MUWHHUCTEPCTBO 3[IPABOOXPAHEHUS
MOCKOBCKOM OBJIACTH

PACIIOPA’KEHUE
Pt C G AHE N A JI=p

r. KpacHoropck

OO yTBepKICHHH MOPSIKA HHANBHAYAILHOI0 ofecneueHnnst 0T/AeJIbLHbIX KATEropHii rpakian,
MMEIONINX IPaB0 HA MOJYYCHHE TOCYIAPCTBEHHONH CONMAJLHON IMMOMOIIH, JICKAPCTBECHHBLIMH
npenaparaMu, CHenHaIN3uPOBAHHBIME MPOAYKTAMH JIe4e0HOr0 NMUTAHUS ISl AeTell HHBAJINI0B
NpH HAJHYHE MEIHIUHCKHX NMOKAZAHUN (MHIHBHAYAJILHASL HENEPEHOCHMOCTD, 110 KU3HCHHbLIM
HOKA3AHUSIM): HE BXOASIMMMX B CTAHIAPTELI MEIUIMHCKO IOMOIIN; N0 TOPrOBbIM HAHMEHOBANHSIM
H MeINIHCKHMH H3eTHSIMH,

B mensix CBOEBPEMEHHOTO W TapaHTHPOBAHHOIO OOECIICUCHUS OTACIBHBIX KATEropui rpakiaH,
HMEIOIMX [PaBO HA IIOJly4eHHEe TOCYNAPCTBEHHOH CONMANBHOW  MOMOIIH, JICKAPCTBCHHBIMH
npernaparaMmi ¥ MEJIUIIHHCKUMH H3/1eTHAMU:

1. VTBepauTh MOPSAOK HHIMBHAYATEHOro ofecredyenus: OT/ICIbHBIX KaTeropHil Ipaiia,
MMCIOIMX TPaBO Ha T[OJyYeHHEe TOCY/JApCTBEHHOH COIMANBHON  [OMOIIM, JICKAPCTBEHHLIMH
IpenaparaMi, CIeNHaTH3HPOBAHHBIMH MPOJYKTAMH J1€4eOHOro MUTaHHus JUlss ACTeH-UHBAIMIOB IIPH
HAIMYMH MEANIMHCKIX TIOKA3anui (MHAMBHYATbHAS HEIEPEHOCHMOCTB, 110 JKH3HEHHBIM MOKA3aHHIM):
He BXOJAIIMX B COOTBETCTBYIOIMHA CTAaHIApT MEIMLHHCKON IIOMOIIH; 10 TOPrOBLIM HAHMEHOBAHUAM, &
TaKoke MEIMIMHCKUMA n3aenusmu (nanee - [opsanox).

2. HavanpHukam YrpasleHH KOOPJHHAIMH MEIMUMHCKHX M (apManeBTHYECKHX OpraHH3alui
NoNel-15, pyKOBOIMTEISIM MEIAMIMHCKHX OpraHu3alliii rocyIapcTBEHHOH CHCTEMBI 3/1paBOOXpaHeHM
MOCKOBCKO# 00J1aCTH, OKa3bIBAIOIIMX MEPBUYHYIO MEINKO-CAaHUTAPHYIO MOMOIIL (Jaiee - YUpesKIeHus!
3IPABOOXPAHEHUS ):

2.1. Ha3HauuTh OTBETCTBEHHBLIX 3a [OPSJIKOM HHMBHIYAbHOTO OOECHEUeHUsT OTIC/IBHBIX
KaTeropmii TpakJaH JIEKAapCTBEHHBIMH TpENapartaMy, He BXOJSUMMH B CTaHapThl MEIAMIMHCKOH
IOMOIIIH, [T0 TOPTOBBIM HAUMCHOBAHMSM M ME/IMIIMHCKUMHU H3/IC/THAMH.

