[TPUJIOXKEHUE
Kk Pexomennanmu Kosuteruu

EBpa3zulickoil 5JKOHOMHUYECKOH KOMUCCHHU
oT 20 1. Ne

METOANYECKHNE PEKOMEHIAIIUU
110 COJEPKAHUIO H CTPYKTYpe J0KYMEHTOB PerHCTPALHOHHOIO J0Che
MEJUIIHHCKOT0 U3/1eTus

I. O01m1e moJIoKEHUS

1. Hacrosmue MeTtoauueckue pekoMeHAAUU pa3paboTaHbl B IEJISX
OKa3aHHUs METOAUYECKOM ITOMOILM 3asBUTENSIM MpPH MOATOTOBKE KOMILIEKTA
JOKYMEHTOB M MAaTepUalOB (Jajlee — pEerucTpaluoOHHOE JOChe) s
pPETHCTpalMd  MEOUIMHCKOrO0 u3nenus B coorBeTcTBUM ¢ [lpaBuiamu
perucTpalyy M OKCIEepTH3bl Oe30macHOCTH, KauecTBa M 3(P(OEKTHBHOCTH
MEIMLIMHCKUX M37eNni, yrBep:kaeHHeIMA Pemenuem Cosera EBpasuiickoit
SKOHOMHYECKOH Komuccuu ot 12 despans 2016 r. Ne 46 (nanee — IIpaBuia
perucTpalum).

Meronguueckue peKOMEHIALMU COIEpIKAT pazbsCHEHHUs TpeOOBaHHIA,
yCTaHOBJIEHHBIX IIpaBunamMu K perucTpalliOHHOMY JIOChe, COIEepKaHUs H
CTPYKTYPBI JOKYMEHTOB, COJAEPKAIIUXCS B PETHCTPAIIMOHHOM JOCKE.

OKCHepThl DKCIIEPTHBIX OpPraHu3alliii MOTYT MPUMEHSTH HACTOSIIHE
METOJHYECKHE PEKOMEHIALUY B Ka4yecTBE HH()OPMALMOHHOTO MaTepHara.

2. llowartus, wucnosb3yemble B HAcTOSIIUX  MeTommuecKux
pEeKOMEeHJalusIX:

«pedepeHTHOE IoCy1apCTBO» — BEIOPAaHHOE 3asBUTENEM TOCYIapCTBO-
YJIEH, YIOJHOMOYEHHBIA OpraH KOTOPOro OCYIIECTBIIIET PETHUCTPAIUIO
meguuuHckoro uszaenus (Pemenne Comera EDK ot 12 despans 2016 .
No 46);

«roCyJapCTBO I[PHU3HAHUS» — TOCYJapCTBO-UJIeH, YMOJTHOMOYECHHEIH

opran (9KcHEepTHass OpraHusalusi) KOTOPOro OCYINECTBISIET IPOLERypy



COIJIaCOBAaHUsl AKCIEPTHOrO 3aKiIIoueHHs pedepeHTHOro rocyaapcTBa
(Pemenue Cosera EDK ot 12 deBpans 2016 r. Ne 46);

«3asiBUTENIb»  —  I[POU3BOJAMUTENDb,  SIBJSIIOLIMICS  Pe3UIeHTOM
rocylapcTBa-ujieHa, WIH €ro YIOJHOMOYEHHBIH mpeacTaBuTensb (Pemenue
Cosera EDK ot 12 deBpans 2016 r. Ne 46);

«IPOU3BOJUTEIb MEIULIMHCKOTO U3JIENUs» — IOPUIUYECKOE JINIO HITH
(u3znyeckoe MO, 3apErMCTPUPOBAHHOE B KauecTBE WHIUBUIYAJILHOrO
OpeANpUHUMATENS, OTBETCTBEHHBIE 32 pa3pabOTKy ©  U3TOTOBJICHHE
MEAUIMHCKOIO W3JeNus, Aearollie ero JOCTYIHBIM JJis UCIIOJb30BaHHS OT
CBOEro MMEHM HE3aBUCHMO OT TOro, pa3paboTaHo MU (WJIM) H3TOTOBJICHO
MEAMIIMHCKOE H3Je/Ie 3TUM JIMIOM HWJIH OT €ro WMEHH IPYTUM JIHLIOM
(MIamMu), ¥ Hecylllde OTBETCTBEHHOCTHb 3a 0€30MacHOCTh, KauyeCTBO M
spdexTuBHOCTE MenuuuHckoro u3menus (Pemenne Cosera EDK or 12
despast 2016 r. Ne 46);

