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TpeboBanus (onucanue yciioBui 1Jist BHINONHEHHS CTAHAAPTA
OTepaLlMOHHOHN MPOLIENYPEI)

Omnucanue cTaHAAPTHBIX JIEHCTBHM H/WIK OTIepaLii
JlOKyMEeHTHPOBaHVE TIPOLIEAYPhI

NunukaTophl 5 QeKTUBHOCTH BBIIIOTHEHUS CTAH/(APTA OIEePALUOHHOM

IPOLCAYPBI

OpranusalMoHHBIE aCTIEKThI Pa3pabOTKy CTaHAAPTa ONEPALMOHHO

OpoLeyphl

Yka3zaHue yCIoBHH IepecMoTpa CTaHAapTa ONepalMoOHHOM MPOTIe Ty phl
CCBITKY HA UCTOYHHUKHU

ITpunoxenus

JIuet perucrpanyu U3MEHEHUH W OIIOIHEHHH
Jluct o3nakoMIeHUs
JlucT yuera nepuoinuecKkux mpoBepoK

LW W W L LW W

(O =N

(@)




KoprioparueHerii CranmapT olepanloOHHBIX NPOLELYD Kon: GLID-01-15
omn «University MOHUTOPHHT HEKENATENBHBIX PEAKIHiA Bepous 1
Medical Center» HCCIIE/lyEeMOr0 Tpenapara ctp. 3wz 14

2. Coxpamenust

1. B macrosmeM cranmapre OnepalliOHHOM MPOIEAYPHI HCHOIL3YIOTCS
ClIEYIOIIHE COKPAIlleHUSs:

1) KM — knuHMYecKre uccieoBaHus;

2)  JIKB — JlokanpHas KOMUCCHSA 110 OHOITHKE

3)  CHA - cepre3HOe HeXeNaTeIbHOE ABICHUE

4)  CHHP — cepbe3Hble HeIpeIBH/ICHHbIE HEKEIIATEIbHbIE PEaKI[Hii

5)  CHP - cepbe3nble HexeNaTelbHbIE PEAKIUI

6) bW — O6pourtopa ucciaenoBarels

7)  GCP - cragnapr Ha/uieKaIeH KIMHUYECKOW PAKTHKH;

8) COII — crangapt oneparyoHHON TPOLELY DL

3. loas3oBatean COII

2. IlonwzoBarensimu COIl sBasroTes:

1) PpyKOBOACTBO OpraHH3al[Hy;

2)  JemapTaMEHT HayKM W 00pa30BaHMs;

3)  uieHBI YUYEHOTO COBETA;

4)  4jeHBl JIOKANBLHOM KOMUCCHH TTO BOTIPOCAM THKH;

5)  Hay4HBIC MCCIEIOBATENM;

6)  CHCIMAIUCTHI, BOBIECUYEHHLIE B KIMHUYECKHE UCCICIOBAHU.

4. Onpenenennst

3. B nacrosimem COII ucnonb3yrores CIIeAYIOIINE ONPENEIICHUS:

1) Hexenarensnble peakuun — no0o4HbIe 3(Q@QEKTH, CBI3aHHBIE C
Ha3HA4€HHUEM HCCIIEyeMOro penapara, pe3BUBLIMXCS y MalfeHTa BOBpeMs WH
TIOCJIE 3aBEPIICHUS €r0 y4acTUd B KIHHUYECKOM UCCIIEN0BAHUH.

5.lenn

4. lensto wmacrosunero COIl sBnsiercss oKkasaHWe IOMOLIM —Bpady-
HCCIIE/IOBATEIII0 TONyYHTh YETKOE IIPEJCTABIEHME O BO3MOXHBIX PHCKAX M
HEXENAaTeIbHBIX PEaKlMiX, KOTOPble MOTYT BO3HHUKHYTH B XOJ€ KIMHHYECKOTO
MCCIIeI0BaHKs. DTO TPEACTABIEHHE OCHOBBIBAETCS HA JIOCTYIHON HHMOPMALUH O
pu3nyUecKux, XUMUYECKHUX, (papManeBTUIECKUX, (apMaKoJIOrHYecKux,
TOKCHKOJIOTHYECKHUX U KITHHHYECKHX CBOMCTBAX UCCIIEyeMOro mpernapara.

6. AJropuT™M CTAHAAPTHBIX [elicTBHIT H/HIN onepanuii

6.1 TpeboBanust

5. Ilpencrapnenvie nHbopMaIKMK 110 6€30IIACHOCTH:

1) O0o Bcex CHS HeMenIeHHO COOBIIAIOT CIIOHCOPY, 33 UCKITIOUEHHEM
Tex CHJSL, KOoTopble B IIPOTOKOJE HIIM B APYrOM NOKYMEHTE ONpEIEeICHbl KaK He
TpeOyrolue cpounoro cooduenus. [Tocie MepBHIHOIO CPOTHOrO COOOUICHHS B
KpaT4aiinue CpOKM NpeICTaBISiOT MOAPOOHOE NHCHMEHHOE CooDIIeHue.
[TepBUYHBII U MTOCHIENYIONIHE OTUETHI UICHTUGUIMPYIOT CYOBEKTOB MCCIIEL0BAHMS
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10 [PUCBOCHHBIM WM YHUKAIBHBIM KOJaM, a He II0 HMeHaM CYOLEKTOB,
HEPCOHANBHBIM HACHTH(QUKAMOHHBIM HOMEpaM | (WJIK) afpecam.

2)  Hccneporarens Taxxke cobOmonaer tpebosanus Ilpunoxenus 1 K
Hacrosiiemy Cranjapry “Ilopsaok npejcraBieHus nHGOpMaLUu 110 0€301aCHOCTH
B XO/i¢ KJIMHHYECKOrO MCCIEN0BaHus” ONpeesAIoKe NOPSJIOK MpeacTaBleH sl
COOOINECHHH O HENPeABHACHHBIX CEPhE3HBIX  HEXKENATENLHLIX — PeaKIHsIX
ynoiasomodyeHHomy oprany u JIKB.

