMOCTOSHHO
IpOKUBAIOIMUM Ha Tepputopun [lonenkoir Hapomnoit PecryOnmku, B METUIIMHCKUX
opra"uzanusax (MpuoxeHue 2).

2.3. Tlopsimok OTIyCKa JEKapCTBEHHBIX IMPEenapaTroB, MEAUIIMHCKAX HU3ACIUNA U
CHEIUANTM3UPOBAHHBIX TMPOAYKTOB JIEUEOHOTO TMWUTAHUA I JACTeH-MHBAIHIOB
OecruiatHO (TpuiIoKeHue 3).

2.4. Tlopsanok BeneHUsI peTHOHATIBHOTO PETUCTPa TPaKIaH, UMEIOIINX MPaBoO Ha
oOecrieueHue JIEKAPCTBEHHBIMU TMpernapaTaMd, MEIUIUHCKUMHU U3JCIHSIMU U
CHEIUATM3UPOBAHHBIMUA TPOAYKTAMU JICUEOHOTO MUTAHUS ISl ACTeH - WHBAIUIOB 3a
cdyeT OIOKETHBIX aCCHUTHOBaHWU (enepanbHOTo Oromkera W Oromkera JloHEmKo
Hapoanoit Pecniyonuku (nipunosxxenue 4).

3. MunucrepctBy 3apaBooxpaHeHus Jloneunkoit Hapomuoit PecmyOnmku
OpraHM30BaTh pabOTy MO peaInu3alMu HACTOSIIETO MOCTAHOBIICHHUS, IPUHATH MEPHI 10
opraHu3anuu o0ecreueHusl OTAENbHBIX KaTeropuil rpaxaan Poccuiickoit denepanuu
JIEKapCTBEHHBIMH CPEACTBAMH, MEAULUWHCKUMU W3ACIUAMU U CIEUUATA3UPOBAHHBIMU
MPOAYKTaMU J1€4eOHOr0 MUTaHUs JJIsl JeTeH-UHBAIUAO0B NPU OKa3aHUM MEIUIMHCKOMN
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MOMOIIIM aMOyJIaTOPHO MO pelenTam Bpadya OecriaTHO, B TOM YHCIIE TIO:

3.1. OmnpeneneHuto nepeuHst MEAUIIMHCKUX OpraHU3alui, yIOJHOMOYEHHBIX
Ha BBIMKHCKY PEUENTOB [JIsi O0EeCleueHus OTIAEIbHBIX KaTeropuil TpaxkaaH
JIEKapCTBEHHBIMU CpeACTBaMH, MEIUIIMHCKUMHU U3JICNIUSIMU
Y CIICHUAIU3UPOBAHHBIMU MTPOIYKTaMU JICUEOHOT0 MUTAHUS JJIs ICTeH -HHBAJIU]IOB TIPU
OKa3aHUU MEIUIIMHCKON MOMOIIY aMOyIaTOPHO IO perentaM Bpada OecruiaTHO (Janee
- IITOTHOE JIEKApCTBEHHOE 0OeCcreueHue).

3.2. OnpeneneHuto NepeyHss MEAUIIMHCKUX OpraHu3alldii, yIIOJHOMOYEHHBIX Ha
OTIYCK JICKAPCTBEHHBIX CPEJICTB, MEAUIIMHCKUX H3ACIUN WM CHEIUATU3UPOBAHHBIX
IPOJIYKTOB JIEUEOHOTO TMUTAHUS ISl IETeH-UHBAIUIOB MPU OKa3aHUU MEIUIIMHCKON
nomMomu aMmOylIaTOpHO IO perentaM Bpada OECIUIATHO B paMKaX JIbTOTHOTO
JIEKApCTBEHHOTO 00ECIIeUeHU .

3.3. Co3nanuio Komuccun 1o paccMOTPEHHIO NOTPEOHOCTH MEAMIIMHCKUX
OpraHu3anuii B  JICKAPCTBEHHBIX  CPEJCTBAX, MEIUIMHCKUX  U3JICIUAX U
CIIEUATIM3UPOBAHHBIX MPOJAYKTaX JIEYEOHOTO TMHUTAHHUS JUIs  JeTeH-UHBAIHUJIOB,
OTITYCKAae€MBbIX TP OKa3aHUHM MEIUITMHCKON TTOMOIIM aMOyJIaTOPHO IO perienTaM Bpada
oecrtatHo (manee - Komuccus), yreepxkaenuto coctaBa Komuccuu u Ilonoxxkenust o
Komuccun.

3.4. TlpuHATUIO WHBIX HOPMATHUBHBIX IPABOBBIX AaKTOB, HANpPaBJICHHBIX Ha
peanu3aiuio HACTOSIIEr0 MOCTAHOBJIEHUS U OpPraHU3aIMi0 00eCTeYeHUs HacCeJIeHUs
Honenkort Hapomnoit PecnyOnuku nekapCcTBEHHBIMH CPEICTBAMHU, MEIUIIMHCKUMU
U3JICIUSIMU U CHECIHATM3UPOBAHHBIMU MPOJIYKTAMHU JIEYEOHOTO MHUTAHUS JJIA JIeTei-
MHBAJIUIOB MPU OKa3aHUM MEIUIIMHCKOW MOMOIIM aMOyJaTOPHO IO pelernrtaM Bpaya
OecriaTHO.

4. duHaHCHPOBAHUE PACXOJIOB IO 0OECIICUEHHIO JIEKAPCTBEHHBIMU CPEACTBAMM,
MEIUIMHCKUMHA M3ACIUSAMH ¥ CHEIUATU3UPOBAHHBIMU TPOAYKTAMH JIEYeOHOTO
MUTAHUS JIJIS IeTe-UHBAJIUIOB MIPH OKa3aHUU MEIUIIMHCKOM MOMOIIY aMOyIaTOPHO IO
penenTaM Bpaya OECIJIaTHO OCYIIECTBIISIETCS B MpejAesiax MPeAyCMOTPEHHBIX Ha
JAaHHBIE 1IeTTU OIOPKETHBIX CPEJICTB.

5. KoHTpoib ¥ peanu3anuio HACTOSAILIETO MOCTAHOBICHUS BO3JIOXKHUTH Ha
MunuctepctBo 3apaBooxpanenus Jlonenkoi HapoaHoit Pecniyonuku.

6. Hacrosiee moctaHoBlIeHHE BCTYMAET B CHIIy Yepe3 JIECATh JHEH CO JHS €ro
opUIMATBHOTO OMyOJINKOBAHMS.

IIpeacenarensn [lpaBurenncTBa E.A. Coanues

[Ipunoxenue 1

YTBEPX/EH



[ToctanoBnenuem [IpaBurenscTBa
Houneuxoit Haponnoit Pecniybnvku
ot 31 aBrycra 2023 r. Ne 70-1

Ilopsinok
oOecrieueHust OTIEIBHBIX KaTeropuii rpaxkian Poccuiickoit @enepannu,
IpoKUBaroIuX Ha TeppuTopun Jloneuxoit Haponnoii Pecriy6nuku,
JIEKaPCTBEHHBIMHU CPEICTBAMU, MEIULIMHCKUMU U3ACTUIMU
U CHEUAIU3UPOBAHHBIMU MTPOJIYKTaMHU JIEYEOHOI0 MUTAHUS JJIs AETeH-MHBAIHIOB
P OKa3aHUU MEAUIIMHCKON MOMOLIM aMOyJIaTOPHO MO penenTaM Bpaya 0ecrjaaTHO

1. Hacrossmumit  Tlopsimok oOecriedeHus: OTACIBHBIX KATErOpUM TpakIaH
Poccuiickon ®enepaunu, npoxxuBaromumx Ha Tteppuropun Jloneukon Hapoguon
PecniyOnuku, JIeKapCTBEHHBIMH  CPEJACTBAMH, MEAMIIMHCKUMHU  U3JACIUSIMU U
CHIEUATIM3UPOBAHHBIMU MPOAYKTAMHU JICUEOHOTO MUTAHUS IS JETEH-UHBAIUIOB TIPU
OKa3aHWM MEIMIIMHCKOW MOMOIIM aMOyJIaTOPHO MO perenTamM Bpadya OecriaTHo (J1aee
- Tlopsnok oOecniedenHus) pazpaboTaH B IENIIX OOECIEUEHUs OTISIbHBIX KaTeropui
rpaxaad Poccuiickon dDenepannu, MNOCTOSHHO IMPOXKHMBAKOIIMX HA TEPPUTOPUU
HNonenkort Hapomuoit PecnyGnuku (nmanmee - rpaxaane Poccuiickoit depeparun),
JIEKapCTBEHHBIMHU TpenapaTaMu, MEAUIIUHCKUMU U3ACIUSMH U CIEUATU3UPOBAHHBIMHU
NPOJYKTaMU JIEUeOHOTO MUTAHUS JUJISl AETeH-UHBAIMIOB MIPU OKAa3aHUU MEIUITMHCKON
noMouM amOylIaTOpHO M0 pelentaM Bpadya OecnjaTHO (fanee - JIBFOTHOE
JIEKapCTBEHHOE oOOecleueHne), OINpeeNsieT MEXaHW3M U YCIOBHUS PpacXoJ0oBaHUs
OIO/DKETHBIX CPEJCTB Ha COOTBETCTBYIOIIMKA (DMHAHCOBBIM TOJ Ha YKa3aHHBIC
MeponpusTHs (Hanee - Or0HKETHBIE CPEJICTBA).

2. [lepeuenp rpynn HaceJIeHUS M KaTEropHil 3a00eBaHUM, P aMOyIaTOPHOM
JIEYEHUN KOTOPBIX JIEKAPCTBEHHBIE CPENICTBA M W3MENIHS MEIULUMUHCKOTO Ha3HAYEHUS
OTIIYCKAIOTCSl TIO pelenTaM Bpadeil OecrjaaTHO, OMpPENesieTCss B COOTBETCTBUH C
noctaHoBieHueM IlpaButenbctBa Poccuiickoit @eneparuu ot 30 utosst 1994 roma Ne
890 «O rocymapcTBEHHOW TOMJEPIKKE Pa3BUTHUS MEIUIIMHCKONW MPOMBIIUIEHHOCTH H
VIY4IIEHWH  OOCCICYCHHsS]  HACEJCHHWs] W YUYPEXKICHUUW  3paBOOXpaHEHUS
JEKApCTBEHHBIMU  CPEACTBAMH W  HU3ACIUSIMU  MEIUIMHCKOTO  Ha3HAUYCHUS»,
noctanoBienrneM [IpaBurenscTBa Poccuiickoit deneparuu ot 26 Hosa0ps 2018 roga Ne
1416 «O mopsimke opraHu3anud OOECIeYEHUs JIEKAPCTBEHHBIMU TperapaTamu JIuIl,
OONBHBIX TEeMOPWIHEH, MYKOBUCIUIO030M, THUMO(MU3APHBIM HAHU3MOM, OO0JE3HBIO
lNomre, 310Ka4eCTBEHHBIMH HOBOOOpA30BaHUSIMH JIUMGPOUIHON, KPOBETBOPHOU U
POJCTBEHHBIX WM TKaHEH, pACCESTHHBIM CKJIEPO30M, T'€MOJIMUTHKO- YPEMUYECKUM
CUHJPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM Ha4aJioM, MyKoInoiaucaxapuao3om |,
II m VI Tunos, armmacTudeckoil aHeMreil HeyTOUHCHHOM, HACJIeACTBEHHBIM JIe(PUITUTOM
dakropos II (pubpunorena), VII (mabunbroro),
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X (Ctroapra - IIpayspa), null ocie TpaHCIUIAHTAIIMM OPraHOB U (WJIM) TKaHEH, a TaKkxKe
O MPU3HAHUU YTPATUBIUMMHU CHIIy HEKOTOpPBIX akToB IlpaBurenbcrBa Poccuiickon
@enepanun», nocraHoBieHueM [IpaButensctBa Poccmiickoin @Penepanmn ot 28
nexkabps 2016 roma Ne 1512 «OO0 yrBepxkaenun IlonoxkeHus 00 oOpraHuzanuu
oOecrieyeHust ML, UHPUIUPOBAHHBIX BUPYCOM HMMMYHOAE(PUIMTA YEJIOBEKA, B TOM
quclie B COYETaHUM ¢ BUpycaMu renatutoB B u C, aHTUBUPYCHBIMH JIEKAPCTBEHHBIMU
npenaparaMu i MEAMIMHCKOro mnpumeHeHuss u Ilomoxxkenust o0 opranuzauuu
obecrieueHus1 Jinil, OOJBHBIX TYOEPKYJI€30M C MHOXECTBEHHOU JIEKapCTBEHHOM
YCTOMYMBOCTBIO BO30YIUTENS, aHTHOAKTEPUATbHBIMU W MPOTUBOTYOEPKYJIE3HBIMU
JIEKapCTBEHHBIMU IpenapaTaMu JJisi MEAUIIMHCKOTO PUMEHEHHUSI.

3. JlekapctBenHoe oOecneuenne rpaxaad Poccuiickoit deaepariuu, UMEIOMUX
paBO Ha JIIOTHI, KATETOPUM KOTOPBIX OMPEAEIEHBI B COOTBETCTBUU C IMYHKTOM 2
Hacrosiero llopsaka oOecrieueHus, M HUMEKOMMUX JOKYMEHT, MOATBEPKIAOIIUN
COOTBETCTBYIOIIUM JILTOTHBIM cTaTyc (yIOCTOBEPEHMUsI, BBIMHCKUA W3 aMOyJIaTOPHBIX
KapT, MpoYre MOATBEPKIAIONIME JOKYMEHTHI) U MPABO HA JILITOTHOE JIEKAPCTBEHHOE
obecricueHUE JICKAPCTBEHHBIMU  CPEACTBAMM, MEAUIIMHCKUMHU  HU3JCIUSIMU U
CIIEUATIM3UPOBAHHBIMU MPOJAYKTAMH JICYEOHOr0 TUTAHUS IS JeTeH-UHBAIUIOB IO
perenrtaM Bpaueil 0ecriyiaTHO, OCYIIECTBISCTCS NMPH OKa3aHUHM MEJIUITUHCKOM TTOMOIIH
aMOyJIaTopHO.