22, OC-}’II.[ECTBR}ITb JACATECIABHOCTL 10 MHJAHBHAYAILHOMY obecrieuenuIo OTJIENTEHBIX I{H’I'Cl'()pl‘lﬁ
rpakjial, MMEIOMINX IIPaBO Ha IOJIyYeHHE TOCYJApCTBEHHON COIHMAILHOH MOMOUIM, B COOTBETCTBHH
¢ [lopstikoM, yTBEPKACHHBIM I1. 1 HACTOSIIErO PaCTIOPSKEHIIS. :

2.3. EeMecs4yHO OpraHHM30BHIBATH IIPOBEJCHHE IIPOBEPOK M  OCYIIECCTBIATH KOHTPOJL 34
11e71ec000pa3HOCTLI0  HAa3HAYCHMS JIEKAPCTBEHHBIX MPENAparoB, CHCHHATM3MPOBAHHBIX  [IPOJIYKTOB
NeueBGHOro THTAaHMs VIS JeTeli-MHBAIMI0OB NTPH HAJTHYHH MEJHIHHCKHX MOKa3aHuH (MHIAMBHIyallbHAS
HETIEPEHOCHUMOCT, 10 )KM3HEHHBIM ITIOKA3aHUM): HE BXOIAIIMX B CTAHAAPTHI MEIMIIHHCKOM MOMOIIH; 110
TOProBbIM HAUMEHOBAaHHUAM, a TAKIKE M3/ICJIMA MEUIITHCKOr0 Ha3HAYCHHU.

2.4. OcymecTBIsITh KOHTPOIIb 32 00€CIeYeHHEM OT/IEIbHBIX KaTCrOPHH IPAKJIaH, HMCIOIIHX PaBo
Ha N0JIYYEHHE rOCYIapCTBCHHOM COLMAaNbHOM MOMOIIH JICKAPCTBEHHBIMHU MIPErapaTamMu, MEIHIIHHCKUMU
H3/IC/IUAME B COOTBETCTBUH C 32KITIOUYEHHBIMH IOCY/1apCTBEHHBIMU KOHTPAKTAMH.

3. YIpaBJIeHUIO Opraiu3aliy JeKapcTBEHHOM MTOMOIIH!

3.1. OdopmiaTh 3as8BKM HA HHIMBHIyaTbHOE OOECHCUCHHE OTAC/IBHBIX KATCrOpUi rpaxian Juls
nepenaun B [KY MO «Jlnpexipusi eunoro 3akasunka Munnctepersa 3ipasooxpanenus Mockosekoi
00lIacTH» ¢ 1EJIBIO ITPOBEICHHA 3aKYIIKH B YCTaHOBJICHHOM ITOPAIKE.
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4. TKY MO «/lupexkuust eiuHOro 3akaszunmka MmumnmcTepcTBa 3jipaBooxpaHenus MOCKOBCKOM
oGnacTu: '

4.1, Opranu3oBaTh NPOLEAYPY 3aKYNKH JIGKAPCTBEHHBIX MPEMAapaToB, CHEHHAIH3HPOBAHHEIX
HPO,H,}’KTOB J1IeyeOHOTro MUTaHUs JUIA HETGH-HHBWIHHOB H MCJIHMITHHCKHX HBJ‘ICJ'IHI::I U HHAHBHILYAJIBHOT'O
obecrieueHus OT/ACIBHLIX KATErOpHH TIpaskiaH, MMEIOIMX IPaBO Ha TOJyYCHHE TOCYAapCTBEHHOM
COIMAIIBHOM TTOMOIIM B COOTBETCTBUHU ¢ TpeboBaHusiMu Peaepanbroro 3akona or 05.04.2013 Ne 44-D3
«O KOHTpPAaKTHOW cHcTeMe B cdepe 3aKyIoK TOBapoB, paboT, ycIyr s obecreuenns rocy1apeTBeHHbIX
¥ MYHULUITAIBHBIX HYAKIY;

5. KonTponb 3a UCIIOJIHEHHEM HACTOSIICTO PACHOPSIKEHUS BO3JIOKHTL HA 3aMECTUTEN I MHHHCTPA
3apaBooxpanenuss Mockosckoii obnactu B.B. I'pebennnkoBy

MuHHCTp 3apaBOOXpaHeHuUs
MocKOBCKOi 00acTH

H.B. Cycnonosa



YTBEPIKJIEH PaCIOPSIKEHUEM
Munucrepersa  3paBoOXpaHeHHUS
MocKOBCKOI 00J1acTH

o1/ 29 Aefé Ne LA )