3)  O6o cex CHA u (111) OTKIOHEHUAX Ta00PAaTOPHBIX [10Ka3aTenei ot
HOPMBI, ONPEACTCHHLIX IIPOTOKOIOM KaK KDHTHYCCKHE I OLEHKH 0€30IIaCHOCTH,
COOOLIAIOT CHOHCOPY B COOTBETCTBHH C TPeGOBAHMAMU K MPEICTABICHHIO
coobmenuit 0 CHSI v B cpoku, onpeseseHHbIe CIOHCOPOM B TipoTokosie K.

4)  Ilpu coobmeHHSIX 0 CMEPTH HCCIE0BATENb MPENOCTABIAET TOOYIO
AOTIOIHUTEIBHYIO WHHYOPMAIMIO — NPOTOKOJ BCKPBITHS U [OCMEPTHBIN STIMKPU3 -
II0 3aMpOCy CIOHCOpPA, YHOJHOMOYEHHOIO OpraHa, dKCIEPTHOW OpraHu3aluud u
JIKB.

6.TpeboBanus K epcoHaly, NpUBIeKaeMoMy K nposeaennto KU:

1)  cooTBeTCTBYIOILIEE MEUITHHCKOE 00Pa30BaAHUE;

2)  oOyueHue nmpuHUMIIAM HAJUIeXKALIeH KinHUYeckor npakTuku (GCP);

3)  IOArOTOBKY H OIBIT JUISL BBIIIOJHEHMS BO3NOMKEHHBIX HA HMX 3ajad,
COTJIACHO IMPOTOKOIY KITMHUYECKOTO HCCIIEIOBAH S

6.2  Anropurm jeiicTBHil u/WaH onepanmii:

7. llpy  MoHMTOpHMHIEe HEXETATCILHBIX peakiuii  UCCHeLyeMOoro
TIpernapara BEIOIHSIOTCS CICAYIOLIHE NeHCTBHIS:

1)  Ecim  mccnenopatens — OpeskIeBPEMEHHO — NpeKpamaeT MM
NPUOCTaHABIMBACT KIMHUYECKOE HCCle/0BaHue 0e3 MpeBApUTENLHOIO COTTIacus
CIIOHCOpPA, UCCIEIOBATENh COOOMAET 00 3TOM B MEIUIMHCKYIO OPTaHHM3aIMIo, U
HCCJIE/I0BATENb MM ME/MIMHCKAs OpraHu3allusi He3aMeUTUTeNLHO UH(POPMHpYeT
00 5TOM crloHcopa 1 KoMHCCHIO 110 BOIpOCaM dTHKH;

2)  Cpoosncop ysegomnsger JIKb moapoOGHbpIM MUCEMEHHBIM 00BICHEHHEM
MPUYHMHBL IPHOCTAHOBKY WIIK NMPEKPAIIeHUs UCCIIeN0BaHMS;

3)  Xots cyObexT He coo0IMaeT 0 NPUYUHAX, MTOOYIMBIIMX €0 TOCPOIHO
NPeKPaTUTh y4acTUE B UCCIEJOBAHUM, UCCIIE0BATENb MILITAETCS YCTAHOBUTH ITH
IPUYHHBL, POSBIISAS MIPH 3TOM YBa)K€HHE K IIpaBaM CYOBEKTA;

4)  Eciu CHOHCOp mpeKpaliaeT Wik NPUOCTAHABIHBAET HMCCICAOBAHUE,
MCCHENOBaTENb HE3aMeMIMTENsHO coobmaer o6 3TOM B MEAUIMHCKYIO
OpraHU3AIHIO, U KCCIIEN0BATENb UM MEIUIIMHCKAS OpraHU3alis He3aMe JTUTeIbHO
uHpopMEpPYIOT 00 5ToM JIKB, K KOTOpO# Tpe10CTaBIAIOT TOAPOOHOE MHCHMEHHOE
00bSCHEHME, PUYKMHBL IPHOCTAHOBKY WM MPEKPAICHIS UCCIE[0OBAHMS.

5)  Ecmu JIKb oxoHYaTenhHO WIM BPEMEHHO OT3BIBAET ONOOpEHHE
(3axmouenue) Ha TposeneHue KU, wucciemoBaTens coobmaer 00 sromM B
ME/IMIIMHCKYIO OPraHM3alliio, KOTOpasi He3aMeIIUTelIbHO HHPOPMUPYET 00 SToM
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CIIOHCOpa M IIPEAOCTABISAET CIIOHCOPY IOAPOOHOE MHCHMEHHOE OObICHEHHE
IIPUYMHLI IPHOCTAHOBKH WIH Nipekpauienus K.

6) I'To 3aBepmennn KU uccnenosarens coobmaer 06 31om OpraHu3alym;
uccneoBarels (MeMIKMHCKasd oprafu3anus) npenocrasisier JIKb kxpatkuit oruer
00 WTorax MccaenoBaHUs, a TAKXKe TpeOyeMble OTYEThI SKCIIEPTHON OpraHu3aLUH.

7)  Cnoncop ofecreurBaeT MOCTOSHHYIO OLEHKY 0€30MacHOCTH
UCCIIelyeMBbIX [IPEIapaToB.

8) CnoHCcOp He3zaMeJIMTelbHO YBEIOM/IIET 3aHSTHIX B HMCCIEIOBAHUU
uccneosaresiedl (MeAMUMHCKHE Opranu3allii), a TAKKe YITOJTHOMOYEHHBIH OpraH o
MOJIy4EHHBIX JIAHHLIX, KOTOPbLIE CHOCOOHBI HEeOIarompusTHO OTPAsHUTLCA HAa
0e30MacHOCTH CyObeKTOB, MOBIIMATEL HA TPOBEJIEHUE UCCIIELOBAHHUS TU00 UIMEHHUTE
sakmoyenue JIKD Ha npomomkenre uccienoBaHusl.