«TeXHUYECKUU dait — JIOKYMEHTHPOBaHHBIE JaHHEBIE,
NOATBEPXKIAIOIINE  COOTBETCTBUE  MEJIMIIMHCKOTO  M3JINUS  OOIIHMM
TpeboBaHUsIM ©Oe30nacHOCTH U 3(P(HEKTUBHOCTH MEIUIMHCKUX H3JIeNIHii,
TpeOOBaHUsIM K MX MapKUpPOBKE M 3KCIUTyaTallUOHHOW JOKYMEHTAIluH Ha
HUX, yTBep:kJaaeMbIM EBpasuiickoil 3xoHOMHYeCcKoM kKomuccueidl (Pemenue
Cogsera EDK ot 12 deppanst 2016 1. Ne 29);

«yHOJHOMOYEHHBIH IIpeJCTaBUTENIb MTPOU3BOAUTENSD — FOPHINUYECKOE
oMo uiam  U3MYEcKoe  JIMIO, 3aperMCTPUpPOBAaHHOE B KadyecTBe
WUHUBUIYQIBHOTO  TpEANpPUHUMATENs,  SIBJISIIOIMECS  pe3HJIeHTaMu
rocy/lapcTBa-4ieHa M YNOJHOMOYEHHbIE B COOTBETCTBHHU C JIOBEPEHHOCTHIO
MPOU3BOUTENS] MEAMLMHCKOTO HU3IENUsl MPEJCTaBIsATL €ro HHTEePEeChl U
HECTH OTBETCTBEHHOCTb B YACTH OOpallleHWs] MEJUIIUHCKOTO H3IeTus B

paMKax Coro3a M HCHOJIHEHHUs 00s3aTelIbHBIX Tpe60B8.Hl/I[\:1j HPEABABIISCMEBIX



K MeaunuHckuM usnenusMm (Pemenne Cosera EDK or 12 despans 2016 r.
Ne 46);

«MPOM3BOJCTBEHHAS IUIOMIAJIKa» — TEPPUTOPHAIBLHO 000COOICHHEIH
KOMIUIEKC, IpPEIHAa3HAUYEHHBIM Ul  BBIIOJHEHHWS BCEro  Ipolecca
IIPOM3BOACTBA MEIMIMHCKOIO M3IENUs WIH €ro ONpelesIeHHBIX CTaaui
(Pemenue Coseta EQK ot 12 deBpans 2016 r. Ne 46);

«CTpaHa [MPOUCXOXKJIEHUS MEIUIIMHCKOTO0 M3ACTUsI» — CTpaHa, B
KOTOpPOM MEAMLIMHCKOE wH3jende ObUI0 MpPOU3BEIEHO, MIH IOABEPrHYTO
IOCTAaTOYHOIH mepepaboTKe B COOTBETCTBUU C KPUTEPHUSIMH, OIpeaeIeHHEIMU
Pemiennem CoBera EBpasuiickoil 3KOHOMHUYECKOW KOMHCCHHM OT 13 wHrouis
2018 r. Ne 49 «O6 yrBepxxaenuu llpaBun ompeneneHus MPOHUCXOKICHUS
TOBAapOB, BBO3UMBIX Ha TaMOXEHHYK TeppuTopuio EBpasuiickoro

SKOHOMHYECKOIro COr3ar».

II.  TpeboBaHus u CTPyKTypa JOKYMEHTOB PETHCTPAITAOHHOIO JOCHE
MEMIIMHCKOrO U3

3. JleHcTBUSA 3asBUTEIIs, CBS3aHHBIE C MPEAOCTaBJIEHUEM TOKYMEHTOB
JUISL pETUCTPaLMK U SKCIIEPTU3bI MEJULUHCKOTO U3/IEIUS:

Jist perucTpauuyd M SKCHEPTU3Bl MEJUIUHCKOTO M3JCIHS 3asSBHTEID
BBIOMpaeT pedepeHTHOe ToCyJapcTBO M MPEJCTaBlseT (HampaBiseT) B
YIIOJITHOMOYEHHBIM OpraH (9KCIEPTHYIO OpraHu3anui) pedepeHTHOro
rocylapcTBa ClIeAyIOLIne JOKYMEHTHI:

a) 3asgBJIEHME Ha I[POBEACHME OKCIEPTU3Bl W  PErHCTpalMy
MEIQULMHCKOr0 M3fenus (Ha OymMakHOM M (WJM) 3JIeKTPOHHOM HOCHTEIISX )
1o Gopme cornacHo npuioxkenusim Ne 2 u Ne 3 x IIpaBunam perucTpanuu;