[Mopsinox
HHAHBUAYAJILHOT0 odecrevenus 0TAeJMbHBIX KATeropHii rpamian,
HMEIOUIHX MPABO HA MOJYYECHUE IOCY/1apCTBEHHOM COIMAIbLHOI
MOMOIIH, JIEKAPCTBEHHBLIMH NPENAPATAMH, CHECHHAIN3HPOBAHNBIMH IPO/IYKTAMH JIe4eOHOr0

NHTAHUA VIS ACTEi-MHBATHI0B IIPH HAJTHYUH MEJINIIMHCKHX

noxkazauuii (MHIHBUIYATLHAS HEIMEPEHOCHMOCTE, M0 KH3HCHIBIM
HOKA3ANMSIM): He BXOJASINX B COOTBETCTBYIONHIT CTANAPT

MEIHIIMHCKOIT MOMOIIH; 110 TOProBBIM HANMEHOBAHMSIM, 2 TAKKE

MCEIHIIHHCKHMH H3JI¢/JINHAMH

1. PykoBoauTenb ¥YupeKIAeHUs 3paBOOXPaAHECHHUSI:

1.1. OcyniecTBi€T B YCTAHOBJICHHOM IOPS/IKE MPOBEJCHHE BpayeOHON KOMHUCCHH MEMIIMHCKOM
OpraHu3aluy JUIS TIPUHATHS PEIICHUs 0 HA3HAYCHUH JICKAPCTBEHHBIX MIPENapaTon, CleNHAIN3HPOBAIIBIX
IIPOJLYKTOB JIe4eOHOr0 MNHTaHWs JUIS JeTeH-HHBAIMJIOB M MEIMUMHCKUX H3Jeiuil Uit obectievenmst
OTJENBHBIX KaTeropuil rpaskjaH, HMMCIONIMX [PaBO Ha IOJIYYEHHE [IOCYIapCTBCHHOM COLMAILHOM
MOMOIIM, B TOM WYHCJIE JIGKAPCTBEHHBIX IMIPENaparoB, I[PH HAJIMYUM  MEJMIIMHCKHX IOKa3aHU
(MHAMBUAYaANbHAS HEIEPECHOCUMOCTD, 10 KHU3HECHHBIM IOKA3aHMUAM): HC BXOJSAIIMX B COOTBETCTBYIOUIMI
CTaHJapT MEJIHIHHCKOH MTOMOIIH; 110 TOPrOBBIM HAHMEHOBAHHSIM.

1.2. O0s3aH npuBJeKaTh KIMHUYECKOrO (papMaKosora, BHCHITATHBIX CHCIMATMCTOR 110 NPpOQHIIIO U
JPYIHX CHENHAIHCTOB JUIS IPHHSATHS PEIICHHs Ha BpauyeOHOH KOMHCCHHM MEIUIMHCKONH OpraHu3aiuu o
Ha3HAYCHUH JICKAPCTBEHHBIX IIPEnaparoB, CHCHHAITM3UPOBAHHBIX MPOIAYKTOB JIe4eOHOro NmUTAHust J1/1s
AeTeii-uHBAIMAOB H MEAMIIMHCKHX M3/1euid cormacHo 11. 1.1 nactosmero [opsaaxka.

1.3.  Hanmpasnaser B TeppuTOpHalnbHOE  YIIPapJIeHUE  KOOPJAMHALMH — MCJMIMHCKUX M
(hapmarleBTHUECKUX opraHusauui B Teuenue 1 pabodero JHs ¢ JIaThl MOAIMCAHMS pelieHus BpaucOHo
KOMUCCHH MEIUIUHCKON Opranu3anuu:

1.3.1. Konuio npotokosa BpadeOHON KOMHCCHH MEIHIHICKON opranuzanui mno ¢Gopme coriacio
NPHIOKEHHIO K HACTOALIEMY IOPSAKY (B TOM 4YHCIIE € YKa3aHHeM HaWMEHOBAHMS Ipernapara ero
JI03UPOBKH, (pacOBKH, (POPMEI BBITYCKa (cormacHo ['ocy1apcTBCHHOMY PEecTpy JICKAPCTBEHHBIX CPE/ICTRB)
He0oOXOIUMMBIX KOJTMYECTB (Ha MECsIl ¥ Ha KYPC JICHEHHUs ));