4. B nensx opranuzamnuu odecrnieueHus rpaxaad Poccuiickoit deneparum,

IpOXKUBarOIUX Ha TeppuTopun Jloneukoit HaponHoit PecnyOnnku, gekapcTBEHHBIMU

npenapaTamu, MEIULMHCKUMHU U3JICTIASIMU
U CHeIHAIM3UPOBAHHBIMU MIPOAYKTAMU JIEUEOHOTO MUTAHUS JIJIS IETeH-UHBAIUIOB TIPU
OKa3aHUM MEIUIIMHCKOW TOMOIIM aMOYyJaTOPHO IO pelenTaM Bpada OECIUIaTHO
MEIULIUHCKAMH OpraHu3alUsMH ONpeneisieTcs, B cooTBeTcTBUU ¢ IlomoxkeHueM o
KoMuccnn 1o paccMOTpeHHI0O TOTPEOHOCTH MEIUIIMHCKMX OpraHu3aluid B
JEKApCTBEHHBIX CPEACTBAX, MEAULMHCKUX U3ACIHUIX U CHEUUATU3UPOBAHHBIX
NPOAYKTaxX Je4eOHOTO MUTAHUS IS JeTeH-WHBAIUIOB, OTIYCKAEMbIX MPH OKa3aHUU
MEUITMHCKON IMOMOIIHM aMOyIaTOPHO IO perienTaM Bpadya OeCIIaTHO, YTBEPKIAEMbIM
MunuctepctBoM 3apaBooxpanenus Jlonenkoit Hapoanoit Pecriybnuku, moTpeOHOCTH B
JIEKapCTBEHHBIX IIpenaparax, MEIULUUHCKUX U3ACIUAX W CIEeHUATU3UPOBAHHBIX
MPOIYKTaX JIEYEOHOTO MUTAHUS JIJISl JETeH-MHBAIHIOB.

IIpoext 3asiBKM Ha JEKApCTBEHHBIE NpenapaThl, MEAUIMHCKUE U3JIETUs U
CHEUUAIM3UPOBAHHBIE MPOJAYKTHI JIEUEOHOrO0 MUTAaHUS [JIsl JAETeH-WHBAIHUIIOB JUIs
obOecrieueHusi Tpaxmaan Poccuiickoit ®enepary, WMEIOMIMX MPABO Ha JBIOTHOE
JIEKapCTBEHHOE 0OeCTIeUeHHE (J1ajiee - MPOEKT 3asBKHM ) B COOTBETCTBUHU C TPEOOBAHUSIMHU
Hacrosiero llopsanka oOecnedyeHusi, (QopMupyeTcs BpayaMHu- TepaneBTaMu
YYaCTKOBBIMH (BpadyaMH-TIeUaTpaMy y4aCTKOBBIMH) MEAUIMHCKUX OpraHU3alui 1o
COTJIACOBAaHMIO C  pECIMyOJWKAaHCKUMHU  BHEIITATHBIMU  CIEUAIMCTAMU  TI0
COOTBETCTBYIOIIMM HO30JIOTHUSIM HA KaJICHIAPHBIN TO/I.

[Ipoekr 3asgBkuM mnomaercss MEOUUMHCKOW opranu3auuet B Komwuccuro 1o
pPacCMOTPEHUIO TMOTPEOHOCTH MEIUUMUHCKUX OpraHu3aluid B  JIEKAPCTBEHHBIX
CpPEeACTBAX, MEIULUMHCKUX H3ACIUSIX U CHECHHAIU3UPOBAHHBIX MPOJIYKTAX JIeUeOHOT O



3

MATAHUA IS J€TEU-UHBAIIUIOB, OTIYCKAEMBIX MPU OKa3aHUUA MEIUIIMHCKON MOMOIIH
aMOylaTopHO MO pelentam Bpada OecriatHo (panee - Kommccus), co3maBaeMyto
MunucrepctBoMm 3apaBooxpaHeHus Jloneukoir Hapognoit PecnyOnmku. CoctaB
Komuccum wu  Ilonmoxenne o Komuccunm — yrBepxkaaerca  MUHHCTEPCTBOM
3npaBooxpaneHus Jlonenkoit Hapognoit PecyGiuku.

B 2023 rony MEAMIIMHCKUMU OpPraHU3ALMUSAMM ISl JbIOTHOIO JIEKAPCTBEHHOTO
obecnieuenus rpaxaan Poccuiickoit denepaiiv B TeUeHHe ocTaierocs nepuoaa 2023
roja MOJAIOTCA MNPOEKThl 3asgBKU B KomucCuI0O B JIBYXHEAEJIbHBI CPOK CO JHA
BCTYIUICHMS B cuity HacTosiiero [lopsinka obecnieuenus.

Ha mnocnenytonme kaneHgapHble ToJbl TPOEKThl 3asBKU  (HOPMHUPYIOTCS
MEIUIIMHCKUMH opraHuzanusMu U nogatorcss B Komuccuro He mosnnee 01 oktsOps
rojia, IpealecTBYIOMIETo TOAY, Ha KOTOPbIH (hOpMHUPYETCS TPOEKT 3asiBKU.

B ciyuae Hanmuuus pa3HOTJIACHMl MEXIY MEIUIMHCKUMHM OpraHU3alMsIMHU U
pecryOJIMKAaHCKUMU ~ BHEIITATHBIMU  CHEIUAIUCTaMH IO  COOTBETCTBYIOIIUM
HO30JIOTUSIM TpU  ONpENEeJIeHUH MOTPEOHOCTH B JIEKAPCTBEHHBIX IMpernaparax,
MEUIMHCKUX U3JEIUSAX U CIICIHATM3UPOBAHHBIX MPOYKTaX JICYCOHOTO MUTAHUS JIJISI
NeTed-uHBAIMIOB W (OPMUPOBAHUM MPOEKTa 3asdBKH MEIUIIMHCKUE OpraHu3aIluu
BIIpaBE€ BHECTH MpPOEKT 3asBKU Ha paccMoTpenne Komuccuum 06e€3 coriacoBaHus
pecnyOIMKaHCKUX BHEIITATHBIX CIIEIIUATUCTOB MO COOTBETCTBYIOIIMM HO30JIOTHSM.

PecnyOnivkaHckue — BHEHITaTHbIE — CHEHUATUCTBI MO  COOTBETCTBYIOLIUM
HO30JIOTHSIM BIIpaBE BHECTH Ha paccMoTpeHne Komuccuu anbTepHAaTUBHBIA MPOEKT
3agBKM B cClyya€ HEIOCTHKEHUS COTJIACUS C MEAMIMHCKOW OpraHu3auueil 1o
IPEIOCTABICHHOMY €10 MTPOEKTY 3asiBKU.

OxkoHyaTeNnbHOE pelleHne 00 YTBEPKACHUHU MPOEKTa 3asiBKU MPUHUMAETCS IO
pe3yapTaTtaMm ero paccMoTpeHus Komuccuen.

Ilo pe3ynbraTaM paccMoTpeHus npoekTta 3asBku Kommuccueld npuHuMaeTcs
pernieHne 00 yTBepKIeHNN YKa3aHHOU 3asBKHU, JIMOO 00 0TKA3€ B YTBEPKACHUU 3asIBKH.
OTtka3 B yTBEpKICHUH 3asBKU JOJKEH ObITh MOTHBHpPOBaHHBIM. Pemenune Komuccuun
odopmIsieTcst B BUJIe TPOTOKOa 3aceaanust Komuccun.

IIpotokon 3acemanuss Komuccuu (BbIIMCKA W3 MPOTOKOJA) JTOBOAUTCS
MEIUITMHCKON OpraHu3aIliy B JIEKTPOHHOM BHUJIE M Ha OyMa)XHOM HOCHUTEJIE HE MTO3/THEe
3 pabouux mHel co nHS ohopMIIeHHs MPOTOKoJa 3aceqanus Komuccuu.

B cayuae oTkaza B yTBepKAEHUM 3asBKM MEIUIMHCKOM OpraHu3anuen
OCYIIECTBIISIETCS JOpaOOTKa MPOEKTa 3asiBKH M MPEJIOCTABICHUE €r0 Ha PACCMOTPEHHE
Komuccuu B cpok, HE MPEBBIMIAOIMINNA MATH Pab0YNX THEH MOCie MOJIYYCHHs 0TKa3a B
YTBEPKIECHUU 3asBKU.

B 3aBUCHMOCTH OT KOHKPETHOW CIOXXHMBIIEHCS OOCTAHOBKH C OOecriedeHUueM
rpaxnaaH Poccuiickoii Denepanuu JEKAPCTBEHHBIMU CPEACTBAMH, MEIULIUHCKUMU
U3JICNIUSIMU U CHEUUATIM3UPOBAHHBIMU MPOAYKTAMHU JIEUeOHOr0 MUTAHUS JIA JIeTeil-
WHBAJIUIOB MPU OKa3aHUM MEIUIIMHCKOW TOMOIIM aMOyJaTOPHO IO peIenTaM Bpada
OecruiaTHO MEAMIIMHCKHE OpTraHW3alMH BIIPAaBe HE TO3JHEE Mecsla J0 HCTCUYCHHS
TEKYLIEro KBapTajia MpeaoCTaBiIsiTh B KOMUCCHIO YTOUHEHHBIN MIPOEKT 3asiBKU.

5. PactiopsiqutensiMu OIOJKETHBIX CPEACTB, yTBEpkAeHHBIX B 2023 roay B
oromxere Jlonenkoit Haponnoit PecnyOnuku 1s 1eneid JbrOTHOTO JIEKApPCTBEHHOTO
oOecrieueHUs] JICKAPCTBEHHBIMM MpenaparamM, MEIAUIMHCKUMHU H3JCIUSIMU U
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CHEUATU3UPOBAHHBIMUA ITPOJYKTAMU JIEYEOHOrO MUTAHUS JJI AETEH- NHBAJIMJIOB MPHU
OKa3aHUM MEAMUIIMHCKOM MMOMOIIM amMOyJaTOpPHO MO pelentaM Bpadya OECIUIaTHO,
ABJSIIOTCS.  MEAULMHCKHAE  OPraHW3alMHi, IMOJBEAOMCTBEHHbIE  MHHHCTEPCTBY
3npaBooxpaneHusi Jlonenkoiw Hapoanoit PecnyOnuku (manee - MeAUIIMHCKHUE
opraHu3auuu), KotopsiIMd B 2023 romy OCYyIIECTBISETCS 3aKyNKa JIEKAPCTBEHHBIX
npenaparoB, MEAUIMHCKUX M3ACIUNA U CHEUATU3UPOBAHHBIX MPOAYKTOB Je4eOHOro
MUTAHUS U1 JeTeH-UHBAIUIOB IS 1IeJIed JIbIOTHOTO JIEKAPCTBEHHOTO 00ECIIeUeHUsI B
COOTBETCTBUHU ¢ HacTosuM [lopsiakoM obecrnieueHus.

B nocnenyronmx OOKETHBIX ToAax 3aKylka JIEKAPCTBEHHBIX IPENapaToB,
MEIUIMHCKUX W3JIeTUN U CeIHATM3UPOBAHHBIX MPOAYKTOB JIEUEOHOTO MUTAHUS IS
JeTe-MHBAIMIOB OCYIIECTBISAECTCA MO0 MEAUIIMHCKUMHU OPraHu3alusiMU, KOTOPHIM
JIOBE/ICHbl ~ COOTBETCTBYIOUIME  JUMUTHI  OIOJUKETHBIX  00s3aTENbCTB,  JUOO
MunuctepctBoM 3apaBooxpanenus Jonerkoi Hapoanoit PeciyOnuku.

MenuuuHckol — opranuzanuedt  1ub60 MUHHUCTEPCTBOM  3/paBOOXPAaHEHMS
Honenkort Hapognoit PecnyOnuku oOCyIIECTBISETCS B MECSYHBIM CPOK CO JHSA
yTBepxkAcHUs Komuccuel 3asBKM 3aKynKa JEKapCTBEHHBIX MPENAPaTOB, MEIUIIMHCKUX
U3JICMI ¥ CHEUUATM3UPOBAHHBIX TMPOAYKTOB JIEUEOHOTO NHUTAHUS Ui JIeTei-
VWHBAJIUJIOB B COOTBETCTBMHU C 3aKOHOAATeNbCTBOM Poccuiickor Penepauuu u
3akoHogaTenbcTBOM JloHenkoit Hapoanoit PecyOnuku B cdepe 3akymok TOBapoB,
pabot, yciyr ans oOecredeHHs] TOCYAapCTBEHHBIX HYXKJ, B TOM YHCJIE C Y4E€TOM
TpeboBanuii nocranosienus [IpaButenbcTBa Poccuiickoit denepanun ot 31 gexabps
2022 1. Ne 2559 «O mepax mo oOecredeHHI0 pekruMa BOCHHOTO IOJOXKEHUS U 00
OCOOCHHOCTSX TIUIAHUPOBAaHUS M  OCYIIECTBICHHUS 3aKylmoK JJIsi OOecredeHHs
rocynapcTBeHHbIX HYXJ JloHernkoi Hapomnoit PecnyGmuku, Jlyranckoit Hapomnoii
Pecniy6iuku, 3amnopoxckoi o0gacTi, XepCOHCKOM 001acT U MyHUIIUTIATBHBIX HYX]I
MYHUIIUTAIBHBIX 00pa30BaHUM, HAXOALIMXCS HAa UX TEPPUTOPHUSAX, U O BHECECHUU
U3MEHEHUN B HeKoTOopbie akThl [IpaBuTenscTBa Poccuiickoit deaepanum», B pazMepe
KBapTaJIbHOW MOTPEOHOCTH.

ITo pesynbTaTam 3aKylmKd MEIUUMHCKOM opranuzamnueid (MuHHUCTEpCTBOM
3ApPaBOOXPaHEHHUS JloHenkoun Haponnon PecniyOmmkm) 3aKJIFOYAETCS
COOTBETCTBYIOIIMM JOrOBOP HA KBAPTAJl TEKYILEr0 KaJeHAAPHOT O roja.

6. 3a MecsIl 10 WCTEUEHHUs TEKYIEro KBapTajga MEIUIIMHCKOW OpTraHu3aIueit
MOTYT OBITh TIPEIOCTABICHBI MTPEITIOKEeHHS B KoMuCcCHIO M0 KOPPEKTHPOBKE 3asBKU Ha
MOCIEAYIOIMNN KBapTal MO pe3yJibTaTaM CIIOKUBIIEHCS CHUTYyallud C JIbTOTHBIM
JIEKapCTBEHHBIM 00€CIIEYEHUEM T10 ONPEICIICHHBIM HO30JIOTHSIM.

7. Beimucka penenToB sl 00ecnedyeHus OTAeIbHBIX KaTeTOpui rpaxaaH
JICKapCTBEHHBIMU CpEelICTBAMHU, MEJIUIIMHCKUMH U3ICIIUSIMU
U CIEIUaJIu3uPOBAHHBIMU TMPOAYKTAMHU J€UEOHOr0 MUTAHMUS IS JCTel-MHBAJIUJIOB,
OTIYCKAaE€MBIMM IO peElenTaM Bpauel OecriaTHO OCYIIECTBIAECTCS MEIUIIMHCKUMU
OpraHu3alUsIMHU, YIOJHOMOYEHHBIMM Ha BBIIIHCKY PELENTOB, MNEPEUYCHb KOTOPBIX
onpenensercss MunuctepctBoM 3apaBooxpanenus Jlonenuxoit Hapoanoit PecnyOnuku,
B COOTBETCTBUMU C I[lOpsSiIKOM BBIMMCKM PELENTOB HA JBCOTHBIC JICKAPCTBEHHBIC
npenaparbl W/WIM MEAUIMHCKUE W3enus TpaxaaHam Poccuiickoir ®eneparuu,
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MOCTOSIHHO TMpOXHUBarolUM Ha Ttepputopun Jloneukoir Haponnoit PecnyOnuku, B
MEIULMHCKUAX OpraHu3anusax, yreepxkiaeHHbIM [IpasutensctBom [JoHenxon HaponHoi
PecnyOsuku.