9)  Cnoncop. CooOuieHHA 0 HeXKeTATENLHBIX PeaKLUAX.

10) Cnoncop B KpaTuaitime Cpoku coOOIAET y4acTBYIOUIMM B
UCCIIE[IOBAHMK HccaenoBatensM (MeauuuHckuM opranuzauusiv), JIKDB, a Tarke
3KCHEPTHON OpraHu3aluu o000 BCeX HeXeNaTeNLHBIX pPeaklusiX, KOTOphIe
OOHOBPEMEHHO SBIIAIOTCS CEPbE3HBIMU U HENPCABUACHHEIMH.

11) CpouHble COOOIIEHUS OCYIIECTBISAIOTCA B  COOTBETCTBHH  C
HOpMaTHBHbIMM TpeGoBanusamu U Ilpunoxenuem 1 x nacrosmemy CTasmapry
«ITopsimok npexacTaBieHHs HHGOPMALUH TT0 GE30TTACHOCTH B XOIe KIHHHYECKOIO
UCCIIEIOBAHUS.

12)  Cooncop npejcTaBISeT Ha PACCMOTPEHUE DKCIEPTHOH OpraHM3aLHH
BCC HOBBIC JAHHBIC U MCPHOAWIECKME OTHETHI IO OE30TIACHOCTH HCCIEIYEMOTO
Ipenapara B COOTBCTCTBHH HOPMaTHBHBIMH TpeGoBanusimu u [Ipunoxennem 1 x
Hactosiemy Crannapry «llopsyiok npeacraBienus HH(GOPMALIUAH 110 6e3011aCHOCTH
B XO[1€ KIMHAYECKOI'O MCCIEI0BAHMIN.

13)  Oxaszanue MeOuIMHCKOMH noMomy cyobektam KU,

14) Bospems M 1o 3aBeplieHHH ydactus cyOnekra B KM MenuuuscKas
opraHusalud oOecredynBaeT oOKazaHHe CYOLEKTY HEeOOXOAMMOH MeTHIUHCKOM
IIOMOIIHM B CITy4Yae THOObIX CBS3aHHBIX C HCCIIEI0BAHMEM HEXKENATEIbHbIX SIBJICHHUIA,
BKIIFOYast KIMHWYECKW 3HAYMMble M3MEHEHHUs JabopaTOpHBIX IoKa3zaTeneit.
Wccenenosatens (MeMIMHCKas opraHu3aius) HHGOpMUpYeT cyObeKTa O CTaBIIuX
U3BCCTHBIMU HCCJIIOBATENIO MHTEPKYPPEHTHBIX 3aD0jieBaHUAX, TpeOyIOIHX
MEIUIIMHCKON MOMOIIIH.

6.3 JlokyMeHTHpOBaHHe NPOUEAYPhI

8. Ilpouecc MOHMTOPMHIA HEXENAaTeNbHLIX peaKUHuil HCCIeLyeMOoro
npenapara TOKYMeHTHPYETCs B CIeIYIOIHX JOKYMEHTaX:

1) TluceMeHHOE yBe/IOMIIEHHE CIIOHCOPA;

2) Ilucemennoe ysenomiaenue JIKB;

6.4 Huankaropel 3ddexruBHocTH Bhinoanenus COTI
9. Unauxarop saddexrusroctu Boinonuenus COIT:
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1) Haspanue unnuxatopa «llonnora ucnonnenus COIDy».

2)  Pacuer mHIOUKaTOpA:

[Tonnora ucnonnenus COIT = uKcio BBINOJIHEHHBIX
Tpebosanuil x 100/00miee uucio TpeboBanmii.

IleneBoe 3nauenue crpemutcs K 100.

7. OprasuzanuoHHble acnekThl pazpadorkn COII

7.1 ¥Ykazanue ycaoBuii nepecmorpa COII

10. Hacrosumit COll mepecmatpupaercs | paz B 3 roga w/unu mnpu
NOSBICHUU HOBBIX TPeOOBaHMH K TMPOBEJCHUI0 MOHHTOPMHIA HEXKelaTelbHBIX
peaxnui ueeieayeMoro npenapara.

7.2 CebUIKH HA HCTOYHHKH

11. Jlms paspabotkm Hactosiero COIl HCHOMB30BaHbI  ClIEAYIONIHE
HCTOYHHUKH:

1)[lpukas MuHHCTpa 3]paBOOXPAaHEHHs W  CONMANBHOIO  PA3BUTUA
Pecrrybiuku  Kasaxcran or 27 mas 2015 roga Ne 392 «O06 yTBepxkaeHuu
HaUIeKamKX (papMaleBTHYECKIX MTPAKTHKY,

2)Ilpukas Munuctpa 3jpasooxpanenus Pecny6nuxu Kasaxcran or 11
nexabps 2020 roga Ne KP JICM-248/2020 «O6 yTBepKAeHUM [IPABUI IPOBECHHUS
KIIMHUYECKUX HMCCIENOBAaHNH JICKADCTBEHHBIX CPEJICTB U MEIUIWHCKUAX W3IEIHI,
KJIIMHUKO-J1a00PaTOPHBIX UCIIBITAHUM MEIUIMHCKUX U3AETUH /ISl IAArHOCTHKH BHE
JKMBOIO OopraHmsma (in vitro) U TpeOOBaHMSA K KIMHHYECKHUM 0a3aM W OKa3aHus
TOCYAapCTBCHHON yciryru. Beimaga paspernenuss Ha MpoBeleHHe KIMHHYECKOTO
UCCICNOBaHus W (WIM) MCIBITAaHUS (apMaKOIOTWIECKUX M JIEKapPCTBEHHBIX
CPEJICTB, MEULIMHCKUX W3S,

3) Kopexc Pecnybiuxu Kasaxcran ot 7 miona 2020 roga «O 310poBbe
HApOo/la U CUCTEME 3/IpaBOOXPaHEHUY.