1.3.2. Konuio wusBemeHuss 0 MOOOYHBIX JICHCTBUSAX, CCPbE3HBIX HEKCIATCIBHBIX PCAKIIMIX,
HEMPEABHICHHBIX HEKEIATEAbHLIX PpeakLUsIX I[pH I[PUMEHEHHH JICKapCTBEHHBIX IpernapaTos Juis
MEIMIIMHCKOrO MPUMEHEHHUS (TIPH MX HAJTUYMK), HanpaBieHHoro B MegepaibHyro city:k0y 1o Ha/3opy B
cepe 3ApaBOOXpAHEHUs: B COOTBETCTBHHM C IOPSJIKOM, YTBEPKICHHBIM IpUKasoM Munucrepersa
3/lpaBoOXpaHeHuss U couuanpHoro passurus Poccuiickoit ®enepanun or 26.08.2010 Ne 757u «O0
YTBEPIKIACHUHU TOPSIAKA OCYLIECTBICHUS MOHUTOPUHIA O€30I1aCHOCTH JICKApPCTBEHHBIX Mpernaparos /uis
MEIUIIMHCKOrO MPHMEHEHHSI, perucTpaluu nMoOOUHBIX JEHCTBUH, Cepbe3HbIX HEXKENaTebHBIX peaKkiuii,
HENpeABHICHHBIX HEKENIaTeIbHBIX peakiuii IpH NPUMEHEHHHM JIeKapCTBEHHLIX IIPenaparoB JUis
MEHUIIMHCKOrO MPUMEHEHHUS»;

1.3.3.Bpimucky U3 amOyaTOpHON KapThl MAallHEHTa ¢ OpOOHBIM ONUCAaHUEM ITPHHUMAEMBIX patiee
JICKApCTBEHHBIX MIPerapaToB ¥ JHHAMUKH TedeHHs 3abosieBanus; Ha (Gore MpoBoJHMOTO JICUeHHs;



1.3.4. Konuio cnpaekn otaenenus [lencnonnoro (omiaa O COXpaHeHHH MpaBa Ha MOJyUCHUS
Habopa COIHANBHBIX YCIYT B YaCTH JIEKAPCTBEHHOro odecreyenus uis (eepaibHbIX JILPOTHUKOB,

1.3.5. 3asiBKy Ha TMOCTaBKY JICKapCTBEHHBIX IPEHaparTos, CHEIHAIN3HPOBAHHDIX POJIYKTOB
e4edHOoro MHTAHUS JUIS JeTeil-HHBAIHOB U MEJIHIMHCKUX H3JIeJIHil, 3aKYIUICHHBIX B COOTBETCTBHH C
perenneM BpadeGHON KOMUCCHU, 110 (POPME B COOTBETCTBUHU € NPUIIOKCHUCM 2.

1.4. Hampapisier B TEeppUTOPHANILHBIC  YIIPABICHUS  KOODJMHAIMH  MEJIMITUHCKUX 1
dapmareBTHyecKuX OpraHu3anuii JIOKYMEHTBI, yKazaHHuble B nynkrax 1.3.1 - 1.3.5 mo nomeHkiarype
JIEKapCTBEHHBIX TPEMapaTtoB M MEIMIMHCKAX H3eauil (OpMHpOBaHHE MOTPEOHOCTH KOTOPOH B
COOTBETCTBHU C PACIIOPSMTENLHEIM JOKyMeHTOM MuHucTeperra 3jparooxpanenus Mockorckoii
00JIaCTH  OCYWIECTBIISIIOT TIJIaBHBIC BHEIITATHBIE CHELMAIMCTBI MUMHHCTEPCTBA  31paBOOXpaiicius
MockoBekoii oGacTi, B TeueHue 3 pabouux AHEl ¢ JaThl OIMCAHUs PelleHus BpaueOHoll KoMuccuu
MEJIMITHHCKON OpraHu3au.

1.5. Oprasusyer Ha  IIEPHOJ  IPOBEACHHSA  3aKYNKHM  JICKApCTBEHHBIX  IIPENaparos,
CHEHATH3UPOBAHHBIX HPOJIYKTOB JieueOHOro MUTaHus JUIS JIeTeH-HHBAJIMIIOB aJIbTEPHATHBHOE JICUCHHE
HAIHCHTOB 110 MCJHUIIHHCKHM ITOKA3aHsIM.

