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1 LEJb

Hacrosimiast  crampapraas  oneparmonnas LpoLeaypa OHPeHCISGT 1OPAIOK
JKCIICPTH3bL  3AKJIOYHTEIILHONO  OTYETA 110 JHOGOMY  HCCIETOBAHMIO, panec
onobpeniiomy JlokanbHoit KkomuccHel 110 BHOYTHKE (manee — JIKB) TOO
«Hanmonausnwiii neurp Grnorexuonornmy (janee — HI ).

2 OBJACTDB IIPUMEHEHUS

2.1 Hacrosimas cranjapraas onepanuonnas Ipouenaypa (nagmeg — COII)
HPUMCHEMA K OKCTICPTH3€¢ M IOCIC/YIONIEMY U3YYEHMIO 3aKTIOUMTENLHOr0 OTudra.
BaKIIOYMTENLHBIN OTYET MOKCT ObITh lpeacTasicH B Buje CoOpMBbl 3aKIIOHUTEILHOTO
orycra 00 wmccucnoBanun  (Ipmiokenue 1), Memopanmyma o mnpekpaiienus
HCCJIR/IOBaBHA  J10 3aIUIaHMPOBAHHOTO CpPOKa (COII-JIKB-03-19) mum jamers  BHj
auchMa, Gopmy, IPEICTABICHIYIO CIIOHCOPOM H Ap- pK YCIOBUM, 4TO UHOPMAIIHs
ABIISICTCS JIOCTATOYHOMN JUIst IKCIICPTHSBI.

2.2 COIl sBusiercst BHYTpeHHUM HOpMAaTUBHBIM Jlokymeurom HIIG u me
HOJUIEHUT  NPCJIOCTABICHAIO  JIPYIUM  CTOPOHAM, KpoMe aynatoposl u  (ume)
YIOTHOMOYCHHBIX  opranos Pecrybuuku Kasaxeran 1pu mposejenup ayJuToR

(IIPOBEPOK, HMHCIICKIMH) € MHCHMCHIIONO paspeuictusi reHepaiblioro [IupeKTopa
HITEB.

T

3 HOPMATUBHBIE CCBLJIKH

3.1 | EMA/CHMP/ICI/135/1995. | Guideline for good clinical practice E6 (R3)

3.2 | Xemscunckas JIeKliapaius  «Pexkomenjiamuu U BpadyeH, 3aHMMAaIONMXCS
Beemuphoit  Meyummuckoi  GHOMCIMIIHCKAME MCCJIC/IOBAHUSIME ¢ y4acTHeMm |
- acconuanyy, npunaras 18-i | nojieity |
Beemuproii  mejmmmnekoit |
accavbueeit  (Dursiis,

1964r)  w BCC  ce
_. . NOCIeNnyIoNMe pefakimn e L R e
33 | Kenena, 2000 r «PykoBojicTBa s paboThl KOMUTETOB| 110 ATHKE,
| LPOBOJIAITHX IKCIEPTUZY OMOMEUIIUHCKHX
e McCHejloBanmy I e
3.4 | Kouekce Peciy6iuku «O 3J10POBLE Hapojia 7§ CHCTEeMC

| Kazaxcran ot 07 wmionst 3npasooxpaHcHusy
L. 2020 Ne360 — VI

pukas  w.0. Munucrpa «06 YTBCPAIICHUM Ha JIeKAIHX |
| 3/pABOOXpAlICINsA  bapwanesrayecknx npaxru |
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Hacrosnmit JoxyMenT He MOKET BbiTh HOJIIOCTHIO WIN YACTHIHO BOCHPON3BCICH, THPAKUPOBAH H PACHIPYCTPAHCH
0ca nuevmenore paspentenis TOO «Haimonans it Helrrp GHOTCXHOIOTHIY
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Ucciienosarenn

orpe) [CJICHIION JICSTENILHOCTH.

JIKB — nokalbias Komuceus 110 GuonTuke.
TOO — ToBapMINECTBO ¢ OIPAKHYCHHON OTBETCTECHIOCTLIO.

Hacrosnmii loxymerr e MoKeT GLITEL HOMHOCTHIO Wl YACTHIIO BOCHPOM3BC)ICH, TUPAKUPOBAn
TOO «Haiponanunndi nenrp GHOTCXIOI0r YD

oes HHCLMCHHOIO paspenicinus

Mattianial Cenlen

Mununcrpa

rocynapersennoi yeayru "Beyiaua |
1A [pOBC/ICHHUE KIMHUYECKOIO MCCII]
| (ninm)
_ JICKaPCTBEHHBIX ¢

TEPMHUHBI U COKPAIILEHUS

—  dusnueckoe
OTBCHAIOIICE 38 HOPS/IOK HPOBC/ICHMS KIMHUYECKOTO HCCIHE [OBANHS JIeKap
CPE/ICTBA B HCCIIE/I0BATEIIBCKOM LEHTPE (KIMHUYECKOH Gase).

Cranjiaprasie onepanuonnbie npoueaypst (COII) — noxpobisie 1y
HHCTPYKIMH, MPCHASHAYCHHBIC JUIs JIOCTHXCHUS! €/(MH000pasust 1IpK oCy1Iy
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S TPEBOBAHMSI K BBIITOJHEHUIO ITPOLIECCA

1) Cekperaps mzyuaer Marepuraliel ordera (Ipmiokenne 1), IPOBEPHET ITOTHOTY
A NIOCTOBEPHOCTE MH(OPMAIIMM, COOTBETCTBHE Ce HIIEMCHTAM UCCIIC/IOBANUS, palee
ojobpentioro JIKb.

2) Hasznauennpri Ilpejicenareiiem JKCTepT 13 guciia wienos JIKB| cocrasiser
PC3IOME, TIPC/ICTABIACT lannbie Ha 3aceanun JIKB u HHUIMUPYET JIMCKYCCHIO.

3) Jhobo#t wicn JIKB MokeT rocranuTh BOIIPOC 0 neobxonumodru 3arpoca
AOTIONHUTEILHOHN HIOPMANHK WM HHBIX JICHCTBHI OTHOCHTEIILIIO HCCIE/[OBATCIIEH.

4) 1lo wroram PACCMOTPEHUSA  IIPUHUMACTCS  PCIICHHE O [IPUHATUH
SAKIIOUHTCIILHONO OTYCTa WIIM 3aI1DOCE JIONOTHUTEIEHOMN unpopmarmm.

5) Cekperape nocie npaHsTHs PCHICHHS M3BCIIACT MCCIIC/[OBATEIIS O TPUHSITOM
peleHuy.

6) Ecim peuweno e OPCIIIPUHIMATE HUKAKHX JPYTHX  JTOTONIHTCIBHBIX
JICHCTBHHE, PCHICHHEC 3aII0CHTCS B lporokoxn sacenamus JIKDL u ucenejioBanue cunraeres
3aKOHYCHHBIM, & 3aK/IOYUTCIBIBIH OTYST APXHUBHUPYCTCs € OCTAILHBIMEA AOKYMEHTAMMU
10 KCCJIE/IOBAHUIO.

6 OTBETCTBEHHOCTbD

Cexperaps JIKB orBeuaer za TIPHIITHC MaTCPHAJIOB M 1IPOBEPKY IIOJHOTHI
NPEACTABICHIIBIX JAHHbIX.

Hacrosumii joxyment He MOKET GBITH HONHOCTHIO W TaCTHYHO BOCHPONNE e, THPLKUPOBAH I pacipderpanc
0e3 mesMennoro paspetiehns TOO «llamonansimsiii HCHTP OLHOTeXHOM0I Y
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