8. B uensx obecnevuenust popMUpPOBAHUS U 3aMOTHEHUS (HOPMBbI

PErMOHAJIBHOTO  pErucTpa  TIpak[aaH, MMEIOUIMX [paBO Ha  oOecredeHue
JIEKapCTBEHHBIMU npenapaTtamu, MEIUIUHCKUMHU U3JIETUSIMU
U CHEUATM3UPOBAHHBIMU MPOAYKTAMHU JI€YEOHOTO MHUTAHMS 3a CYET OOJIKETHBIX
acCUrHoBaHui (penepanbHOro Orojkera u Oromxkera Jloneukoir Haponuoit PecriyOnuku
(mnanee - PeruoHanbHBIM perucTp), Bpay-TepareBT Y4YaCTKOBBIM (Bpay- neauaTp
YYaCTKOBBIN) MpHU BBIMUCKE perenta 3anonHseT JKypHan BbIIaHHBIX PELENTOB Ha
o0OecrieueHue  OTHAENbHBIX  KaTeropui  rpaxnan  Poccuiickoit ~ ®denepanuu
JIEKapCTBEHHBIMU CpelncTBaMH, MEUIUHCKUMHU U3JIETUSMU
U CNEeLMATM3UPOBAHHBIMU MPOAYKTAMHU JIEYEOHOrO0 MUTaHUs AJiA JeTell-WHBAJIUAOB,
OTIIyCKaeMbIMU [0 pelLenTaM Bpada OeclaTHO MO Hozosoruu (naiee - JKypHan
BBIIAHHBIX PEIENTOB), MO (OpME COTJACHO MPWIOKEHUI0 K HacTosmemy l[lopsaky
oOecrieueHusl.

9. PykoBoguTeneM  MEAUIIMHCKOW  OpraHu3allud  OpPraHU3yeTCs  BEJICHUE
PervonanpHOro peructpa B 4YacTH, Kacarolleics MEIUIIMHCKON OpraHu3aluu, B
cooTBeTCTBUM C [lOpsAIKOM BeleHUS PETMOHAJIBHOIO PETUCTpPa TPa)KJaH, UMEOIINX
npaBo Ha o0OecrieueHne JEKapCTBEHHBIMU MpernapaTaMu, MEIUIMHCKUMH U3JIETUSIMU U
CHEIUATU3UPOBAHHBIMUA MPOAYKTAMU JIEUEOHOTO MUTAHUS ISl A€Te - WHBAJIUIOB 3a
cueT OIO/KETHBIX aCCHUTHOBaHUU (denepaiibHOro Oro/pkera U Oromkera [loHerkoit
Haponnoit PecnyOnuku, yrBepxkaeHHbIM IIpaButensctBom Jlonenkoit HapomHoit
PecnyOmukm.

10. OTnyck  neKapCTBEHHBIX — MpENapaToB, MEIUIMHCKUX  U3IETUH U
CHEIUATM3UPOBAHHBIX TPOAYKTOB JIEUEOHOTO TMUTAHUA I JACTeH-MHBAIHIO0B
OecrulaTHO OCYIIECTBISIETCS MO pelenTaM Bpada MEAUIMHCKUMU OpTaHU3AlMSIMHU,
onpeAeraeHHbIMM ~ MuHHCTEPCTBOM  3apaBooxpaHeHuss  Jloneuxor  Hapopnou
PecniyOonuku, B coorBercTBHHM ¢ [lopsakoM OTIycka JIEKapCTBEHHBIX MPEMapaToB,
MEIULIMHCKUX U3IEIUN U CHEUUaTU3UPOBAHHBIX MPOAYKTOB JIEUEOHOIO MUTAHUS JIA
JeTe-nHBANMKMIOB OecIIaTHO, yTBepkIeHHbIM [IpaButensctBoM [lonenkoit Hapomnoii
Pecry6nukm.

11. XpaHeHne OpUTHMHAIOB PEUENTOB  OCYIIECTBISIETCS  MEIULMHCKUMU
OpraHu3alusMi,  OCYIIECTBISIOIIMMU  OTHOYCK  JICKAPCTBEHHBIX  IPEINApaToB,
MEIUIMHCKUX U3ACNHUN U CHEeNHAIU3UPOBAHHBIX MPOIYKTOB JIEeUEOHOTO NMUTAHUS MPU
OKa3aHWH MEJUITMHCKON TTOMOIIN aMOyJIaTOPHO IO perenTtam Bpada 6ecruiatHo. Konnn
PELENTOB BKJIECHBAOTCA B MEIUIIMHCKYIO TOKYMEHTALUIO.

12. MunnctepcTtBoM 3apaBooxpaneHus Jlonemnkoit Hapomnoit PecmyOmuku
OCYLIECTBIISIETCS] KOHTPOJIb MEAUIIMHCKUX OPraHU3aliil B YaCTU OpraHu3aliy BeICHUS
PeruonansHoro perucrpa, oOecneueHuss rpaxiaaHn Poccuiickoit  Depepanuu



JIEKapCTBEHHBIMHU npernaparamu, MEIULHCKUMU U3AEIUAMU
U CIEUUATU3UPOBAHHBIMM NPOJAYKTAMU JIeYeOHOro MHUTAaHHUA MPU  OKA3aHUU
MEIUIMHCKON MOMOIIM aMOYyJATOPHO IO pelentaM Bpada OecIyIaTHO, 3aKYIKH U
oOecreyeHus: HamM4Yusi He0OXOAMMOr0 KOJIMYECTBA U HaUMEHOBAHHUN JIEKApCTBEHHBIX
npenaparoB, MEAUIIMHCKUX HU3ACNIUNA U CHEUAIU3UPOBAHHBIX MPOAYKTOB J€4eOHOTO
[IATAHUSA I 1€TEH-UHBAIUOB.

MunuctepctBOM  31apaBooxpaneHus Jlonenkoir Hapoanoit  PecnyOnuku
OCYIIECTBIISIETCS] KOHTPOJIb IOCPEACTBOM cOOpa U aHaJIn3a MHPOPMaLIUK MEIULIMHCKUX
OpraHu3anui eXXeMeca4Ho, 10 05 dnciia Mecsua, CIeIyOEro 3a OTYETHBIM IEPUOIOM,
O IPOBEACHHBIX 3aKyIKax JIEKapCTBEHHBIX I[PENapaTroB, MEAULMHCKUX HU3ACIUN U
CHEUATU3UPOBAHHBIX POIYKTOB J€4€OHOTO MUTAHUS JUIsl IETeH-UHBAIUIOB, & TAKKe
0 HAJIMYUU HEOOXOJAMMOro KOJIMYECTBA 1 HAMMEHOBAaHUHN JIEKAPCTBEHHBIX MPENapaToB,
MEIUIMHCKUX W3JIeNTUN U CTIeIMATM3UPOBAHHBIX MPOAYKTOB JIEUEOHOTO MUTAHUS IS
JeTe-nHBaJIUIOB.

KoHTponpe coOmtoaeHuss MEIUIMHCKUMHM OpraHu3alusMy yCIOBUM, LEJed u
Nopsi/IKa peav3aly  OTIycKa JIEKAPCTBEHHOTO OO0ECNeYeHUs] OCYILECTBIAETCS
MunucrtepctBoM 3apaBooxpanenus Jonerkoi Hapoanoit PeciyOmuku.



[Ipunoxxenue

k llopsnky oOecrneyeHus  OTAEIBHBIX
KaTeropuu rpaxxaaH Poccuiickoi
®denepanuy, IIPOKUBAIOIIUX
Ha Tteppuropun [oneukoit Hapoanoit
Pecniy0Omnukw, JIEKapCTBEHHBIMU
CpEeACTBaMH, MEIULMHCKUMH M3JEIUAMUA U
CIIEMaIN3UPOBAHHBIMU IPOIYKTaMHU
Je4e0HOro MUTaHUS JUIsl JIeTe-MHBAINOB
IIPU  OKa3aHWMM MEIULIMHCKOM IOMOLIU
amMOyIaTOpHO IO perenTaM Bpada 0ecIuraTHO

(myHKT 8)

OOPMA

BbIJAHHBIX PCICIITOB Ha obecrieyeHue OTACJIBHBIX KaTel“OpI/If/’I rpaxjiaH
Poccuiickoit CDeﬂepauHH JICKAPpCTBCHHBIMU CPCACTBAMHU, MCIAUIIMHCKUMHU U3ACTIUAMHA
" CIICHUAJIM3NPOBAHHBIMU ITPOAYKTAMHU J1Ie4eOHOTO MUTAHUS JJIA ﬂCTCﬁ-HHBaHHJIOB,
OTITYCKAaCMbIMHU 110 PCHCIITAM Bpayda OecIiaTHO
I10 HO30JIOI'MH

Nen/m| Hara PexBusuts Anpec,
0)5(0) peuenTa KOHTAKTHBIH IMoanuce IMoanuce
rpakJIaHuHA TeneoH rpaxaaHuHa | paGOTHHKa,
Poccuiickoit HaumernoBanne JI€KapCTBEHHOO|  rpajiaHuHA Poccuiickoil | BelIaBmiero
Denepanuu CpezcTBa, (popMa BbIITYCKa, Poccuiickoit Denepanyu peuent
JIO3UPOBKa, KOJIMYECTBO Dezepanun
1 2 3 4 6 7 8




[Ipunoxenue 2

YTBEPX/IEH

[TocTanoBnenuem [IpaButenscTBa
Houneuxoit Hapoanoit Pecriybivku
ot 31 aBrycra 2023 r. Ne 70-1

Ilopsinok
BBITTMCKY PEIENITOB HA JILI'OTHBIC JIEKAPCTBEHHBIE MIPENapaThl U/WIH METUIIMHCKHE
u3aenus rpaxaanaMm Poccurickor @enepanyu, NTOCTOSHHO MPOKUBAOIIUM
Ha Tepputopuu [onenkoit Haponnoit PecnyOnuku, B METUIIMHCKUX OpTaHU3AIUSIX

1. Hacrosmuii TTopsimok BBIMUCKK PELIENTOB HA JIbFOTHBIC JICKAPCTBEHHBIC
npenapaTbl W/WIM MEAUIMHCKHE wu3Aenus rpaxiaaHam Poccuiickoit ®enepanuu,
MOCTOSIHHO TMpOKHUBatouuM Ha Tepputopun Jonenkoit Hapoanoii PecnyOnuku, B
MEIMIMHCKUX opranm3zanusax (ganee - Ilopsigok BBIMKMCKUA PEIENTOB, TpakaaHe
Poccuiickoit Deneparn) ycTaHABIMBAET MOCIEAOBATEILHOCTD JEUCTBUI PAOOTHUKOB
MEIMIIMHCKUX  OpraHu3aliid  TOCYJapCTBEHHOW  CHCTEMBl  3APaBOOXPAHEHUS,
MMOJIBEAOMCTBEHHBIX ~ MuHHMCTEPCTBY  3ApaBooxpaHeHus Jlonenkon  HapomHoii
Pecny6iiiku, o BBIMHUCKE PELIENITOB Ha JIbITOTHBIE JIGKAPCTBEHHBIE MpenapaTsl W/ HWiu
MEIUWLUHUHCKAE  u3aenus rpaxaaHaM  Poccuiickoit ~ ®Denepauuu, MOCTOSHHO
IpOKUBAIOIUM Ha Tepputopun JloHernkorr HaponHoit PecriyOimku, B COOTBETCTBHH C
noctanoBieHueM IIpaButensctBa Poccuiickoit denepanuu ot 30 urons 1994 romga Ne
890 «O rocygapCTBEHHOW MOAAEPKKE PA3BUTHS MEIUIIMHCKONW MPOMBIIIJIEHHOCTH U
yIAy4llIeHHd  OOeCleueHus:  HACeNeHHs U YUYPSKICHUU  3/IpaBOOXPAHCHUS
JEKAPCTBEHHBIMU  CPEACTBAMM W H3JCIUSAMH  MEJUUMUHCKOTO  Ha3HAYEHUS,
noctranopnenueM [IpaButenscTBa Poccuiickoit deneparuu ot 26 HosiOpst 2018 roma Ne
1416 «O mopsimke opraHU3allud OOECIICUCHHS JICKAPCTBEHHBIMHU IperapaTaMu JIHII,
O0ONMBHBIX TeMo(duiInend, MyKOBUCIUI030M, TUMO(MU3APHBIM HAHU3MOM, OO0JIE3HBIO
['omie, 3710KaueCTBEHHBIMH HOBOOOpPA30BaHUSIMU JIUM(OUIHON, KPOBETBOPHOU U
POJCTBEHHBIX WM TKaHEW, paCCESHHBIM CKJIEpPO30M, T€MOJIUTHKO-YPEMUYECKUM
CHUHJPOMOM, FOHOILIECKUM apTPUTOM C CUCTEMHBIM HA4aj0M, MyKOIIOJIUCaXapuao3om |,
II u VI Tumos, armacTudeckor aHeMHue HEYTOYHEHHOM, HACIECTBEHHBIM JIe(PUITUTOM
dakropos Il (pubpunorena), VII (;madbunwsroro), X (Crroapta - [Ipayspa), aur mocie
TpPaHCIUIAaHTAllUK OPTraHoB U (WJIM) TKaHEW, a TaKXKe O MPU3HAHUM YTPATUBIIUMU CUITY
HEKOTOpbIX akToB IIpaBurenscrBa Poccuiickorn ®enepanuny, MNOCTAHOBICHUEM
[IpaButennctBa Poccuiickoit denepauuu ot 28 nekadpst 2016 roma Ne 1512 «O0
ytBepkaeHnn [lonokenus o0 opraHm3anuu OOeCTeHYeHHs JHI, WHOUIIMPOBAHHBIX
BUPYCOM HMMMYHOJIE(pUINTA YEJIOBEKa, B TOM YHCIE€ B COYETAHUU C BHUPYCAMHU
renatutoB B u C, aHTUBUPYCHBIMU JIEKAPCTBEHHBIMU IIpenapaTaMu JJisi METUIIMHCKOTO
npuMmeHeHuss W Ilonmokenus o0 opraHuzanuu 00eClmedYeHus JWil, OOJBHBIX
TyOepKyJI€30M C MHOKECTBEHHOM JIEKAPCTBEHHOW YCTOMYHMBOCTHIO
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BO30ynUTENS, AHTUOAKTEPUATIBHBIMU W MPOTUBOTYOEPKYJIE3HBIMU JIEKAPCTBEHHBIMU
IpenapaTaM Il MEIUIIMHCKOTO IPUMEHEHHUS.