2. TeppuTtopuansHoe YipaBieHue KOOPAUHAIMK MEJMIMHCKUX U (papManeBTHYCCKUX OpraHu3arinii
B COOTBETCTBHU ¢ yHKTOM 1.3 HacTosmero [Topsixka:

2.1. B Teuennme 3 paGouymx [HEH C JaThl IOCTYIIEHHS JOKYMEHTOB OT Y4peKkjeHus
3/IpaBOOXPAHEHHMSI TIPOBEPSIOT MONHOTY M Ka4eCTBO MpPEICTABICHHBIX JOKYMEHTOB (IIPOBEPACTCs TAKKE
BHECEHUE COOTBETCTBYIOIIEH HHPOPMAIIH B MEAUIIMHCKHE JTOKYMEHTRI MalMenTa, B KypHall Bpauyednoi
KOMHMCCHH MEIMIIMHCKOH OpraHu3aiid) W HanpapisioT JOKYMEHTbl B YIIPaBJIEHHE Opranu3aiiuu
JCKApPCTBEHHOH [1OMOLILH.

2.2. Opranusyet obecrieyeHne MaueHToB M0 PEHEeNTAM, BLITUCAHHBIM MEIMITMHCKAM PabOTHHKOM.
B ycTaHoBJICHHOM MwuH3IpaBoM Poccuu nopsjke 1mocie MmocTyIICHHA HHAHBHIYAIBHO 3aKyIJICHHOIO
JIEKAPCTBEHHOr0 Iperapara, CHEHHAIN3HPOBAHHOIO IPOJYKTa Je4eOHOro TMUTaHWst Julsl JIeTCH-
HMHBAJIUIOB HJIH MEUIUHCKOIO H3/1CIH.

3. YnpaneHue opraHnn3aliy JeKapCcTBEHHOH MOMOIIIH:

3.1. Odopmiser 3asBKH HA WHINBHAyaIbHOE OOeCHEeYeHHE OTACIBHBIX KaTerOpuil rpaxian u B
teyenne Tpex jueit mepemaer B I'KY MO  «/lupekuus eauHOro 3akasumka Munucrepersa
31paBooxpaneHus MOCKOBCKON 061acTy» JUIs IPOBEICHUS 3aKYIIKK B YCTAHOBIICHHOM TOPSIJIKE.

4, TKY MO «/lupekuusi €IMHOTO 3akazynka MHUHHCTEpCTBa 37paBooxpanenus MOCKOBCKOH
o0nactu»:

4.1. Ilpn vamwun (GUHAHCHPOBAHMS IPOBOJHUT B YCTAHOBJICHHOM IOPSJIKE IMPOLEAYPY 3aKYIKH
NeKapCTBEHHBIX [PENaparos, CHENHATH3UPOBAHHBIX IIPOJYKTOB JIeueOHOro NUTaHus JUls JIeTeH-
MHBAIMIOB M MEIMIIMHCKHX H3JCIMI Ul HHIAUBHAYAILHOrO odecrieueHus OTHENbHBIX KaTeropui
rpaXaaH, MMEIOIHX I[IpaBo Ha TTOTyUeHHue FOC}’)’[apCTBCHIIOﬁ COL[HHJ[I)HOFI MOMOIITH B COOTBETCTBHUH C
tpeGoBanusamu Pesepansroro 3akona or 05.04.2013 Ne 44-03 «O konrpakTHOH cucreme B cdepe
3aKyIOK TOBApOB, paboT, YCIYT /Ul 0OeCneueHUs roCyAaPCTBEHHBIX U MYHUIIMITAIBHBIX HYHKID).

4.2. Tlpu otcyrcTBUM (DMHAHCHPOBAHHMS B TEYECHHME TpeX padOYMX JHCH roTOBUT oOpaineHue o
BBbIZICJICHHM  JIONOJHHTENLHLIX  (DUHAHCOBBIX cpeicTB, O uweM uHpopmupyer Teppuropuansioe
Vipasiaenue KOOPAMHALMHY MEIUIMHCKUX 1 (DapMaleBTHUCCKIX Oprann3ariii.