4) CT PK 1616-2006 Hamnexawas wkivuaudeckas NpakTHka. OCHOBHbIE
HIOJIOKEHUST

5) 7th Edition Survey Process Guide, 20 October 2020

6)l'ynse A.E., Kysnenbaesa P.C., Hyproxun T.C., Epmex6aeBa b.A.,
CapeivcakoBa B.E., Kywyrynosa A.P., Xymamunos I, ILlapman A.T.
Metoauyeckoe mocobue 10  NPOBENEHMIO KIMHUYECKUX — MCCIIEIOBAHMIA
JIeKapCTBEHHLIX cpencTs. Acrana, 2011. — 344c.

7) Xamsuna H.K, Hcaea P.B., Typmyxamberosa A.A., I'pap M.A.,
[IpUHLKIEL B METOJONOrHS MPOBEICHU KIMHAYECKUX HCCIE0BAHUN B 061acTH
37ApaBooxpaHenus. Acrtana, 2010. - 114 c.



KopmnopaTueHsiii CrannapT omeparmOHHBIX NPOIELYD Kon: GLD-01-15
donp «University MOHUTOPUHI HEKENATENBHBIX PEaKIMii Bepcus |

Medical Center» HCCIIElyEMOT0 TIpenapara crp. 7 uz 14

[Ipunoxenue 1

K CTaHAapTy

olepaluoOHHOMIpoueypbl « MOHUTOPUHT
HeXKeJlaTeNbHbIX peaKiyii

MCCIIEyEMOT0 TIperapaTay,
YTBEPIKACHHBIM pelIeHHEM
MenuuuHCKOro copera

KOopIiopatTuBHoro ¢hoxa

«University Medical Center»

oT «16» Hosi6ps 2020 roxa Ne20

MOPANOK IIPEACTABJEHUS HH®OPMAILIUH ITO BE3OITACHOCTH B XOJE
KIMHUYECKHX HCCIEIOBAHUHA

1. Obs3anHOCTH CHOHCOPA N0 NPEICTABJICHHI0 MHQOPMALMH N0 (e30MACHOCTH B X0Je
KJIMHHYECKOI0 HCCIENOBAHIS

L.1. Oprannzanus cHcTeMbI MTHCEMEHHBIX CTAHAAPTHLIX NPOUELYD

CroHcOp HECeT OTBETCTBEHHOCTh 33 OPraHM3AlMI0 CHCTEMBI THCHMEHHBIX CTaHIAPTHBIX
Ipoueayp B Lensx o0ccredeHus TpebyemMoro ypoBHs CTAHIAPTOB KAYECTBA NIPU BEITIONHCHUH
YHKUMI TOKYMEHTHPORAHHUS, COOPA JIAHHBIX, BATMAALMH, OLEHKH, ADXUBHPOBAHHS, OTISTHOCTH
1 TIPEICTABICHHS MOCIEAYIOIIeH H(OPMAlK 110 BBIIBIACMEIM HEKeIATENbHBIM PEaKIUsAM MPH
NPOBEACHHHA KITUHAYECKUX UCCIICI0BAHMIA.

1.2. Cpok npejicraBieHns HHHOPMALHMM 0 CEPLE3HBIX HeNpPeABHACHHBIX HEXeIATEIbHbIX
peakuHusax

1.2.1. Cnoncop npejcrapiser wuHPOpMaLmio 000 BCEX CEPLE3HBIX  HEIPEIBHICHHBIX
Hexenatenbupix peakuuax (manee - CHHP) va mccnenyemslii nmpenapaT, BBIABICHHBIX B XOJE
KIMHHYECKUX HCCIIENOBaHHii, ONOOpeHHBIX K MpoBeleHHid B Pecnybnuke Kazaxcran, B
OKCTEPTHYK opranu3anuio U JIKb COOTBETCTBYIOINMX KIMHHYECKHX 043 B COOTBETCTBHH C
NpoLEAYPaMH YKa3aHHbIX KOMUCCHH:

B TedeHHE 48 4aCOB C MOMEHTA HACTYILIEHHS CITydas CePhe3HOI HEXENATebHOM PEAKIH; B CPOK
710 7 KanenapHbIX IHEl OT Jarhl nonydends uapopmanun o Beisenernn CHHP, B cryvae, eclu
OHHM TPHBE/IH K CMEPTH MM [IPCACTABIISIA YIPO3Y AJIs KM3HH; B CPOK 10 15 KanenjapHbpIX QHEH
OT Jarel nonyueHuss Hudopmauun o Beesreann CHHP  qms  ocranbHeIX  cephe3HBIX
HEMPEABH/ICHHBIX HEKENATCIbHLIX PeAKLIUIA.

1.2.2. B ciy4ae 0TCYTCTBUSA y CNIOHCOPA NOTHOM HHPOPMALMK Ha JaTy Npe/ICTABICHHS CPOYHOIO
COOOIIEHHS O CTydae CMePTH WIH Pa3sBHTHH JKH3HEYTPOJKAIOIIETO COCTOSHWS, CIIOHCOPOM
NPCANPAHAMAIOTCA BCE MEPBI O HOJIYYCHHIO MOJHONH MH(OPMALMK, KOTOPas NpeICTaBIseTCs B
(bopme mocienyrOero CPOYHOro COOOIICHHS O BbIABIECHHOM CePbEe3HOH HEIIPEIBH/ICHHOM
HEeWENATEILHON PEaKIMK B CPOK 110 8 KaleHapHBIX THEH OT JaThl NIPEACTABIEHHS HEPBHIHOTO
COOOIIEHHA.