2. K kareropusam rpaxzaan Poccuiickoii ®enepauuu, NOpOoXKUBAIOIIUX Ha
tepputopun [onenxoit Hapoanoii PecmyOnuku, uMmeromux MnpaBo Ha JIbITOTHOE
obecrieueHUe JICKAPCTBEHHBIMU TMIpernapaTaMu W/WIA MEIUIMHCKUMHU H3JETUIMU
(mamee - OTACNBbHBIC KATETOPUHU Tpa)kaaH) OTHOCITCS TpaKJaHe, B COOTBETCTBUU C
[lepeunsimu rpymn HacelIeHUs U KaTeropui 3a00jieBaHUM, Ipu aMOyIaTOPHOM JICUCHHUH
KOTOpPBIX JIEKAPCTBEHHBIE CPENCTBA U U3JENUA MEIUIMHCKOTO Ha3HAYCHUS
OTIYCKAIOTCS TIO pelenTaM Bpaded OEcCIIaTHO, YTBEPXKICHHBIMH MOCTAHOBJICHUEM
IIpaButensctBa Poccuiickoir @epeparuu ot 30 wumrona 1994 roma Ne 890 «O
TOCYJApCTBCHHOM TMOJACPKKE PA3BUTHS MEIUIMHCKONW TPOMBIIIJICHHOCTH U
yIy4dIIeHUn  OOECIeYeHUsT  HACeJeHUsT U YUYPEXKICHHH  37paBOOXPAHCHUS
JIEKapCTBEHHBIMU CPEJICTBAMH U W3JACIIUSIMU MEIUIIMHCKOTO HAa3HAUYCHUS», a TaKKE B
COOTBETCTBUM KateropusiMu rpaxiaaH Poccuiickoit denepanuu, onpeneIeHHBIMU
noctanoBjeHueM [IpaButenscTBa Poccuiickoii @enepariuu ot 26 HOosi6ps 2018 romga Neo
1416 «O mopsiike opraHu3aluu OOECTEYeHHs JEKapCTBEHHBIMH MperapaTaMu JIUI,
OOJIbHBIX TeMouauel, MYKOBUCIIUI030M, TUMO(HU3APHBIM HAHU3MOM, OOJIC3HBIO
lNomre, 3mokadecTBEHHBIMH HOBOOOpa30BaHMSAMHU JTUM(OUTHON, KPOBETBOPHOH U
POJICTBEHHBIX WM TKaHEHW, PACCESHHBIM CKJIEPO30M, T'E€MOJUTUKO- YPEMHYECKUM
CUHJPOMOM, FOHOILIECKUM apTPUTOM C CUCTEMHBIM Ha4ajJoM, MyKOMNOJIUCaXapuao3om I,
II u VI Tumnos, aruiacTU4ecKoi aHeMHuel HeyTOUHEHHOM, HACJIeICTBEHHBIM JAe(UITUTOM
daktopos Il (pubpunorena), VII (madunbroro), X (Ctroapra - [Ipayapa), auil mocie
TPAaHCIUIAHTALIUUA OPTaHOB U (WJIM) TKAHEW, a TaKKe O MPU3HAHUU YTPATUBIIUMHU CUITY
HekoTopbIX akToB [IpaBurensctBa Poccuiickor ®enepauun», IOCTAHOBICHUEM
[IpaButennscTBa Poccuiickoit deneparuu ot 28 mexadps 2016 roma Ne 1512 «O6
yTBepxkAcHUN Ilomoxenus 00 opraHu3anuu obOecredeHus Jull, WHOUIIMPOBAHHBIX
BUPYCOM HMMYHOJE(hUIIUTa 4YEIOBEKa, B TOM YHCIE€ B COYETAaHUU C BHUpPyCaMH
renatuToB B u C, aHTUBHPYCHBIMU JIEKAPCTBEHHBIMHU IIpENapaTaMu JJIsl MEAUIIUHCKOTO
npumeHennss u  IlojmokeHuss o0 opraHm3anuu OOECIeYeHUs JHIl, OOJBHBIX
TyOepKyJIe30M C MHOXECTBEHHOW JIEKAPCTBEHHOW YCTOWYMBOCTBHIO BO30YIUTEINS,
aHTUOAKTEPUATIBHBIMA U TPOTHUBOTYOEPKYJIE3HBIMH JICKAPCTBEHHBIMH TIperiapaTaMu
JUISL METULIMHCKOTO MIPUMEHEHUS».

3. IIpu obOpamennu rpaxkaanuna Poccuiickoit deneparuu, IMEIONIETO MPaBo Ha
JIBIOTBI, KATETOPUHA KOTOPBIX OMPEIECICHBI B COOTBETCTBUM C IIYHKTOM 2 HACTOSIIETO
[lopsimka BBIMMCKM  PELENTOB M  HMEKOUIMX JOKYMEHT, IOJATBEPKIAOIMIUN
COOTBETCTBYIOIIMM JIbTOTHBIM CTaTyC M MPaBO Ha JIBIOTHOE JIEKaPCTBEHHOE
oOecrieueHUE JICKAPCTBEHHBIMU  CPEACTBAMH, MEIWIMHCKUMHU  HU3ICTUSIMH U
CIICLIMATIM3UPOBAHHBIMU TPOAYKTAMU Il JETEU-UHBAIMAOB [0 peUentaM Bpada
OecrutatHO  (YIOCTOBEpEHHS, BBIMHCKA W3  aMOyJaTOPHBIX  KapT, HHbBIC
MOATBEPKAAIOIIME JOKYMEHTHI), J€HalllHi Bpau COOTBETCTBYIOLIETO MPOQUIS BbIIACT
rpaxaanuHy Poccuiickoit denepariuu HanpaBieHUE JJisl BBIMUCKUA penenta (paiee -
Hamnpasnenne) no ¢opme, yCTaHOBICHHOW MpuiokeHueM K Hacrosiemy llopsiaky
BBIITHCKH PELEINTOB.
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[To pesymbpraTam ocmorpa rpaxaaHuHy Poccuiickon ®denepanuu BbIIACTCS
JeYaluM BpayoM BbINHMCKA U3 aMOyJIaTOPHOM KapThl, a TAKXKE BBIIKMCKA IO pe3yJIbTaTaM
ocMoTpa TrpaxknaanuHa Poccuiickon @enepanuu, HYXIAKOIMIErocs B JBIOTHOM
o0ecreyeHun JIeKapCTBEHHBIMU  CPEACTBAMH, MEIUUUHCKUMH M3ICIUSIMU U
CHEUUATU3UPOBAHHBIMUA MPOAYKTaMU JI€4eOHOro MUTaHUS AJid JeTel- WHBAJIUIOB
(manee - Boinucka), comeprkaiias cleIyonue CBeICHUS:

HAaUMEHOBaHUE MEIUIMHCKON OpraHu3allly;

dbamuius, UM U1 OTYECTBO (IIPU HAJIWYUK) U JOJKHOCTh Bpaua, BBIJIABIIETO
BBITIHCKY;

KOHTaKTHBIC TaHHBIC MEIUIIMHCKON OpraHu3aluy U Bpaya;

dbamuusi, UMsi 1 0TYECTBO (MPU HAJTMYWH) MAIIMEHTA; JUArHO3;

pPEKOMEHIOBaHHAs TepaIHsl.

4. Beimucka penenToB Ha JBIOTHBIE JIEKAPCTBEHHBIE TMpenaparbl W/WIH
MEIULUMHCKME u3aenus TpaxaaHaMm Poccuiickoir dexepanuy OCYIIECTBISETCS B
MEIMIIMHCKUX OpraHu3alMsaX, YIOJHOMOYEHHBIX Ha BBINUCKY PEUENTOB JJIs
obecrieyeHUs] OTIEIBHBIX KAaTeTOpUH Tpa)kaaH JIGKAPCTBEHHBIMU CPEJACTBAMU,
MEUIMHCKUMH M3JEIUSIMA U CICIUATU3UPOBAHHBIMU TMPOAYKTaMH JI€4eOHOTO
NUTAHUS JJI I€TeH-UHBAIUOB, MEPEUYCHb KOTOPBIX ompeaensieTcss MUHUCTEPCTBOM
3npaBooxpanenus Jlonenkoir Haponnoit PecryOnuku 1mo y4yacTKOBOMY MPUHIIMITY B
COOTBETCTBHM C 3aKpPEIUICHHEM TEPPUTOPUN  OOCITY)KMBaHUS  MEIUIIMHCKHUX
OpraHu3alui, OKa3blBAlOIIMX [EPBUYHYK)  MEAUKO-CAHUTAPHYI, IIEPBUYHYIO
CHEIUATM3UPOBAHHYI0O W aMOyJNIaTOpHYIO  CTOMAaTOJIOTMYECKYI)  TOMOIIb,
OCYILIECTBIIIEMBIM Ha OCHOBAHMMU NPUKa30B MHUHHUCTEpPCTBA 3APaBOOXPAHEHUS
Honenkori Hapoauoit Pecry6inuku.

JIist moydeHusl penenToB Ha JIbIOTHBIE JIEKAPCTBEHHBIC MpemnapaTbl W/Hin
MEIUIIMHCKUE u3nenus Tpaxnane Poccwuiickoit ®enepanum oOpamarmTcs C
npenocrasieHueM Hamnpaiienus u BoInicku K Bpauy-TepaneBTy y4acTKOBOMY (Bpady-
neauaTpy y4acTKOBOMY) MEAUIMHCKOW OpraHu3aliy, ONpPEIeICHHOW B COOTBETCTBUM
¢ myHKTOM 4 HacTosmero [Topsika BEIMUCKHA PELENTOB, 0 MECTY PETUCTPALIMH U/ WU
(haKTUYECKOTo MPOKUBAHUS.

B ciyuae oOpamenns rpaxknanuna Poccuiickoit deneparuu kK Bpady- TepaneBTy
y4acTKOBOMY (Bpauy-neAuaTpy y4YacTKOBOMY) MEIMIIMHCKOW OpraHu3ali HE IO
MECTY PErMCTpallly, TaHHOM MEIWIMHCKON OpraHM3alHuel HE MO3JHEE CIEAYIOUIEro
pabouero AHS HAMPABISAETCS YBEAOMIICHUE B MEAUIIMHCKYIO OPraHU3aIINI0, 32 KOTOPOU
3aKperieHa TepPUTOPUS 0OCTYKUBAHUS, YKa3aHHAS B MECTE PETUCTPALlMU IPaXJaHUHA
Poccuiickoit ®enepanuu, mnuchMO ¢ uH(OpMaInMel O BBIMUCKE TPAXKITAHUHY
Poccuiickoit @enepanuu peuenta, ¢ yKa3aHMEM HAMMEHOBAaHUS COOTBETCTBYIOLIEH
HO30JIOTMM, HAaMMEHOBAHUS M KOJIMYECTBA JIBIOTHBIX JIEKAPCTBEHHBIX ITPENAPATOB
W/WTH METUIIMHCKUX W3JCITHN.

5. Bpau-TepaneBT yyacTKOBBIN (Bpau-nieAMaTP Y4aCTKOBBIH):

5.1. Ilpu npueme rpaxknanrna Poccutickoit deaepaiu cBepseT TaHHbIC
rpaxaannHa Poccuiickorn ®@enepanuu €O CBEACHUSMH, COACPKAIIMMHUCA B
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PErMOHAIBHOM PETUCTPE IPAXKIaH, UMEIOIIMX IPABO HA 0OeCeYeHHE JIEKapCTBEHHBIMU

npenapaTamu, MEIULIUHCKAMHU U3JIEIIASIMU
U CHEeIUAIU3UPOBAHHBIMU MPOAYKTAMH JIEYEOHOrO0 MUTAHUS 32 CUET OMOJKETHBIX
acCUrHOBaHMM (henepanbHOro 0ro/pkeTa u Oromkera Jloneukoit Haponnoit Pecnyonuku
(manee - PernoHanbHBIN pErUCTp), BEIEHUE KOTOPOTO OCYIIECTBIISIETCS] B COOTBETCTBUU
¢ llopsankom BeneHHs PErHOHAIBHOTO PETUCTPAa TPAXKIAH, MMEIOUIMX IIPaBO Ha
o0OecrieyeHue JIEKapCTBEHHBIMHM MpernapataMy, MEIUUUHCKUMHU U3JETUsIMUA U
CHEUATU3UPOBAHHBIMU MPOAYKTaMH JIEYEOHOTO MUTAHUS JUJIS A€TeH - MHBAIMIOB 32
cyeT OOJIKETHBIX acCCUTHOBaHUU denepaibHOro Oromketa u Orojpkera JloHEIKon
Hapoanoit PecnyOnuku, ytBepknaeHHbiM [IpaBurensctBom Jloneukoit Hapoanoi
Pecny6siuku.

5.2. B cnydae oTcyTcTBUS AaHHBIX O rpaxkaanune Poccuiickoit denepanuu
B PervoHanbHOM peructpe, oOeclneyuBaeT BHECEHHWE CBEIEHUM O TpakKIaHUHE
Poccniickoint ®enepaunu B PernonanbHblii peructp U B JKypHan BbIJaHHBIX PELIETITOB
Ha oOecreueHrue OTAENbHBIX Kareropuil rpaxkngaH Poccuiickoit  ®eneparuu
JIEKApCTBEHHBIMU CpPEACTBaMH, MEIULMHCKUMHU U3JIETIASIMU
U CIEUUAIU3UPOBAHHBIMU MPOAYKTAMHU JIEYEOHOrO0 MUTAHUS Uil JAeTei-WHBAIUIOB,
OTIIyCKaeMbIMU IO pelentaM Bpada OecruiaTHO Mo Hozojnoruu (manee - JKypHan
BBIIAHHBIX PELENTOB), 0 (GopMe coriacHo npuiokeHuro k Ilopsaky oOecrieueHus
OTHENBbHBIX Kareropul rpaxnaaH Poccuiickonn ®denepanuu, TPOKUBAKOIINX HA
tepputopun Jloneuxoit Hapomuoit PecnyOnuku, ekapCTBEHHBIMH CpEICTBAMH,
MEIUIMHCKUMH HW3JIENUSMU W CHEIUATN3UPOBAHHBIMU MPOJYKTaMU JI€4eOHOTO
MUTAHUS [ [eTeH-UHBAINIOB MPU OKa3aHUU MEIUIIMHCKON TOMOIIY aMOyJIaTOpHO MO
perienitaMm Bpaua 6ecruiaTHo, yTBepxkaeHHomy IlpaButensctBom Jlonenkoit HapogHoit
PecniyOnuku (nanee - [opsgok obecniedeHust).