43. Tlo pesynpraram 3aKkynkd (B JCHb NOCTYIUICHHS  JICKAPCTBCHHOIO  Ipenapata,
CHELHATH3HPOBAHHEIX [POJYKTOB JIeUeOHOro MUTaHus Ul JCTEH-MHBATHIOB, MEIMIMHCKOrO H3JIC/IHs
Ha YIOJIHOMOYEHHBIH cki1aj) uHpopmupyeT Tepputopuansioe YpasieHue KOOPAHHAIMH MEHITMHCKIX
M (papMaleBTHYECKUX OpraHu3aluil o IOCTYIUIEHMH JICKAapCTBEHHOrO Tpenapara, MEAHIMHCKOIo
W3JIeNTUS.



[punoxenne Ne 1 k [Nopsnky,
YTBEPIKIEHHOMY PaCIIOpSKEHHEM

MHHHCTEPCTBA 3/1paBOOXPAHEHMU S
MocKoBCcKO#H oOmacTu

o1&/,/9 Al Ne g%'/‘b

IIpoTokoun petenus
BPa4eOHOM KOMHCCHH MEJUIMHCKOI Opranu3aium

HaumenoBanmne MeTMIIMHCKON Opranu3anum

HI!OTOI{OJT No ot " 20 I
S ———
CocraB KOMHCCHH:

[Ipencenarens:
[ naBHbI Bpau

(PUO)
YieHs! kKomuccuu:
3aM. 1. Bpava mo Mejl. 4acTH

(OGHO)
BremrraTHeli clienManucT okpyra
10 NPOpHITIO

(PHO)
Kimnnyeckuit papmaxoror

(DPUO)

®.H.0. nanuenra:

Jlata poxkaeHus naumeHTa: «  » 34
Kon nerorer:

Jluaruos:
OCHOBHOM:
COIYTCTBYIOIMUIA:
OCJIOKHEHHUS:
Koncynpranmu creunanucros:

KoHCybTalus BHEIITATHOTO CHEHAIHCTA 110 npoduo
(3akmoyenue-o00cHOBaHuE):

Koncynpramus kinnuueckoro dpapmakosora (3akiodeHue - obocHOBaHHKE)