1.2.3. B cioyuae moiyueHus CHOHCOPOM HOBOH 3HAYMMOM HH(pOPMAIIHH 110 BbIABIEHHOH
CEpPLE3HOH HENPEABU/ICHHON HEeXkeNnaTebHO| PeaKIuy, JaHHas WH()OPMAIH TIPEICTARISIETCS B
(opme nocrenyromero coobIEHH B TeueHHE 15 KaleHIapHbIX HEH OT JaTsl ce [OJTYYEHUSL.
1.2.4. TpeGosanua no mnpencraBieHnio HHPOPMAIMH O CEPLE3HBIX HEIpPeIBUAECHHBIX
HCIKETATENBHBIX PCakMAX PacIPOCTPAHIOTCS HA MCCIelyeMblit TIperapar, BKIIoYas mpenapar
cpapHeHus u wiane6o. Ciyuan CHHP, cazannsie ¢ npueMoM miane6o, He MOLIEKar CPOYHOMY
IIPCACTABICHUIO, 32 HCKTIOYCHHEM  Ciy4aeB, KOIJja JaHHasd peakuus O0OYCIOBIEHA
KOMITOHCHTaMH, BXOIAIIAMH B COCTAB IUIANE00.
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1.3. Tpedoranns kK HHpOPMALHH 0 CePLe3NOil MeNPC/ABHICHHOI HeMkeIATeIbHOH PeaAKIHN
1.3.1. TpeOyemas MunuMansHad HHGOPMAUKS O CEPbE3HON HENPENBHICHHON HEXEIATEILHOM
peaxKium.

MmunumanbHas undopMamust IpH NPEICTABICHAN B YCTAHOBJICHHBIE CPOKH IEPBHYHOIO
CPOYHOrO COOOINECHHUS O BBIABICHHOH CEpPhE3HONW HENpe/IBHIEHHON HEKeNaTe/bHOM peaKuun
BKJIFOYAET:

- YKa3aHWE MOJ03PEBAEMOr0 HCCIECAYEMOro npenapara; MAeHTH(QUKAIHOHHBIH KO CyOheKTa
HCCIICIOBAHMSI, Y KOTOPOTO Pa3sBHUIIACh HEKENATCNIbHAs PCaKIHs;

- OIIMCAHUE HEKENATS/IBHON Peakiluy MIIH €€ HCXO0/1a, KOTOPBIE OMPe/IeIeHbI KaK cephe3HBIE ’
HCIPCABUACHHBIE W /i1 KOTOPHIX IMPEANONAracTcs HalMYue MPUUHHHO-CIIECTBEHHONH CBI3H C
IPHUEMOM HCCIIEyeMOoro Tpernapara;

- Pe3yIBTaT OLEHKH IPUIHHHO-CIIC/ICTBCHHON CBA3H,

- HCTOYHUK MONYYCHHsSI HHPOPMAINH O HEKENATEIbHON PEaKLiH; HACHTHDHKALMOHHEIH HOMEp
COOOIIEHHS O HEXKENATeIbHON PeaKIuy, TPUCBOCHHBIH CIIOHCOPOM;

- HOMED IIPOTOKOJIA HCCIICTOBAHIIS.

1.3.2. Tlonnas uR(OpMALIHS 0 Cepre3HON HENPEABUACHHON HeXKENATEILHOM PEaKIIHH.

Crenyer obecueuuTs nocnemyroumii c6op M IpecTaBIeHnE 101HOH HEDOPMAIHH O ciyyae
CHHP, xoropast cooTBeTCTBYET TpefoRatUsIM PYKOBOJICTBA MeskIyHAPOIHOM KOH(pepeHIIHH 110
FapMOHHM3ALMK «YIIPABICHHE JAHHBIMH MO OC30IACHOCTH — 3EMEHTBI JAHHBIX IS [EPEIadn
CO0DLICHMIH 00 MHAMBHIYAIbHBIX CIYYasX HEKEIATENbHBIX PEAKIIII.

1.4. CopaBounas undopmanus mo 6e30nacHOCTH
1.4.1. CripaBoyras uHpopmalys Mo 6E30MaCHOCTH UCCTIEAYEMOT0 IPeapaTa.

B uelsix onpenenenus NpeBUICHHOCTH BBIABICHHOM B X0/I¢ IPOBE/ICHAS KIMHHIECKOrO
uccrenosanus CHP na ncenetyemslii mpenapar ucnonssyercs feifcTByOIAsT Ha ATy BBISRIICHHS
CHP Bepcus bBH.

1.42. CrpaBounas undopmanus 1o Ge30nacHOCTH 3aPErHCTPUPOBAHHOIO JIEKAPCTBEHHOTO
npernapara.

B memsx onpenenenus NpeaBMACHHOCTH BLIABNEHHOM B XOI€ NPOBEICHHS KIMHHYECKOTO
UCCIICTIOBAHMUS CEPLE3HON HEXeNarelbHOH peakiMy Ha MCCIEyeMblil [pemapar, KOTOpbIH
3apErucTPHPOBAH Ha TEPPUTOPHA CTpaHbl BbisiBienus CHP, nenomns3yetes nefictByromas va naty
BLIAB/ICHUS HEKETATEIbHOH PEAKIMi BEPCHS MHCTPYKIMHU 110 MEIUUHHCKOMY IPUMEHEHHIO.

1.5. IlpeacraBiaenue nuoii mHGoOpManuu no H€30MACHOCTH

Croncop B CpoK 10 15 KaJleHIapHbIX [HelH B CPOTHOM HOPSIKE MPECTABIISET B SKCIEPTHYIO
opranusaniio Pecnybimukn Kasaxcran u KoMHCCHH MO BONPOCAaM 3THKH COOTBETCTBYIOIIHX
KIMHUYECKUX OCHTPOB B COOTBETCTBHH C INPOUENYPAMM YKA3aHHBIX KOMHCCHH HHYHO
HHQOPMANHMIO 110 O€30ACHOCTH, KOTOpas H3MEHSeT OLEHKY COOTHOIICHHS I07Th3a-PHCK
HCCNIENyeMOro mpenapara Ju0o CIyKHTh OCHOBAHHEM I U3MCHCHUH B PEKOMEH/IAIMAX 110 €ro
HA3HAYCHHIO, & TAKOKE OCHOBAHMEM NI MEPECMOTPA BO3MOKHOCTH NAIbHEHIIEro MpoBeeHus
HCCIIEI0BAHNS:

1.5.1. 0 KIMHHYECKH 3HAYMMOM TIPEBLIIEHHH OKUAACMON YaCTOTHI M H3MEHEHUH xXapaxkTtepa
OKUJIAEMbIX CEPLEIHBIX HEXKeIaTeIbHEIX PEAKIMH;

1.5.2. 0 cepbe3smBIX HENpEBH/ICHHBIX HEKeNATelbHbIX PEaKIMsX, Pa3BHBIIAXCS V [alHEHTa
IIOCJIC 3aBEPIICHHUSI €I0 YYaCTHs B KITHHHYSCKOM MCCIIE0BAHUM,

1.5.3. 0 HOBBIX NAHHBIX, CBSI3AHHBIX C IPOBE/ICHHEM KIHHHYECKOTO HCCICAOBAHUA | KOTOpBIE
MOTYT NOBJIHATEL Ha 0€3011aCHOCTE MAIHEHTOB, TAKHX KaK:

- CEPbE3HBIC HCIKC/IATE/IbHDBIE ABJIEHHS, CBA3aHHBIE C TIPOLELYPOM NPOBE/IEH S HCCIIEAOBAHMS, HA
OCHOBAHMM KOTOPOIi TpeOyeTes BHECEHHE M3MEHCHUH B IPOTOKOJI IPOBEACHUA HCCIIC/(OBAHHA,

- OTCYTCTBHE 3 (EKTHBHOCTH MCCIEAYEMOro IIpernapara, MPUMEHIEMOro TIPH IaTOJIOTHH,
IPENCTABIAIOIMICH YrPO3y JUISl KU3HMU,

b

- TPEXACBPEMEHHOE NIPEKPAIIEHHE MITH IIPHOCTAHOBKA UCCIIEIOBAHUS B IPYTOH CTpaHe (CTpanax),
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06yCﬂOBHeHHBIe HU3MCHECHUEM B OLICHKE 0e30macHoCTH dHATIOTHYHOTO HCCIEAYEMOT0 Ipenapara;
HHBIC JaHHBIE 110 6G3OHEECHOCTI/I, KOTOPBIE HU3MEHAKOT COOTHOIIIEHHE OJIB3A-PUCK JJIs Cyﬁ'])eKTOB
HCCIICIOBAHM .

1.6. @opma npeacraBiaeHus HHPOPMALHH N0 HE300ACHOCTH

1.6.1. ®opma npencrapierns HHGOPMALMKA O CEPHE3HBIX HETIPESIBHUICHHEIX HEKENATENbHbIX
PCAKIHMAX B IKCIEPTHYIO oprann3auuio Pecnybinku Kasaxcran u JIKb. Mudopmarnus o CHHP
IPEACTaBNAeTCA B IKCHEpTHYK opranusamuio Pecnydnuxkn Kasaxcran m JIKB cnoncopoM B
hopme coobrmenus o HexenarebHO peakun. Popmar coOBIEHHH COOTBETCTBYET PYKOBOICTRY
MexynaponHoi koH(EPEHIMH 10 TapMOHK3AIMK «Y IIpaBJIeHHe JaHHBIME 110 Ge30IaCHOCTH —
SIEMEHTh! JAHHBIX Uil MEpeAadyd COOOIUEHHH 00 MHIMBHIYANbHBIX CIIy4Yasx HEKeTaTedbHBIX
peaxnuity E2B.

1.6.2. ®opma npexactapienus undopmanun o CHHP uccnenoBarensm.

Mugpopmanua o CHHP mnpencrapnsiercs wmccnejiopatensM B 000GINCHHOM Bue B thopme
IMMepeyruciIeHusd ¢ KpaTKUuM OITHCaHHEM HeXKCITATEIIbHBIX pe&KHHf;I 34 IIepHOL, IIPOJOIDKHUTCIIEHOCTE
KOTOPOro Ompesiesisercst npodunem 0e30MacHOCTH HCCISAYEMOro Ipenaparta H KONMHYCCTBOM
BoLiBsieMbix CHHP. Jlanubléi crimcok conpoBoyxaaeTcs: KPaTKuM 3aKiOYEHHeM TI0 TeKyIieil
orerKe npoduis 6e30MaCHOCTH 38 OTYETHEIN MEPHOL.

1.6.3. ®opma npeacTaBneHns HHOM uH(POPMALUY 110 6E30MACHOCTH,

Wnas undopmanus 1no 6e30macHOCTH COMNACHO MyHKT 1.5. mactosmero IIpuiioskeHms
TPEJICTABNIACTCA B OKCIEPTHYK opraHusanuio PecnyOnmknm Kasaxcran u JIKB crnoncopom B
IMCbMEHHOM BHJE C YKa3aHWeM HAa3BaHUd KIMHMYECKOrO HCCICAOBAHWS, HOMEpa MpPOTOKOJA
HCCIIeJIOBAHMS M KPATKOIO ONUCAHKS HOBOMH HH(POPMALKH 110 OE30MACHOCTH.

1.7. O6aacts pacnpocTpaHenusi TPe0OBAHHS N0 NPEICTABICHHIO HHPOPMAUHMH 10
0e3onacHocTH

1.7.1. Tpebosanug m.o. 1.2.-1.5. HACTOAEr0 NPHIOKEHHUS 1O IPE/ICTABIEHHIO HHDOPMALHT 1O
soisiBieHHbiM CHHP w wnol weQopManmm 1mo  0e30I1acHOCTH HCCIEAYEMOro Npelapara
PacnpoCTpaHsAIOTCs B OTHONICHHH KIHHHYECCKHX MCCIE0BAHUM, ON00OPCHHBIX K B KIMHUYECKOM
LEHTPE, B KOTOPOM CIIOHCOPOM IMOO €ro HapTHEPOM Ha JOTOBOPHOM OCHOBE BBIIOJHSETCS
KIIMHAYIECKOE HCCIIE/IOBAHUE HCCIEAYEMOro Iperapara, BKJIFOUAs KIWHWYECKHE [EHTPSI,
pacnosiokeHHbIe HE Ha Tepputopuu Pecnybnuku Kazaxcran.