5.3. Bener mpuem rpaxkjaH B COOTBETCTBHUU C TOPSIKOM, YCTAHOBJICHHBIM B
MEIULINHCKON OpraHu3alrH.

5.4. [IpoBoAWT aHaNM3 paHEE BBIIUMCAHHBIX PELENTOB IIyTEM CBEPKH C
JKypHasioM BeIIaHHBIX PELEIITOB.

5.5. Odpopmnsser perent B COOTBETCTBHM ¢ TIPUKa3oM MMHHCTEPCTBA
3npaBooxpaneHus: Poccuiickoit @enepanuu ot 24 Hos6ps 2021 roma Ne 1094n «O6
yrBepxaeHun [lopsaka Ha3HAUEHNUs JTeKapCTBEHHBIX IpenapaToB, (OpM peLenTypHBIX
OJIaHKOB Ha JIEKapCTBEHHBIE mpenapaTsl, [lopsaka odpopmieHns yka3aHHBIX OJaHKOB,
UX YydeTa U XpaHeHus, (opMm OJaHKOB pELENTOB, COJEp)KalIMX Ha3HAuUCHUE
HAapKOTUYECKUX CPEICTB WM IICUXOTPONHBIX BellecTs, [lopsaka mx u3rorosieHus,
pacmpezieNieHusi, PerUCTpallui, ydera U xpameHus, a Takxke [IpaBunm odopmienus
OJIaHKOB PELENTOB, B TOM 4YHCJIE€ B (OpPME DJIEKTPOHHBIX IOKYMEHTOB», a TaKXkKe
npukazoM MuHHCTEpCTBa 3ApaBooxpanenust Poccuiickoit dheneparuu ot 20 mexabps
2012 roma Ne 1181n «OO0 yTBEepKIE€HHH MOPSAKA HA3HAUYECHHUS U BBINUCHIBAHUS
MEIMIMHCKUX H3JeTHi, a Takke (GOopM pelenTypHbIX OJaHKOB HAa MEIUIIMHCKHUE
U3JIEIIUS ¥ TIopsaKka 0(hOPMIICHHS YKa3aHHBIX OJIAHKOB, MX y4€Ta U XPaHEHUS.

5.6. TlepBbIii SK3eMIUISAP perenTa BeaeT rpakaannay Poccuiickoit @enepanuu
C yKa3aHWeM MH(pOpMallMd O MECTE OTIIyCKA JIEKAPCTBEHHBIX CPEICTB, MEIULMHCKUX
U3JIeTUd U CIEUHUATM3UPOBAHHBIX IPOJYKTOB JIEUeOHOrO MNHUTAHUS I JeTei-
MHBAJU0B, OTIYCKAEMBbIX I10 peLEeNTaM Bpaya OeCIIaTHO.
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5.7. BTopo# 3K3eMIUIsp pelenTa BKIECUBAETCS B MEAUIIMHCKYIO JOKYMEHTAIUIO
(kapTy) mMalnMeHTa B TMOPSJAKE, YCTAHOBICHHOM PYKOBOJMUTEIEM MEAUIIMHCKON
OpraHU3ALHH.

5.8. Beger yueT BBIIAHHBIX pELENTOB UM HA E€XEHEAEIbHOH OCHOBE
IPEIOCTaBIsIET CBEICHHUS O BBIMCAHHBIX PELENTaxX PYKOBOAUTENIO MEAUIIMHCKON
OpraHU3ALHH.

6. PykoBonuTensiMu MEIUIIMHCKUX OpTraHU3aINi o0ecrneynBaeTcs:

6.1. Ha3HaueHne OTBETCTBEHHOI'O JOJDKHOCTHOTO JIMLA 3a OCYILECTBIEHUE
KOHTPOJIS IBFOTHOTO JIEKAPCTBEHHOT 0 o0ecreueHus rpaxjian Poccuiickoit denepanuu.

6.2. Opranu3zanus BbIITUCKH PELENTOB Ha JIbIOTHBIE JIEKAPCTBEHHBIE MTpenapaThl
W/WIM MEJMIIMHCKUE HW3JIeTUsl B COOTBETCTBUMM C HacToAmuM [lopsiaikoM BBIMHCKU
PELEITOB.

6.3. Mecto XxpaHeHusT MEIUUMHCKOW JOKyMEHTaluu rpaxaan Poccuiickoi
denepaunm.

6.4. BuyTpeHHU KOHTpOJIb 32 OOOCHOBAHHOCTHIO HA3HAYEHHUS U BBIMHUCKHU
PELENTOB Ha JIbFOTHBIE JIECKAPCTBEHHBIE MpeEnapaThl U/ U MEAUIMHCKUAE U3/IEIH.

6.5. HanpaBnenue B MunuctepctBo 3apaBooxpanenust [lonenkoit Haponnoi
Pecny6iinku cBeieHHit 0 BBINIKUCKE pelenToB (0 aBKe rpaxaaH Poccuiickoii @enepanuu
3a BBIMTMCKOM PELIETITOB Ha JIEKAPCTBEHHbIE MPEMapaThl W/UIU MEAUIIMHCKUE U3EIHS,
[IPUYMHAX HEABKU 3aIUIAHUPOBAHHOIO KojauyecTBa rpaxaaH Poccuiickon denepauuy,
U3MEHEHUSIX MOTPEeOHOCTH B JIEKAPCTBEHHBIX Ipenaparax WMWiK MEAUIHHCKUX
U3JENUAX), IPENOCTaBICHUE OTYETHOCTH B MUHHCTEPCTBO 3paBOOXPaHEHUS
Honenkort Hapomnoit Pecnybnmuku mo Bumam, ¢dopmam, B CpPOKH M B 00BEMeE,
YCTAaHOBJICHHBIX ~ MuHHCTEpPCTBOM  3apaBooxpaHeHus  JloHemkoir — Hapomnou
PecniyOmukm.

6.6. MudopmupoBanue rpaxxaan Poccuiickoit denepariuu o mopsake JIbroTHOTO
o0ecrniedeHus IEKapCTBEHHBIMU ITpenapaTaMy U/ WM METUIUHCKUMU U3JIEIUSIMU, B TOM
qucie MyTeM pa3MelleHuss MHPOPMALMOHHBIX MAaTepHaloB Ha O(ULUAIBHOM caiTe
MEIULIMHCKUAX OpraHU3ali, Ha CTCHAAaX B MEAULUHCKUX OPTaHU3aLMIX.

7. OTBETCTBEHHOE  JIOJDKHOCTHOE  JIMIIO  MEIUIMHCKOM  OpraHH3allvu,
HAa3HAYEHHOE B COOTBETCTBUM C MOANYHKTOM 6.1 myHkta 6 Hactosimero Ilopsiaka
BBIIIMCKU PELENTOB, OCYIECTBIISIET:

7.1. Kontponb 3a mnopsakoMm mpuema rpaxzaaH Poccuiickoit ®enepanuu,
peKUMOM  pabOThl, HWCIOTHEHHEM (YHKIMOHATHHBIX OOS3aHHOCTEH  Bpauei-
TEpaneBTOB YYAaCTKOBBIX (Bpauei-1eIMaTpoOB YYaCTKOBBIX) IIPU BBIITUCKE PELIENITOB.

7.2. ExxeHenenbHBIA aHANMM3 OTITYCKa JIGKAPCTBEHHBIX TPEMapaToB W/HIN
MEIUIHUHCKAX W3JEINN, KOJWYECTBA OTHYIIEHHBIX YMAaKOBOK JIEKAPCTBEHHBIX
NpermapaToB W/WIA MEIUIMHCKAX W3ACIHA B COOTBETCTBHU C  3asBICHHOU
NOTPEOHOCTHIO, HAJTMYHS JICKAPCTBEHHBIX MTPENapaTOB W/MIIM MEIUIIMHCKUX U3IETNI Ha
CKJIaJle B IOCTATOYHOM KOJMYECTBE, MPOrHO3 0OECNEUEHHOCTH IpakaaH Poccuiickoit
denepanuu  JIGKapCTBEHHBIMU TIpenapaTaMd W/WIW  MEAUIUHCKUMU U3JETUSMH,
rapaHTUpyronui OecrnepeOoiiHOe Hamuuue TpeOyeMbIX JIEKAPCTBEHHBIX MpEnapaToB
W/WIM MEIULIMHCKUX W3/ICIHM.
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7.3. KoHTponp 3a 001eil moTpeOHOCThIO B JIEKAPCTBEHHBIX MpenapaTax H/win
MEIULIMHCKUAX U3ACIUAX ISl OTAEIBHBIX KaTeropui rpaxaan Poccurickon denepanumu.

7.4. KoHTponb 3a CBOEBpPEMEHHbIM (OPMUPOBAHHEM JTOKYMEHTOB H
HaIlpaBJICHUEM 3adBOK (TJIAaHOBBIX M CPOYHBIX) Ha JIEKAPCTBEHHbIE MpenapaTsl W/ Uiu
MEIMIMHCKUE u3aenus 11 rpaxaal Poccuiickoit @enepanuu.

7.5. ExxemecsiuHbld aHaNW3 BBINUCKA M OTIYCKA JIBFTOTHBIX JIEKAPCTBEHHBIX
OpernapaToB W/WIM MEAUIMHCKUX U3JAenud, oOpamenuit rpaxaaH Poccuiickoi
denepanuu 3a JICKapCTBEHHBIMH IIPENIapaTaMHu.

7.6. AHanu3 0CTAaTKOB JIEKAPCTBEHHBIX MMPENApaTOB U MEAULIMHCKUX U3ACIIUNA Ha
CKJIaJie, B TOM YHCJIe Ha MpeaAMeT Ae(deKTypbl C yUeTOM MOToKa rpaxnaan Poccuiickoi
Qdenepany, U aHAIU3 IJIAHUPYEMOTO PACXO/a JIEKAPCTBEHHBIX MpErnapaToB W/WIU
MEIULIUHCKUX U3JIEIUN.

7.7. YBenomiieHHE PYKOBOIUTENS MEAUIMHCKON OpraHu3alMh O pUcCKax
nedeKTypbl 1 HeoOeCTeueHUs TPaK/IaH.

7.8. YBenomiieHHe Jieyallero Bpada M Bpaya-TepareBTa y4acTKOBOro (Bpaya-
neauaTpa y4acTKOBOTO) O HAJWYHMH JIEKAaPCTBEHHBIX MPENapaToB U MEAUIIMHCKUX
U3JIEJINIA, TOCTYMHBIX K BBIMHUCKE.



IIpunoxenue
K [IopsnKy BBIIMCKY PELIENTOB HA JIbIOTHHIE

JIEKapCTBEHHEIE Hpenaparsl u/unu
MCAULIMHCKHEC U3 aCanus rpaxxaaHnam
Poccuiickoit ®denepanny, IIOCTOSIHHO

IIPOKUBAIOIMM Ha Tepputopun JloHenkon
Hapoanoii PecnyOnmuku, B MEIUIIMHCKUX
OpraHu3anusax

(myHkT 3)

(HaI/IMCHOBaHI/Ie MCHHHHHCKOﬁ OpI‘aHI/IBaHI/II/I)

(ampec MEAUITMHCKOWM OpraHU3aIIHH )

(OI'PH mMeauuuHCKOM opraHu3aIiin)

HATIPABJIEHUE JJIS BBIITMCKU PELIEIITOB Ne — oT « » 20 1.
1. ®HUO 1 KOHTAKTHl METUIIMHCKOTO pa0OTHUKA, BHITUCABILIETO HAIIPaBICHUE

2. MenunuHckas kapta aMmOyJIaTopHOro 00JIBHOTO, COAepIKaIiasi CBeICHUS

0 Ha3HAYE€HHMH JIEKAPCTBEHHBIX MPENapaToB U MEAUIIMHCKUX U3aenuid: No

OT «_ » 20 1.

JlanHbie 0 TpakIaHUHE:

3. damuius, UMsi, OTYECTBO (MTPY HAUTUYMH):

4, Jlata poxaenus (AeHb, MECALL, TON): « » T.;
BO3pacT (YUCIIO TOJHBIX JIET, JJi1 peOeHKa B Bo3pacTe 10 | rojma - 4UCIO MOJHBIX
MECSIIEB):

d. ITon (Hy’XKHOE OTMETHUTB):

5.1. Myxckoit 5.2. KeHckuii

6. JlnarHo3 OCHOBHOM:

/. Jlnarno3 conmyTCTBYIONIMI:

8. Anpec MecTa XUTENbCTBa (IIPU OTCYTCTBHM MECTa YKUTEJIbCTBA YKa3bIBA€TCS
aapec Mecta mpeObiBaHMs, (PAKTUIECKOTO MPOKUBAHUS Ha Tepputopun Poccuiickon
denepalun):

8.1. T'ocymapcTBo:

8.2. TlouToBBI HHIEKC:

8.3. CyoOmnext Poccuiickoit denepanuu:

8.4. Paiion:

8.5. HammeHoBaHWe HACEICHHOTO IMYHKTA:

8.6. Vimma:

8.7. Jlom (kopmyc, CTpOCHHUE):




8.8. Kaaprupa:

Q. JIuno 6e3 onpeneneHHOro MecTa >KUTEIbCTBA (B CIy4Yae €ClIM IpakJJaHuH He
UMEET OIPEIETICHHOTO MECTa XKHUTEIbCTBA).

10. KonrakTHas uHpopmarus:
10.1. Homepa tenedoHoB:
10.2. Anpec 31eKTpOHHON MOYTHI (MPU HATTUYHH):

11. Caeznenus 0 cTpaxoBOM HOMepE MHAMBHAYaIbHOTrO JnieBoro cuera (CHUJIC)
U nojiuce o0s3aTeNIbHOI0 MEIULIIMHCKOTO CTPAaXOBaHUs (MPU HAJTMYHHN ):

CHUIJIC: - -

Howmep nonuca 00s13aTeIbHOr0 MEIUIIMHCKOIO CTpaxoBaHus (IIpU HAIMYHUH):

12.  JIOKyMEHT, yJIOCTOBEPSIONIUH TUIHOCTh:
12.1. HaumeHnoBauue:

12.2. Cepus , HOMep
12.3. Kewm BbIgan:
12.4. JlaTa BbI1au™ (I€Hb, MECSII, TOMT): « __ » T.

13. CBG,IIGHI/I}I 0 3dKOHHOM MJIM YIIOJJHOMOYCHHOM IMIPCACTABUTCIIC I'PAKIAHWHA:

14. CseneHuns o0 Ha3HAUYCHHOM JICUCHUHU:

14.1. ]JluarHo3 OCHOBHOM:

14.2. ]Jlnarao3 COMyTCTBYOIIUA:

14.3. HanMmeHoBaHKe 1€Ka [DCTBEHHOI'O IDemanara
Mex1yHapoaHoe
HCIIATCHTOBAHHOC
HAWMCHOBAHHUC
J'IeKapCTBeHHOFO npenapaTa

[ pynnupoBOUYHOE/ XUMUYECKOE
/ TOproBoe HaMEHOBaHNE
JIEKapCTBEHHOTO Ipernapara
(mpu orcyrctBun MHH)
JlozupoBka, (hopMa BBIITyCKa,
criocoObl BBEJICHUS

KpatHOCTh ITpHeMa B CYTKH
JITUTeNbHOCTH TpHeMa B nmsax B mecsiax
JIEKapCTBEHHOTO IperapaTa




14.4. Pacuer koJuyecTBa Mpernaparta

[lepuon pacuera (HyxHOE Kypc npuema Mecsu ['on
[IOYEPKHYTBH):

Enununa usmepenus
(TaOneTKH, Karcybl, aMITyJIbl
U T.J.)