1. TIPMYMHON HEOBXOJIMMOM 3AMEHBI PAHHEE HA3HAUEHHOI'O JIIT SIBJISIETCS
EI'O HEDO®PEKTUBHOCTD: Her/ITa
lIpencrasiena Kapra u3BenieHus 0 pa3BUTHH HeGIATONPHATHON MOOOUYHOM
peakiuu uin HedPPEKTHBHOCTH JIEKAPCTBEHHOTO CPEICTBA
Her/]la (3anonsena u unpopmarusna)//la (3amonnena, ne uupopMarusHa)
Kimandeckne MeTojbl, mojaTBepiKIaloniMe Hed((eKTHBHOCTh paHee
HasHadenHoro JIII (B T.4. OTCYTCTBHE MOJIOKUTENBLHON JMHAMUKH CO
CTOPOHbI KQUeCTBA KU3HU):
JIaGoparopHbie MeTo/ibl, [M0jATBepKIaIonMe HedpPeKTHBHOCTL HAZHAYAEMOTO
panee JIIT: —— B o
MHCTpyMeHTabHbIE METOIBL, OATBEPXKIAIoNINE Hed(PPEKTHBHOCTEL HA3HAYAEMOTO
panee JIIT; B e
[IpoBesiena koHcynbTalMs A/IEProsiora (B CIIydasX pa3BUTHs JIEKapCTBEHHO
ayuteprun): Her/Jla
®HO ajuiepronora, 1ata ¥ MECTO KOHCYJIETHPOBAHMUS
JakiroueHue ajureprosora:
[Ipencrabnena kommsi MEIUIMHCKOW JOKyMeHTamun (amOysaTopHas
KapTa/BbINACKA), B KOTOpoi 3aduxcuposan (akt HeapHEKTUBHOCTH panee
HasznauenHoro JIIT: Her/Jla
2. TIPUYMHON HEOBXOJIMMOM 3AMEHBI PAHEE HA3HAYEHHOI'O JIIT  SIBJISIETCS
PA3BUTUE HEBJIATOITPUSITHOU [TOBOYHOM PEAKLIMH (HITP): Her//la
[Ipencrapnena Kapra u3gemenust o passutuv HeGIAronpusTHON MOGOYHOIMN
peakuuy win HedPHEKTUBHOCTH JICKAPCTBEHHOIO CPEACTBA
Het/Jla
Knunndeckue Mmetomsl, mojarsepkiatone HIIP npu npuMeHenny Ha3HAYCHHOTO
panee JII: - - _
Jlaboparopnbie metosbl, moarsepxatonme HITP npu npuMeHeHny Ha3HAYEHHOTO
panee JIIT: _
Unctpymenranbabie  MeTopl, noxarsepxkiaaomue HITP npu mpumenenuu
HaszHaueHHoro panee JII1:
3. TIPMYMHOM HEOBXOJUMOM 3AMEHBI PAHHEE HA3HAUEHHOI'O JIII SIBJISETCS
BbUIBJIEHUE T'EHETUYECKHUX IIPEJIMKTOPOB HED®®EKTUBHOCTU WJIM PA3BUTUS
[TOBOYHBIX PEAKITUI:
Hetr/Ia
Kaxkue BBISBIIEHbI FCHCTHYCCKHC IIPCIUKTOPEL, aCCOIMUPOBAHHBIC C pasBHTHEM
HITP/meaddpexturnoctn JIIT (ykazare renoruiin):
["1ie u Kor/ia BBIIOTHSIOCH (papMaKOIeHETHIECKOE TECTHPOBAHHE:
[lpencrapneno  odpuuuanbHoe  3akioveHue  (hpapMaKoreHeTHYEecKOoro
rectupoBanus: Het//la
4. TIPUYMHONU HEOBXOJIUMOM 3AMEHBI PAHHEE HA3HAUYEHHOT'O JIIT SIBJISIETCS
BbISIBJIEHUE TOKCHYECKUX WJIW CYBTEPAIIEBTUUECKMX KOHIIEHTPAILIMM JIII B
[IJIASME [IPU  EI'O JIO3UPOBAHWHM B COOTBETCTBUU C HWHCTPYKILIMEH TIIO
MEIUINMHCKOMY TMTPUMEHEHHIO:
Het/]la
3uauenue konuenTpanun JIIT B mnasme ¢ ykazanuem pedepeHTHBIX 3HAYSHMI:

["1e 1 Korza BBIMONHSIOCH HCCIIEOBAHUE:
[IpeacraBneno opunmansHoe 3aKiodenne o0 onpeenennu Kounenrpamuu JIIT B
mnasme: Het/Jla




5. IPUUMHOU 3AMEHBI PAHEE HA3HAUYEHHOI'O JIIT SBJISIIOTCSI JPYT'ME TTPUYMUHBI:

Het/Jla

HAUMEHOBAHHUE JIEKAPCTBEHHOI'O [IPEIIAPATA

OBOCHOBAHHWE HASHAYEHWSI JIAHHOI'O JIEKAPCTBEHHOI'O [1PEITAPATA:

PEILIEHHE:
Ha ocroBanny BbimensoxeHHoro, npocum paspennts somucky JIIT (ykasarh
TOProBO¢ HAMMEHOBAHHUE, J103Y, GOPMY BBLIITYCKa, KPATHOCTH NPHEMA B CYTKH,

MyTH BBEJICHMUS, JUIMTENIBHOCTh npuema JIeKapCTBEHHOIO

npernapara):

Pacyer konu4ecTBa npenapara Ha: Kype Ipuema, Mecsil, rojl.
(KOHYeCTBO TabNIETOK, KaICyJl, aMITyll, HeOyIl i T.J1. - Hy)KHOE I10{4ePKHYTh)

KonnyecTBo ynakoBok mperiapara cpokom Ha (Mecsii, Ioj)
(¢ ykaszanueM (acosku, corsacio 'PJIC)

110 KJIMHUYECKUM (GKU3HEHHBIM) ITOKA3aHHSIM.

[Toanucu wWieHOB KOMHCCHH:
| 1aBHBIA Bpay

(rojnuce, jaara)

3aMm. rJ1. Bpaua 110 MeJl. 4acTH
(momnuce, nara)

BremraTHbIN cienuanuct okpyra 1o mpoguiio

(moanuce, xara)
Knuaudeckuii papmakoiior

(moanuce, nara)
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