1.7.2. TpeOopanust myHKTa 1.2 HACTOSILErO NPHIOKEHHUS 110 IIPEICTARICHUIO HH(OPMALHUH 110
BEIABICHHBIM CHHP pacnipoctpansieTcs Ha BRITOMHSIEMBIE CIIOHCOPOM NTHOO €ro TapTHEPOM Ha
AOTOBOPHOH OCHOBE KIMHUYCCKUE UCCIENOBAHMS, B KOTOPBIX MCCIEAYEMBIH IPENapar BKIOYAET
OJIHO M TO € JCHCTBYIOIIEE BELIECTBO, BHE 3aBUCHMOCTH OT JIEKAPCTBEHHOM (OPMbL, 103UPOBKH,
pPeXAMa NO3MPOBAHMS U ITOKA3aHUH K TPUMEHEHHIO.

1.8. Cepbesnble HeReNATEIbHbBIC PEAKIHH, He CBSI3AHHBIE ¢ HCCIELYeMBIM IPENapaToM
Nudpopmanuo o CHP, KoTOpBIE BBIABIEHBI TIPH NIPOBEJICHUM KITHHHYCCKOrO UCCIeN0BAHMS U I
KOTOPBIX OIIPENCNACTCA B3aWMOCBA3b ¢ Ha3HAYEHMEM HE HCCIeIYeMOro Mpernapara, a HHBIX
HAa3HAYaCMbIX JICKApPCTBEHHBIX MpETapaToB (MpU HCKIIOYCHWH PEakUMH B3auMOJCHCTBHSI C
MCCNIEYEMBIM IIPEIapaToM), CHOHCOPY CNeAyeT IPEeACTaBIATh B IKCIEPTHYIO OPraHH3aIHIO
Pecirybmuxn  Kasaxcraw, B JIKb Wi COOTBETCTBYIOIMM BIAIETBIAM PErHCTPAHOHHBIX
YIOCTOBCPCHHH B COOTBETCTBUMU C JIEHCTBYIOIIHM 3aKOHO1ATEILCTBOM.

1.9. PackpbiTHE pAHIOMH3ANHOHHOr0 KOAA

1.9.1. Tpeboranms MO PaCKpBITHIO PAHIOMH3AMORHOTO KoJa B ciaydae CHHP.

B ciyyae nonyvenns cooOLeHus 0 HeXKeTaTeIbHOM ABJICHHH, KOoTOpoe oucHuBaeres kak CHHP,
CITOHCOPOM BBINOJIHACTCS PACKPBITHE PAHIOMU3AIMOHHOIO KOJIA HEIOCPE/ICTBEHHO TI0 CYOHEKTY
HCCICOBAHMS, Y KOTOPOTO pPasBHIIACh JlaHHas HeKenarensHas peaxkuus. CIIOHCOPOM
BBLIMOJHAECTCA TPeOOBaHME ILI. 1.2. HACTOAIICTO NPUJIOKEHHS TIO0 CPOUYHOMY TIPCACTABIEHHIO
HHpopManuu o seasnennoit CHHP B skcneptryro opranusanuo, 8 JIKB ¢ YUYETOM Pe3yJIbTaTOB
PaCKpLITHS KO/ PAHIOMHU3ALINH.
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IIpu 5TOM CIIOHCOPOM COXPAHSETCs OCIEILICHHE 110 TAKHM CILyyasM JUIsl JIMLl, OTBETCTBCHHBIX 34
AATEHCHINEE IPOBEACHHE KITMHHIECKOI0 HCCIEI0BaHUs (MOHHTOPOB, HCCIIE/I0BATENEH ), 4 TAKKE
OTBETCTBEHHBIX 32 00pabOTKYy NaHHBIX. MHQOpMarms [0 HeKeNaTeTPHEIM peakiisaMm ¢
PACKPBITUEM  PAHAOMH3ANMOHHEIX  KOZOB CYOBEKTOB HCCICOBAHMA OCTYIHA JIMIAM,
OTBETCTBCHHbIM 32 BLIIOTHCHHE TPEOOBAHMI 110 NPECTaBICH IO MHPOPMAIMK O HEXKeTATENbHBIX
peaKnmyAx B OKCHIEPTHYHO  opraHusamdio  PecnyOmuku  Kazaxcram, mpemcraBuTensm
YIOJNHOMOYCHHOr0 opraHa Pecriybmnku Kasaxcran, wienam JIKB, unenam I'pymmsr no
HE3ABUCUMOH OLCHKE pPE3YNbTaTOB IIMHHYECKOrO HCCIENOBAHMS MIH HHBIM  JIHIAM,
OTBETCTEBECHHBIM 34 BBINNOJIHEHHE [TOCTOSHHOR OLEHKH 6630HEICHOCTH B XoJle TIPOBECACHUS
KITMHAYECKOTO MCCeoBanus. [l necnenosareneil packpeITHE PaHIOMHUAIMORHON0 KOJA B
XOAC BbIIOJIHEHHS KIMHUYECKOTO MCCIEIOBAHHA BBHIIONHACTCS TONLKO B CIydae, eCid 3TO
TIPEJICTABIACTCS HEOOXOMUMBIM JULs o0ecTiedeHust GE30TacHOCTH CYOhEKTa HCCTIe TOBAHHS.

1.9.2. PesynbTaThl pacKpeITHS pPaHIOMM3AMOHHOIO KOJA COOTBETCTBYIOLIMM  00pazom
OTpaKaloTCs B 0a3aX MaHHbIX CIOHCOPA M YIOJIHOMOYEHHBIX opranos. OGHOBIeHMe uHdopmarmu
no OesonmacHocTH B BU BEIMONHsETCH HA OCHOBAHMM aHAIM3a MAHHEIX C PaCKPBITBIM KOIOM
JICUSHHUS.