KosmuecTBo yrmakoBOK CPOKOM
Ha Mecs1] (C yKa3aHUueM
(hacoBKH COTIIaCHO
["ocynapcTBeHHOTO peecTpa
JICKAapCTBCHHBIX CPCACTB
Poccuiickoit enepariin)

O0111e€ KOIMYECTBO YIIaKOBOK
Ha Kypc IpUeMa/roJt

15. PacmpeneneHne KOIMUYECTBA YIIAKOBOK MO KypcaM MpueMa 1mo Mecsiam (¢ JaThl
BBIMUCKHU peIenTa):

1 2 3 4 5) 6 7 8 9 10 11 12

16. Anapec u KOHTaKThl MEAUITMHCKON OpraHu3aIliuu:

(moanmuch METUIIMHCKOTO PAabOTHUKA METUIIMHCKOW OPTraHU3aIliN)



[Ipunoxenue 3

YTBEPX/IEH

[ToctanoBnenuem  IIpaBuTenbcTBa
Houneuxoit Haponnoit PecnyGnuku
ot 31 aBrycra 2023 r. Ne 70-1

Ilopsinok
OTIYCKA JICKAPCTBEHHBIX MPENapaToOB, MEAUIIMHCKUX U3CIUN
U CIICUAIU3UPOBAHHBIX MPOYKTOB JIEYEOHOTO MUTAHUSI IS IETCH-UHBAIIU]IOB
OecIIaTHO

1. Hacrosmuii Tlopsiiok oTmycka JIeKapCTBEHHBIX MpenapaToB, MEIUIIMHCKUX
U3JICNIMA U CHCHHAIM3UPOBAHHBIX TMPOJIYKTOB JIEYEOHOTO TMHUTAHUS IS JIeTeH-
UHBaIU0B OecruiatHO (manee - [lopsmok oTmycka) onmpeaesisieT MociieIoBaTeIbHOCTh
JNEUCTBUA MO OTMYCKY JEKAPCTBEHHBIX TMIPENapaTroB, MEIUIMHCKUX U3ICIUN U
CIIEUAJIM3UPOBAHHBIX TPOJYKTOB JICUEOHOr0 THUTAaHUS ISl JCTeH-WHBAIHIOB
OecriaTHO IO perenTaM Bpada rpaxkaanaMm Poccuiickoit Denepaiiuu, mMpoKUBAIONIAM
Ha Tepputopuun [{onenkoir Haponnoit PecnyOinuku, uMeromuM mpaBo Ha OecIuiaTHOE
oOecrieueHue JIEKAPCTBEHHBIMH TpernapaTaMy, MEIUIUHCKUMH H3JCIUIMU U
CHEIUATM3UPOBAHHBIMUA TPOAYKTAMH JIEUEOHOTO THUTAHUS [UIsl JeTe-MHBAIHUIOB
(manee - rpaxxknane Poccuiickoit denepaiun).

2. OTIyck  JIGKapCTBEHHBIX  MpENnapaToB, MEIUIMUHCKUX  U3JEIUH U
CHEIUATM3UPOBAHHBIX TPOAYKTOB JI€UeOHOTO TMHUTAaHUS IS  JCeTel-MHBAIHIO0B
OCYIIECTBIIAECTCS YIIOJHOMOYEHHBIMU MUHUCTEPCTBOM 31paBOOXpaHeHUs JloHEKoM
Hapoanoit PeciyOnukn METUIIMHCKUMH OPTaHU3AIMAMU B COOTBETCTBHHM ¢ [lepeunem
MEIULIHUHCKAX OpPraHU3aluii, YIIOJTHOMOUYEHHBIX Ha OTIIYCK JIEKAPCTBEHHBIX CPEICTB,
MEIUITMHCKUAX U3JEINN U CIIeIUATU3UPOBAHHBIX MPOAYKTOB JIEYEOHOTO MUTAHUS TS
JETeH-UHBAIMIOB MPU OKa3aHUM METUIIMHCKON MOMOIIUA aMOyJIaTOpPHO IO pelentam
Bpadya OECIUIaTHO B paMKax JBIOTHOTO JIEKAPCTBEHHOro obOecredeHus (manee -
[lepeyeHb MEOUUMHCKUX OpraHU3alUi, YIOJTHOMOYEHHBIX HAa OTIYCK), KOTOPBIMU
OCYILIECTBJICHA BblJlaya pernenta rpaxaanuny Poccuiickon denepanuu, BKIIOUEHHOMY
B PETHOHAIBHBIA pErucTp TpaxaaH, UMEIOIIMX TMpPaBO Ha obOecredeHue
JI€KapCTBEHHBIMU npenapaTamu, MEJIUIIMHCKUMHU U3JIeUAMU u
CHEIUATM3UPOBAHHBIMA TPOJYKTAMHU JIEUEOHOTO THTAaHUS 3a CYET OIOKETHBIX
accurHOBaHMH (enepanbHOro 010 KeTa 1 OropkeTa Jlonenkoit Hapoanoit Pecriyommku
(nanee - PernoHanbHBIN perucTp).

3. PYKOBOI[I/ITGHCM MCHHHHHCKOﬁ opraHu3ani OIIPCACIIAIOTCA OOJIZKHOCTHBIC
Juna, OTBCTCTBCHHBIC 3a OTIIYCK JICKAPCTBCHHBIX IIPCIIapPaTOB, MCIAUIITNMHCKHUX H3I[€JIPII>1
U CIICHUAJIN3UPOBAHHBIX ITPOAYKTOB JICYCOHOTO MU TAHUS I neTeﬁ- HWHBaJINA0B (,uanee
- JIia, OTBECTCTBCHHEIC 3a OTHYCK) N OPraHu30BbIBAIOTCS ITYHKTBI



(kaOMHEeTBhI)  OTIYCKa  JIEKAPCTBEHHBIX  MpENapaToB, MEIULMHCKUX  H3ACIUA U
CHEUATU3UPOBAHHBIX NPOAYKTOB JIEUEOHOTO MUTAHMS IJIs1 JE€TE-UHBAIUIOB (aJiee - MyHKTHI
OTITYCKa).

4. Jluua, OTBETCTBEHHBIE 32 OTITYCK:

4.1. OGecrnieunBalOT XpaHEHUE JIEKAPCTBEHHBIX MPENapaToB U MEAULIMHCKUX U3JIETUH B
COOTBETCTBHHM €O cTaThsiMu 57, 58 denepanpHoro 3akoHa ot 12 anpensa 2010 roma Ne 61-D3
«O0 o0OpallleHny JIEKapCTBEHHBIX CPENICTB», NpHukazoM MuH3apascoupa3Butus Poccuiickoit
@®enepauun ot 23 asrycra 2010 roma Ne 706 «OO0 ytBepxkaenuun IlpaBun xpaHeHus
JIEKapCTBEHHBIX CPEACTB», TMpuUKazoM MuHHCTepcTBa 3/ApaBooxpaHeHuss Poccuiickoit
®enepauun ot 31 asrycra 2016 roma Ne 646n «O6 yrBepxkaeHun IlpaBun Hanexaien
OPAKTUKA XpaHEHHs] M TEpPEeBO3KM JIEKAPCTBEHHBIX MpEnapaToB s MEIUIMHCKOrO
PUMEHEHHUS.

4.2. OcylecTBISIOT OTHYCK JIEKAPCTBEHHBIX MPENapaToB U MEIUUMHCKUX H3ICIUM
OTJEJbHBIM KaTEeropusM TpaxaaH Mo penentam, OQOPMIECHHBIM BpadamMHu- TepareBTaMU
YY4aCTKOBBIMU  (BpadyaMmH-TieIMaTpaMU  Y4YaCTKOBBIMH) MEAMIIMHCKUX OpraHu3anuii, B
cootBeTcTBUM C [lepeyHeM MEIUIMHCKUX OpraHU3alMi, YMOJIHOMOYEHHBIX Ha BBIIUCKY
peuenToB st o0ecreyeHusl OT/EIbHBIX KaTeropui Tpa)aaH JIEKAPCTBEHHBIMU CPEJICTBAMH,
MEIUIMHCKUMH U3JEIHUSIMU U CIEIHATM3UPOBAHHBIMU MPOAYKTaAMH J€4eOHOTO MUTAHUS IS
JeTe-UHBANIMIOB MPU OKa3aHUM MEIUIMHCKON MOMOIIM aMOyJaTOpHO MO pelenTtaM Bpaya
OecriaTHO, yTBepXkJaeMbIM MUHHCTEPCTBOM 3apaBooxpaHeHust Jlonenkoit HapomHoi
PecnyOnuku. OTHyck JIeKapCTBEHHBIX MIPENapaToB U MEAUIMHCKUX U3ENINN OCYIECTBIAETCA
10 IPUHLUITY IPUOPUTETHON BBIIAYU JIEKAPCTBEHHBIX MPENAapaTOB U MEAULIMHCKUX U3EIHM C
HaUMEHBIIUM CPOKOM I'OJTHOCTH.

4.3. HecyT mnepcoHaNbHYI0 OTBETCTBEHHOCTh 3@ pALMOHAIBHOE PpacXOfOBaHUE
JIEKapCTBEHHBIX MIPENApATOB U MEIULUHCKUX U3/1€IUN B COOTBETCTBUH CO CPOKaAMU I'OJJHOCTH.

5. Ilpn HaM4YMU JIEKAPCTBEHHBIX MPENApPaTOB U MEIUIIMHCKUX W3ACIUN TpakJaHUHY
Poccuiickoit @enepanun BbIAASTCS JICKAPCTBEHHBIM IpenapaT W/WIM METUIUHCKAE W3JICIIHS.
OpuruHan pernenTta OcTaeTCs B IMYHKTE OTITyCKa, CBeIeHUs o0 OTIycke BHOcSATCA B Peectp
00CITy’)KCHHBIX JIBIOTHBIX PEIENTOB, BEJICHHE KOTOPOrO OCYIIECTBIsAeTcs 1Mo GopMe B
cootBercTBUM ¢ Ilpunoxenuem 1 k Hactosimemy Ilopsaky otmycka (manee - peectp
00CTy>KEHHBIX PEIEITOB).

6. B ciydae oTcyTcTBHS HEOOXOAMMOTrO JIEKQPCTBEHHOTO TMpemapaTta W/Wid
MEJIUIIMHCKOTO U3JENMs B MYHKTE OTMYCKAa HA MOMEHT oOpalieHus rpaxiaanuHa Poccuiickoi
@denepanuu  JMIlAa, OTBETCTBEHHbIE 3a OTIYCK, NPUHUMAIOT pELUENT Ha OTCPOUYCHHOE
oOcy>KMBaHHE, PETUCTPUPYIOT ero B JKypHamne ydera perienToB, MPUHATHIX HA OTCPOUYCHHOE
o0OCITy’>KMBaHHE B COOTBETCTBUHU C (OpMOH, ycTaHOBIeHHOH [Ipmmoxenuem 2 K HaCTOSIIEMY
[lopsnky oTIycka, W HampaBIsSIOT WHOOPMAIMIO O PEIeNnTe, MPUHSATOM Ha OTCPOUYEHHOE
00CTy)KWBaHHE, PYKOBOIUTEIIO METUIIMHCKOW OpTraHU3aIliH.

7. 1lpu nmocTymniaeHuu JIEKapCTBEHHOIO Mpenapara u/uil MEJUIUHCKOTO U31eIIUs
B ITYHKT OTITYCKa JIMIIO, OTBETCTBEHHOE 3a OTIYCK, OMOBENIAET rpakaannHa Poccuiickon
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®denepaiuu 0 BO3MOXKHOCTH MOTYYEHHUs] TOCTYNHUBIIETO JIGKAPCTBEHHOIO Mpernapara
W/ WM METUIIUHCKOTO U3AEU.

8. Ilpu HEBO3MOKHOCTH O0ECIIEYUTh PELEIIT, B3SThI Ha OTCPOYEHHOE
oOcny>KUBaHKE, U0, OTBETCTBEHHOE 32 OTIYCK, CBSA3BIBACTCS C MEIULIMHCKUM
PabOTHUKOM IO BOTIPOCY KBaTU(ULUPOBAHHOMN 3aMEHBI JIEKAPCTBEHHOT'O IperapaTa Uin
MEIUIMHCKOT 0 u3nienus. B ciayyae ocymiecTBieH s KBaTM(DUIIMPOBAHHON 3aMEHbI
JIEKapCTBEHHOTO IpenapaTa /Uil MEAUIIMHCKOTO U3EIUs U IPEIOCTaBICHMS peLenTa
B IIYHKT OTITYCKa COTPYJHUKOM IMYHKTa OTIIyCKa aHHYJIUPYETCS MPEAIIECTBYIOIINM
peuenT, HaXoASIIIUNCS Ha OTCPOYEHHOM OOCTYKUBAaHHUH, C 3aHECEHUEM CBEJICHUN B
KypHan yuera aHHYJIMPOBaHHBIX PELIENTOB B COOTBETCTBUM C lIpuiioxkennem 3 k
HacTosmeMy Ilopsiaky oTmycka.

9. Jluua, oTBETCTBEHHBIE 3a OTIYCK, UHHOPMUPYIOT Bpayeil-TepaneBTOB
YYaCTKOBBIX (Bpauel-nieMaTpoOB YYaCTKOBBIX) O HAJUYHMH JIEKAPCTBEHHBIX MPENapaToB
U MEAUIMHCKUX U3JEIHNI B MyHKTE OTIyCKa (HE peke JBYX pa3 B HEJENIO).

10. ExxegHeBHO (110 OKOHYaHUM pabOUero JHs) JIMIA, OTBETCTBEHHBIE 32 OTITYCK,
HAIPABJISIOT JaHHBIE MO OTMYIIEHHBIM JIEKAPCTBEHHBIM MpernapaTamM U MEAUIIMHCKUM
U3JICIIHUSIM, a TaKKe OOCITYKEHHBIM, AHHYJTMUPOBAHHBIM U HAXOJSAUIUMCS HA OTCPOYEHHOM
o0CITy’)KMBaHUM pelieNTaM Bpauy-TepaleBTy y4acTKOBOMY (Bpauy-nieIuaTpy
Y4aCTKOBOMY).

11. JIuna, OTBETCTBEHHBIE 32 OTITYCK, 00€CIIEUYNBAIOT €KETHEBHBIN yUeT
o0ecreueHHbIX, aHHYJIMPOBAHHBIX JIbITOTHBIX PEILIETITOB U Mepeady COOTBETCTBYIONICH
uH(pOpPMAIINH Bpauy-TepareBTy y4acTKOBOMY (Bpauy-TieAuaTpy y4aCTKOBOMY) U JTUIAM,
OTBETCTBEHHBIM 3a BeJleHue PernonanbHOro perucrpa.

12. JIuma, OTBETCTBEHHBIC 3a OTITYCK, HE TTO3/THEE MEPBBIX 5 pabodnX JHEH
MecsIa, CIeIYIOMEro 3a OTYCTHBIM, (POPMHUPYIOT peeCTPhl 0OCTYKEHHBIX JIbI'OTHBIX
PELeNTOB, BeICHNUE KOTOPBIX OCYIIECTBISIETCS 1O (OpME B COOTBETCTBUU C
[Tpunoxenuem 1 x Hacrosmemy [Topsaky oTmycka, a TakKe peecTp 00CITYKEHHBIX
PELENTOB IO KaTETOPHSAM HACEJIEHHS 3a OTYECTHBIN MECHL], U HAIIPaBJISFOT Bpavy-
TEpareBTy y4aCTKOBOMY (Bpauy-MeauaTpy y4acTKOBOMY) M JIMIIaM, OTBETCTBEHHBIM 32
BeJicHHE PernoHaibHOrO perucrpa.

13. Jluma, OTBETCTBEHHBIE 32 OTITYCK, €KETHEBHO HAMPABISIOT Bpauy- TEPATNIEBTY
y4aCcTKOBOMY (Bpady-TieANAaTPy Y4aCTKOBOMY) CBEICHHS 00 OCTaTKaX JIEKapCTBEHHBIX
npenapaToB U MEIUIMHCKUX U3JIENINN, a TaKKe CBEJICHUS 00 OCTaTKaX
HEBOCTPEOOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB U MEIUIIMHCKUX U3/ICITUH.



[Ipunoxenne 1
K [Topsiiky oTITycKa JieKapCTBEHHBIX
MpernapaToB, MEAUIIMHCKUX U3ICITHIA
U CTCIHMATM3UPOBAHHBIX MTPOTYKTOB
JIEYeOHOTO MUTAHMS IS JeTeEM-
WHBAIMAOB OeCIIaTHO

(myHKT 5)
OGOPMA
Peectp 00CTy>KEHHBIX JIBTOTHBIX PEIIENTOB
..... —Yq
Ne n/n PexsusnTsI HaumenoBanue Anpec
Aara 1O peuenra €KapCTBEHHOr 0 PeiasHTL K HE i DdUO Memuumncias I1
OTIyCcKa rpaKIAHAHA ge (I;)TBa oo MEIHIIHHCKOI OHTaKTHBIH Bpaya, oprammsaius, B OJIIHCH JINIIA,
.]'IH/MI/I/ PoCCHITCKOi BHF}[) ilKa ;3“ pOBKa lOKyMeHTaLMH ] ;i;wg)ﬂo;ﬂa BBIITACABIIIETO KOTOpOii BEIHCAR OTBETCTBEHHOI' O
CIIIT Deneparuu yeKa, o3up ’ PaKAAHMHE peuent perent sa omycx
KOJIM4€ECTBO Poccuiickoit
Denepanuu
1 2 3 4 5 6 8 9 10 11




[punoxenue 2

K [Topsiiky oTITycKa JieKapCTBEHHBIX
MpernapaToB, MEAUIIMHCKUX U3ICITHIA
U CTCIHMATM3UPOBAHHBIX MTPOTYKTOB
JIEYeOHOTO MUTAHMS IS JeTeEM-
WHBAIMAOB OeCIIaTHO

(myHKT 6)

OOPMA

Kypnan
yueTa perenToB, MPUHATHIX Ha OTCPOYEHHOE 00CITy)KHBaHUE

Nem/m| Jlara PexBu3u| Hanmenosa Anpec, Jlara Jara Tloamuce
dHO TBI HHE KOHTaKTHBIN npueMa OIOBEILICHUS JINIIA,
Jlata nomydenus
rpaxzia |perenTa| JeKapCTBeH TenedoH peuenrta | TpakJaHWHA OTBETCTBEH
N rpaxaanuHoM | [loamuck
HHHA HOT'O rpaXkJIaHuHa Poccuiickoit N HOTO 3a
N Poccuiickoit  [rpakiaHu Ha
Poccun CpelcTBa, Poccutiickoit Odenepanyn = .| ormyck
o Denepan  |Poccuiick oit
CKOM ¢dopma Denepanuu
nexapcTBeHHO ro| deaepa uu
Denepa BBIITyCKa,
cpencTBa
1501 JIO3UPOBKa,
KOJIMYECTBO
1 2 3 4 5 6 7 8 9 10 u




[punoxenne 3

Kk [Topsiky oTmycka JeKapCTBEHHBIX
MpENapaToB, MEAUIMHCKUX U3EIIHI

U CIIELUAIU3UPOBAHHBIX IIPOLYKTOB
J1e4ueOHOr0 MUTAHUSA U IETEH-UHBAIUIOB

OecriaTHO
(myHkT 8)
OOPMA
>KypHaJ'I yu€Ta aHHYJIMPOBAHHBIX PCLCIITOB
Nen/n| Jara OHUO  |PexBusu HanMeHoBaHme Anpec /lata npuema Jara
rpaxnaa THI - pelenTta | aHHYIMPOBAaHHS IMonmuce
JIEKapCTBEHHOTO KOHTaKTHBIH

HHMHA | penenta peruernTa PekBH3UTHI perienTa, JIHII,
P N cpencrsa, hopma TenedoH

occuit BBITTVCKa paKIAHIHA HPHHATOTO B3aMEH | OTBETCTBEH

CKOM 1103Hgom<z’:1 P%ccnﬁcrcoﬁ AQHHYJIMPOBAHHOTO HOTO 32
Penepa KOJIMYECTBO Denepanyu oTHyeK

iveivs

1 2 3 4 5 6 7 8 9 10




[Tpunoxenue 4

YTBEPX/IEH

[TocTanoBneHueM [IpaBuTenbcTBa
Houneuxoit Hapoanoii PecnyOnuku ot
31 aBrycra 2023 1. Ne 70-1

Ilopsinok
BEJICHUS PETHOHAIBHOT'O PETHCTPA IPaXKIaH, UMEIONIUX MTPaBO Ha 00ECIICUCHUE
JICKapCTBEHHBIMH TIpeTriapaTaMu, MEAUIIMHCKAUMHA U3ICITUSIMH U
CHEIUATM3UPOBAHHBIMHA MTPOTYKTAMHM JICYCOHOTO MUTAHMS IS JICTCH - HHBAJIUIOB
3a cueT OK/KETHBIX aCCUTHOBAaHUM ¢eiepanbHOro O10KeTa U OroKeTa
Honernkoii Hapoanoit PecryGuku

1. Hacrosmuii TTopsimok BeneHUs peruOHAIBHOTO PErucTpa rpakaaH, UMEHOIINX
paBoO Ha O0eCIeueHHUE JEKAPCTBEHHBIMU TpenapaTaMy, MEIUIIMHCKUMU H3JCTUIMH U
CIIeUATIM3UPOBAHHBIMU MPOYKTAMH JICYCOHOTO MUTAHUS JJIS JETEH - UHBAJIUJIOB 32 CUET
OI0JKETHBIX aCCUTHOBaHUU (enepanbHoro Oropkera u Oromxera Jlonenko HapogHoi
PecnnyOnmuku (manee - Ilopsimok BeneHuss PernoHanbHOTO perucrpa) OmNpeaeiseT
MOCJIEIOBATEILHOCTDh JAEHCTBUM MO BKJIIOYEHUIO B PETMOHAIBHBIM PETUCTP Tpa)IaH,
UMEIOIINX MPaBO Ha 00ecreueHne
JIEKapCTBEHHBIMU npernaparamu, MEJIMITMHCKUMH U3ICITUIMH
U CICHHAIM3UPOBAHHBIMU TMPOAYKTAMH JICUEOHOTO MHTAHUS 3a CYET OIOKETHBIX
acCUTHOBaHUM ¢enepanpbHOro Orokera u OrokeTa JloHenkoit HapomHoit PecryOmuku
(manee - PernoHanbHbIN perucTp) rpaxiaan Poccuiickoit @eaepannu, UMEIONIUMX NpaBo Ha
OecriaTHOE 0OeCIIeUeHHE JICKAPCTBEHHBIMY TIperiapaTaMu, MEIUIIMHCKUMHE U3STUIMHA 1
CIIeUATIM3UPOBAHHBIMHU MPOYKTAMH JISYSOHOTO MUTAHUS IS IeTeH-UHBAIUIOB (J1aiee
- rpaxxnane Poccuiickoit depepanun), a Takxke MNpoueaypy BeleHHs PermoHaiabHOro
perucTrpa.

2. OcHoBanueM it OecIuiaTHOTO OOEeCHeYeHUs] TpaKJaHWHA JIEKAPCTBEHHBIMH
npenapaTtaMy, MEIULIMHCKAMHM M3JEIUAMU M CHEUUAIU3UPOBAHHBIMU MPOJYKTaMU
71e4eOHOTO TUTAHUS JJI IeTeH-UHBATUIOB SIBISETCS:

2.1. Otaecenne k Ilepeunio rpymnm HaceleHUs W KaTeropuil 3aboneBaHUl, MpH
aMOyJIaTOPHOM JICYCHHH KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA W W3MEIUS MEIUIIMHCKOTO
HAa3HAUYEeHUs OTHYCKAIOTCS HO pelentaM Bpadeill OecIiaTHO, YTBEPXKICHHOMY
[TocranoBnennem IIpaButensctBa Poccniickoit @enepanuu ot 30 urosa 1994 roma Ne 890
«O TOoCyHapCTBEHHOW TMOJAEPKKE pPa3BUTUS MEIULIMHCKON MPOMBIIIJIEHHOCTH H
yIIy4lI€HUU 00ECTIeUeHHS HACEIICHUS U YUPEXKIECHUN 3IpaBOOXPAHECHHUS JIEKAPCTBEHHBIMHU
CpeJCTBaMHU U U3JACITUSIMH MEIUIIMHCKOTO Ha3HaYeHus» (gajee - [loctanoBnenue Ne 8§90),
a TakkKe K KareropusM TrpaxnaH Pocculicko @Denepanuu, ONPEICICHHBIM
noctaHoBnenueM IIpaBurensctBa Poccuiickoit @enepauun ot 26 HosiOpst 2018 roga Ne
1416
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«O mopsiiKke opraHu3auu 00ecreueHus JIEKapCTBEHHBIMU MpenapaTaMu JIUil, OOIbHBIX
reMopuiIne, MyKOBHUCUUAO30M, THNO(HU3apHBIM HaHU3MOM, Oojne3npto ['oe,
3JI0KAY€CTBEHHBIMU HOBOOOPA30BaHUSIMU JTUMQPOUTHOMU, KPOBETBOPHOU U POJCTBEHHBIX
UM TKaHEW, PpPAaCCEeSIHHBIM CKJIE€PO30M, TIE€MOJIMTUKO-YPEMUYECKUM CHHIPOMOM,
IOHOIIECKUM apTPUTOM C CUCTEMHBIM HaudajaoM, MmykononucaxapuaozoMm |, Il u VI tumnos,
arIacCTUYECKOM aHeMHeW HEYyTOYHEHHOW, HaclieACTBEHHbIM aeduuutoMm ¢paktopon Il
(pubpunorena), VII (mabunwsuoro), X (Ctroapra - [Ipayaspa), iuil mocie TpaHCIUTaHTAIUK
OpraHoB U (WJIM) TKaHEH, a Takke O MPU3HAHUM YTPATUBIIMMU CUITY HEKOTOPBIX aKTOB
[IpaButensctBa Poccuiickoit ®enepauuun» (nanee - IlocranoBnenue Ne 1416),
noctaHoBjeHueM [IpaButenbctBa Poccutickoit @enepanun ot 28 nexadbps 2016 roga Ne
1512 «O6 yrBepxkaenuun IlonoxkeHuss o0 opraHuzanuu oOecredeHus: JIHil,
UHOUITIPOBAHHBIX BUPYCOM MUMMYHOJAEC(PUIINTA YEIOBEKA, B TOM YHUCJE B COYCTAHUU C
BUpycamu renatutoB B u C, aHTUBUPYCHBIMM JIEKAPCTBEHHBIMM IIpenapatamu Jjis
MEUIMHCKOTO npuMeHeHus u [lonoxxenus: 06 opranuzamnuu o0ecredeHus Jull, OOTbHBIX
TyOepKy/iIe30M C MHOXECTBEHHON JIEKapCTBEHHOW YCTOWYMBOCTHIO BO30yIUTES,
AHTUOAKTEpUAJIBHBIMU M NMPOTUBOTYOCPKYJIC3HBIMU JIEKAPCTBEHHBIMU TIpenapaTaMu JjIs
MEJUIIMHCKOTO MpuMeHeHus» (nanee - [locranoBnenue Ne 1512);
2.2. BxuroueHue cBeieHui o rpaxxaanune Poccuiickoit @enepanuu B

PernonanbHbIi peructp.

3. Jlns BKITIOUEHUS CBEJIEHUN B perucTp rpakaaHuH Poccuiickoit deneparuu
MPEOCTABIISIET Bpauy-TEPANEBTY YYACTKOBOMY (Bpauy-nieAUaTPy y4aCTKOBOMY)
MEIMIIMHCKON OpTraHu3aly, OCYIECTBISIONICH BHECEHUE CBEJICHUM O TPaKIaHUHE
Poccuiickoit @enepannu B PeruoHanbHbIA pETUCTP:

3.1. Komnuro nacriopta rpaxkaanuna Poccuiickoit deneparmm.

3.2. Komuro cTpaxoBoro Homepa MHANBUIYATBLHOTO JTUIIEBOTO cueTa (Mpu
HaJIMYUN ).

3.3. Konuu q1oKyMEHTOB, MOATBEPKAAIOIMINX OTHECCHHE K TTEPEUHSIM,
npeaycMmotpeHHbIM [loctanoBienneM Ne 890, a Takke K KaTeropHsiM rpak/1aH
Poccuiickoit @enepanuu, onpeaeiaeHubiM [loctanoBnenuem Ne 1416, [ToctanoBiaeHueM
Ne 1512 (mpu ux OTCYTCTBUH B MEUIIMHCKON OpraHU3alUN ).