1.9.3. Ocobsie momysiuu.

ITpu mpoBencHNN KIMHAYECKHX HCCIICIOBAHMI C YUACTHEM MONYJISAH, [Uis] KOTOPOH XapakTepen
BBICOKMH YPOBEHB OCIOXKHEHUI H CMEPTHOCTH, B CIYYasX, KOTA KOHCYHBIC TOYKH 110 OLCHKE
dQEeKTHBHOCTH MOryT SsBIATLCA oaHospemenHo CHHP, nuGo xorna CMEPThL WU HHOM
CCPbE3HBIH HEONArOIPHATHRIA HCXO/ SBNSETCS KOHEYHOM TOUKOH IT0 onenke 3(pheKTHBHOCTH
HCCIEAYEMOro  mpemapara, JOCTOBEPHOCTh  PE3y/bTATOB  KIHHHYECKOrO  HCC/IEIOBAHMS
HApYMAeTCs NIPH CHCTEMATHYECKOM PACKPBITHH PaHIOMHU3ALMOHHBIX KOJOB. B srux, mubo
MONIOOHBIX ~CIy9YasX, CTOHCOPY IpH TONYYEHHH OJ0OPEHHS I[POTOKONA KIMHHHYECKOTo
HCC/IC0BaHUs CICAYET MO COrNMAcOBAHMIO ¢ YIIOJIHOMOYEHHBIM OPIaHOM OIPENE/IHTh, KAKHE
CCPbE3HBIC SBISHHS, OOYCIOBIEHHbIE TEYUEHHEM OCHOBHOIO 3a607eBanus, He OyyT [OIEKATD
CUCTEMATUHCCKOMY PACKPBITHIO PAHIOMHM3AIMOHHLIX KOJOB W CPOYHOMY IIPE/ICTARIECHHIO
HHPOPMALHH B OKCTIEPTHYIO OPraHu3auio. B 3THX CIyuasx 00S3aTe b HbIM SBISCTCS HA3HAYCHHE
H obccnevenve (QYHKUHOHHPOBAHMA ['DYNIBI 10 He3aBHCUMOH OLCHKE PE3yJIbTATOB
KIMHAYECKOro UCCIEI0BAHNA C 1IETThIO BEIMONHEHUA IOCTOSHHOW OLIEHKH M aHAIM3a JAHHEIX 110
0C30I1aCHOCTH BBIIOIHAEMOTO KIMHUYECKOrO HCCIEIOBAHMS U OIPEICIIEHMS] PEKOMEH IAIHE 1S
CIIOHCOpa B HacTv BO3MOXHOCTH JQIbHCHIIEr0 IPOBEACHUA KIMHHYECKOIO HCCIIE/JOBAHUA,
BHECCHUA H3MEHEHUH B IPOTOKOJT HCCIICOBAHUS HIIH OCTAHOBKY KIHHHYECKOTO HCCIIE0BAHHSL.
2. O0513aHHOCTH HCCIIE0BATES 110 NIPEACTABICHHI0 HHOOPMAIHHA 0 BLISBJICHHBIX B X0I€
KJIHHHYECKOT0 HCCIEA0BAHMS HEKCIATENIbHBIX PeaAKIHX.

2.1. Tlpencrasnenne nHpOpPMATHH 110 GE30MACHOCTH CITIOHCOPY.

2.1.1. MccnenoBatens He3aMeIUTENLHO, B CPOK He Gosee 24 4acoB OT aThl BbISBICHHS (mbo
[OoJlyueHns MHQOPMAUMA O BbIABICHHHM), [IPEACTABISACT CIIOHCOPY uHpopmammo 000 Beex
CEPLEIHBIX HEKEIATCILHBIX SBIECHHUAX, KPOME TEX CEPhe3HBIX HEIKETATEBHBIX ABIEHHH, KOTOPbIE
ONPENEJICHBL B ITPOTOKOJIE HIIK B ApYyroM Jokymente (B bH), kak He Tpebyromme nemeyIeHHOro
ysemomnenua. Ilocne npencrasnenus cpounoro coobmenns o CHSI  wuccremoparens
IPE/CTABIIACT CIOHCOPY ACTalbHOE cOoO0meHHe ¢ MoApoGHOH HHpOpMAlMEH TI0 cephesHOMY
HEKENATEIPHOMY  ABNICHHMIO, TO3BOJSIIOICH CIHOHCOPY CHENATh OLEHKY HEOOXOIUMOCTH
IEPECMOTPA COOTHOLIEHUS TI0JIb3a-PHCK KIIHHMUYECKOTO UCCIIe IOBAHHMSL.

2.1.2. MccnesioBarens mpecTaBisieT CHoHcOpy HHQOPMAIMIO O HEKEIATEIBHEIX peaKkumax |
OTKJIOHEHHSX NAOOPATOPHBIX NOKA3ATENEH, KOTOPBIC ONPE/IENEHbl B IPOTOKONE HCCENOBAMNIS
KaK KpHTHYECKUE /ISl OLCHKH 0e30MacHOCTH, B CPOKH ONPEENSEMBbIE IIPOTOKOIOM KIMHHYECKOr0
HCCIIEIOBAHHSL.

2.2. Tlpencrasnenne uHGOpMALMHK 10 GE30MACHOCTH B OKCHEPTHYIO opranusaunuio Pecnydimnku
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Kasaxcran, s JIKE Jlomonuurenbieiec TpeGOBaHHMS 110 HPEICTABICHUIO unpopmanuu o
BpisiBiieHHBIX CHP Ha uccnenyeMblif mpemapar, He PacCMOTPEHHBIE B PaMKAX HACTOSLIETO
JAOKYMEHTA, OTIpeIelsIIOTCA ACHCTBYIOLINM 3aKoHoaaTebeTBOM PecniyGmuku Kazaxcran.
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