3.4. Koo T0KyMeHTa, TOATBEPKIAIOIIETO MECTO perucTparun/ pakTuiaeckoro
POKUBAHUS.

3.5. AHKeTy C yKa3aHHEM CIEeYIOINX CBECHUN (3aMOIHICTCS] METUITMHCKIM
pabotaukoM): DO, KoHTaKTHBIN HOMEp TenedoHa, STEKTPOHHAS MoYTa (TIPU
HaJIU4KM), aipec PaKTUUEeCKOro MecTa MpoKUBaHUS.

3.6. Hanmpasnenue it BeIMUCKH perienTa (manee - Hanpapnerue) mo ¢popme,
ycTaHOBJI€HHOU [TopsiAKOM BBIMKUCKU PELETITOB HA JIbIOTHBIE JIEKAPCTBEHHBIE MTPENapaThI
W/ MEeTMIIMHCKAE U3eus TpakaanaMm Poccutickoit denepanuu, MOCTOSHHO
IPOKHUBAIOIMKUM Ha Tepputopuu Jlonernkoir Hapognoit Pecry6auku, B MEAUITMHCKUX
opranuzanusax (aanee - [lopsi10k BRIMUCKH peLIENTOB), YTBEPKAeHHbIM [[paBuTEILCTBOM
Honenkoir Hapoanoit PecryGnmku.

3.7. Beimucky 1o pesyibTaTaMm ocMoTpa rpaknannaa Poccuiickoit deneparum,
HYKJIaI0UIErocsi B JbrOTHOM O0ECIEUEeHHUH JIEKAPCTBEHHBIMU CPEJICTBAMU,
MEIUIIMHCKUMU U3JIETUAMH U CIICHUATIM3UPOBAHHBIMU MIPOAYKTaMU JI€YEOHOTO MUTAHUS
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JUIsL AeTeH-uHBanu0B (aanee - Beimucka), opopmMiieHHyI0 B CBOOOAHOM (hopme
JeYaliiM BpauoM MEJMIIMHCKON OPTaHU3allK B COOTBETCTBUU C TPEOOBAHUSMU ITYHKTA
3 Iopsiaka BBIMMHCKH PEIETITOB.

3.8. Brinucky U3 amMmOynaTOpHOM KapThl.

4. Bpau-TepaneBT y4yacTKOBBIM (Bpay-meAuaTp Y4YacTKOBBIA) MEIMIIMHCKOM
OpraHu3alMyi OILICHUBAeT HaJIMYME€ OCHOBAaHUWM Mg OECIUIaTHOrO OOeclneueHus
rpaxxnanuHa  Poccuiickoit  ®@epepanuu  JEKapCTBEHHBIMM  MpenaparamMu W/ WU
MEIUIMHCKUMH U3JICIIUSIMU, CICIUATU3UPOBAHHBIMU MTPOJAYKTaMU JIEUeOHOTO MUTAHUS
JUISL IeTeW-UHBAIMJIOB, U MPHU BBIMKUCKE pelienTa Ha o0ecrieueHre OTACIbHBIX KaTeroOpuii
rpaxaan Pocculickoii ®enepanuu JEKapCTBEHHBIMU CPEACTBAMHU, MEIUIMHCKUMHU
U3JICNIUSAMU U CHEHUATU3UPOBAHHBIMU TMPOAYKTAMHU JIEUEOHOTO MHUTAHUS JJIs JIeTe-
WHBAJIU/IOB, OTITYCKAEMBIMHU I10 pellenTaM Bpaya 0€CIUIaTHO 0 ONPeeICHHON HO30JI0T UM
(tanmee - pelenT) BHOCUT JaHHbIE 0 TpaxkaanuHe Poccuiickoit denepaniuu U BHITUCAHHOM
eMy penente B JKypHan BbIJJAHHBIX PELIENITOB Ha 00ECIEYEHUE OTIEIbHBIX KaTErOpUii
rpaxaal Pocculickoit ®enepanuu JE€KapCTBEHHBIMM CPEACTBAMHU, MEIULIMHCKUMHU
U3JICNIUSAMU U CHEHUATU3UPOBAHHBIMU TMPOAYKTAMU JIEUEOHOTO MHUTAHUS JJIs JIETCH-
WHBAJIUJIOB, OTIYCKAaeMBbIMHM IO pEIEeNTaM Bpada OECIIaTHO MO HO30JOTHH (Jajnee -
KypHan BeIaHHBIX PEIENITOB), BEJICHUE KOTOPOT'O OCYIIECTBIISICTCS MO OMpPEAeICHHOMN
HO30JI0THU TI0 hopme, ycTaHoBiIeHHOH [lopsikoM oOecrieueHust OTASIbHBIX KaTeropuid
rpaxan Poccuiickor denepanuu, MpoxKUBAOIIUX Ha Tepputopuu Jlonenkot Hapoanoit
PecniyOnukuy,  JeKapCcTBEHHBIMH  CPEJICTBAMM,  MEAUIIMHCKUMU  M3ACIHUSIMH U
CHEIUATM3UPOBAHHBIMUA MTPOYKTAMU JIEUEOHOTO MUTAHUA JUIsl JETei- MHBAIMUIIOB MpU
OKa3aHUM MEAUIIMHCKON TMOMOIIM aMOyJaTOpHO IO pelenTtaM Bpada OECIUIaTHO,
yTBepkAeHHBIM [IpaButensctBom JloHenkoi HapoaHoit PecriyOnuku.

XKypHan BbIIaHHBIX PELIETITOB JTOJDKEH OBITh MPOIIUT, TPOHYMEPOBAH, CKPETICH
MOAINCHI0 PYKOBOAWTEN MEIMUIMHCKOM OpraHu3alyd W [e4aThl0 MEIULMHCKOU
OpraHu3aIuu.

He mo3nnee Tpéx pabouux AHEH cO THSA MOJYyYEeHUS JOKYMEHTOB, YKa3aHHBIX B
nyHkre 3 Hactosimiero Ilopsiaka BeneHuss PermoHalbHOrO peructpa, M BKIKOYEHHUS
CBeJIeHUH O rpak1anuHe Poccuniickoit @enepanuu U BEITUCAaHHOM €My pernente B XKypHan
BBIJIJAHHBIX PELENTOB, YKAa3aHHbIE CBEACHHS C MPUIIOKECHHEM KONUK JTOKYMEHTOB,
IpeAyCMOTPEHHBIX MYHKTOM 3 Hactosmero [lopsaka Benenust PeruonaibHOro perucrpa,
nepeaarTcss BpPavyOM-TEpPANlEeBTOM YYACTKOBBIM (BpauyoM- MEAHATPOM YYaCTKOBBIM)
JOJDKHOCTHOMY JIMIlY, ONPENCICHHOMY PYKOBOIUTEIEM MEIMIMHCKOM OpraHu3aluu
OTBETCTBEHHBIM 3a BeJleHWE PernoHanbHOro perucrpa (J1ajnee - Juio, OTBETCTBEHHOE 32
BeJleHHe PernoHanbHOro perucrtpa), Uil BKIIOYEHUS TOCIECIHHM CBEACHUU O
rpaxaanune Pocculickorn ®denepaniu W BBIJAHHOM €My penente B PernoHanbHbIN

perucrp.

5. JIulioM,  OTBETCTBEHHBIM 32  BEJIEHHME  PeruoHalbHOrO  perucrpa,
OCYILIECTBIIAETCS BHECEHUE CBEJICHUM, MPEIYCMOTPEHHBIX NYHKTOM 4 HaCTOSIIErO
ITopsinka BeaeHuss PernoHanbHOro peructpa, B PernoHaNbHBI PErUCTp, BEIACHHUE
KOTOPOT'O OCYHIECTBJISICTCSI B COOTBETCTBYIOIIEH MEIMIMHCKON OpraHu3alud B
AIEKTPOHHOM BHUJIE 110 (hopMme B cooTBeTcTBUU ¢ [Ipuoxennem k Hactosiemy [lopsaky



BelcHUs PernoHanbHOro perucrpa.

6. Jlanuble PernoHanbHOrO perucrpa exXeHenebHO HApPaBIIAIOTCS JIULIOM,
OTBETCTBEHHBIM 32 BeJIeHUE PErnoHanbHOIrO perucTpa, riaBHbIM PEeCIyOIMKaHCKUM
BHEILITATHBIM CIIEIIUATMCTAM 10 COOTBETCTBYIOIIMM HO30J0THUAM, KOTOPBIMU
oOecrneunBaercs Benenue ceogHoro no Jloneuxoit Hapoanoit Pecnyonuke
PernonanbHOro peructpa B 3JIEKTPOHHOM BUJE IO POpPME B COOTBETCTBUH C
[IpunoxenueM k HacroswmeMy [lopsaaky Benenus PernonanbHOro perucrpa mno
COOTBETCTBYIOIIEW HO30JIOTHUH.

7. HI/IL[aMI/I, OTBCTCTBCHHBIMHU 3a BCACHUC PeruonansHoro perucTpa, U riiaBHbIMA
peCHY6JII/IKaHCKI/IMI/I BHCIITATHBIMHA CIICHMUAJIUCTAMH 110 COOTBCTCTBYHOIIUM HO30JIOTUAM
OCYHICCTBIIACTCA CKCKBAPTAJIbHAA CBCPKA JAHHBIX PernonansHoro perucTpa 1o Ka}KI[Oﬁ
HO30JIOTHUH.



IIpunoxenne

K HOpﬂLle BEACHHUS PETHOHAIIBHOI'O PErUCTpa rpakJiad, UMCIOIIUX IIpaBoO Ha
obecricueHne JIEKapCTBCHHBIMU IIpeTiapaTaMyu, MEAUIHUHCKUMU U3ACTIUAMHA U

CIICLIHATTM3H POBAHHBIMH IIPOAYKTaMH JIe4eGHOro IMTAHUS 33 CUET

OFO/KETHBIX aCCUTHOBaHUH (herepaibHOro 010 pKera u 6ropxeta JJoHeKoi
Haponuoii Pecriy6muku (myHKT 5)

PeruoHanbHBIN PEruCTp IpaXiaH, NMEIOIMX NPABO Ha oOecreyeH e IeKapCTBEHHBIMI IperiapaTaMy, MEUIIMHCKIMU H3/IETHAMA 1

CIEINAIN31 POBAHHBIMH IIPOIYKTaMH JIE4eOHOr0 MUTAHMS JUIsS JIeTel-MHBAIHIOB 3a CUeT O0/DKETHBIX aCCHIHOBaHMIT (eepanbHOro OroukeTa 1 610/KeTa
Jonenxoit Hapoanoit Pecry®minki
(HaMMEHOBaHHE MEIMIIMHCKON OpraHN3alli1, OCYIIECTBIIAIONICH BeleHHe PernoHabHOro perncTpa, BHIMCKY PEIIENTOB H OTIYCK JISKAPCTBEHHBIX MPENapaToB, MENIIMHCKAX H3/IEIHIl M CIIeIHalu3iPOBAHHBIX IIPOJIYKTOB JIeYeOHOro
TUTaHKS)

DOPMA

Kareropus rpaxnan (rpynmna

o
Cepus u 5
. Homep = HaCeJICHHU1), UMEIOLIMX IIPaBO Ha Caezienus o CaenieHus o
Crpaxooit Anpec HOMEp 5 Jluaruos Hcrounuk .
Tnonuca =9 obecrieueH e JIEeKapCTBEHHbIMI Ha3HAYCHHH U TJIAaHOBOW U
HOMEp Mecra | Iacropra = 3a00JieBaHus (buHaHCHPOBAHUS N
obs3arennb = npenaparamMu, MEJANIUHCKUMU OTITyCKE (axTHUecKoit
HMHJIUBUJTY llbH KHUTEIBCT | (CBUACTENH I (cocrosiHUE)U eco obecrieueHust
Damuus, UMsl, OTYECTBO (MIPH = HOTO 4 U3JCTHAMI 1 nexapcTBeHHbl | CBeseHHs 0 noTpeGHOCTAX
Oro JIMIIEBOTO = Ba, Mecra|  CTBa O 3 K00 10 rpaxiaH N
HaIMYMHN) TPOKAAHUHA, 8 TAKKE = MeIHIINHE T . CIEIHATN3H POBAHHBIMH X IIPENapaToB, | MEIUIIMHCKOM rpakJlaHuHa B
cuera 2 rpeObiBa | POXKIACHUN) S MexyHapoHoM JICKApCTBEHHBIMU
(amuins, koropas OblIa y HEro Ipu % = KOro =} . | mposykramu jieueGHOro MUTaHK, MEIUIHMHCKHX | OpraHu3aluu, JICKApCTBEHHBIX
Ne 11/11| rpaknaHuHa B 3 <] HUS MU ) CTaTHCTUYECKOM npenaparamu, N
POXKICHUH; 2 = CTpaxoBaH ~ Kareropus 3aboJieBaHusl, KOTOpast U3JeIHi 1 OCYILIECTBJIAIOT npenaparax,
cucreme ) MecTa | ylocroBepe @ Ki1accubUKauu MEIMLIMHCKHMH .
=] us ® . SIBJIICTCA OCHOBAHUEM U1 CIEIHUATU3UPO | €l MEIUIUMHCKOE MEJIULIMHCKUX
00s3aTeIbHOr0 = (hakTnue HUA = GonesHeit u U3JIEIMAMU U
3aCTpaxoB 5 obecrieueHus JJeKapCTBEHHbIMH BaHHBIX obcyKuBaHue H3ICIHAX U
TIEHCUOHHOI'0 CKOro JIMYHOCTH, = npobiem, CIEIHATU3HPOBaAH
AHHOIO =] npenaparaMu, MEAUIUHCKMMA NPOJIyKTOB CIeLUaIi3upOBaHH
CTPaxoBaHUs TPOXKMBA |faTa BBLIAYH 5 CBSI3aHHBIX CO HHUMH IPOJYKTaMHU
uua(rnpu M3AEIHAMA 1 JeqeGHOro BIX POJYKTAX
(1pu HalM4UK); HUS | ykazauubix a 310pPOBbEM JIe4eOHOro NUTAHUS
HAJIM4UH) 8 CIEUATN3H POBAHHBIMU NUTAHU J1e4e0HOro MUTAHU
JIOKyMEHTO B s
¢ MPOAYKTAMH J1e4eOHOro MUTaHHs
Damunust Wms OryectBO
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
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