0) perucTpalMOHHOE J0Che Ha 3JIEKTPOHHOM HOCHTENe, cojleprkallee
JOKYMEHTBI II0 IIEepevyHIo corjacHo npuioxeHuto Ne 4 k [lpaBunam

perucrpauu. B cioydae eciii 3aKOHOAATENIbCTBOM TOCY/IapCTBa-ujieHa HE



IpeIycMOTpeHa BO3MOXKHOCTH O(QOpPMIIEHHs YKa3aHHBIX JOKYMEHTOB B
SIIEKTPOHHOM BHJIE, YIIOJIHOMOYEHHBIH opraH peepeHTHOro rocynapcTBa
BIIpaBe 3alpOCUTEH TaKue OKYMEHTHI (MX KOMHUH) Ha OyMa)KHOM HOCHTEJIE.
[Ipy 3TOM JOKYMEHTEI, IIPEICTaBIEHHbIE HA UHOCTPAHHOM $f3BIKE, IOJIKHEI
UMETh 3aBEPEHHBIl B YCTAHOBIIEHHOM 3aKOHOJATENBECTBOM peepeHTHOro
rocyapcTBa MOpsAIKe ayTeHTUYHBIN ITepeBO Ha PYCCKUH SI3BIK.

Tabnuua COOTBETCTBUS JOKYMEHTOB PETMCTPALAOHHOIO  JIOChE
coriacHo npunoxeHutro Ne 4 TlpaBwi perucrpanud, COOTBETCTBYHOIIMM
nyHKTaMm (pasfesiaM) TeXHHYecKoro (Qailia mpuBeneHa B INPUWIOKEHUH K
MeToaryecKUM ~ pEKOMEHAALUsIM O  MPOBEJEHUIO  OKCHEPTU3HI
6e30macHOCTH, KauecTBa U 9()PEKTUBHOCTH MEAUIIMHCKOIO U3JENUs B IENIsIX
perucTpanuu B pamkax EBpa3zuiickoro 3KOHOMUUYECKOT0 COr03a,;

B) KOMHH JIOKYMEHTOB, MOATBEPXKJAIIIMX OIUIATy 3KCIEPTU3Bl H
perucTpanuy MeJULMHCKOr0O U3/1eHsl B pe(pepeHTHOM rocyaapCTBe.

Pacxonpl Ha perucTpalyio U HKCIEPTU3Y MEIAUIUHCKOIO H3JENHs
HeceT 3asiBUTENb B COOTBETCTBHM C 3aKOHOAATENLCTBOM BBIOPAHHOTO
peepeHTHOro rocyAapcTBa-yieHa a TaKKe Ha COIVIACOBaHHE DKCIEPTHOIO
3aKITFOYCHHS B COOTBETCTBUHU C TapH(paMU rocy1apcTB IPU3HAHUS.

4. JlokymeHThl, ykazaHHble B nyHkte 17 IlpaBun peructparuu,
IPEOCTABIISIIOTCS 3asiBUTENIEM B YIOJHOMOUYEHHBIH oOpraH (3KCHEPTHYIO
opranuzaiuio) pedepeHTHOro rocyapcTBa OJHIUM U3 CIIOCOOO0B:

a) Ha OyMa)KHOM HOCHUTEJIe HeIIOCPEICTBEHHO;

©) mnyreM HampaBJIEHMs] 3aKa3HbIM [10YTOBBIM OTIIPABIEHHEM C
YBEJIOMJIEHHEM O BPYUYEHHH U ONUCHIO BIIOYKEHUS;

B) B QJIEKTPOHHOHI (hopme, B TOM YHUCJIe Ha BJEKTPOHHOM HOCHTETeE,
cornacHo TpeOoBaHMSIM K 3JEKTPOHHOMY BHIY 3asiBICHUH M JOKYMEHTOB
pPErHCTPALlMOHHOIO  JOChE,  NPEICTaBISEMBIX  IPU  OCYLIECTBICHHUU

perucrpallii M HSKCICPTU3bI GGBOHBCHOCTH, KayecTsa H Bd)djeKTI/IBHOCTH



MEJIMLIMHCKUX u3aesn, yreepxaeHHeIM Pemenuem Kosuerun EBpazutickoii
sKoHOMUYecKol Komuccuu ot 30 urons 2017 r. Ne 78.

TpeboBanusimu Kk uHbOpMaLMK, TPEAOCTABISCMON  3asBUTENAM,
SIBJISIFOTCSL TIOJIHOTA, JOCTOBEPHOCTh, YETKOCTh B HM3JI0KEHHH, HAIJISAHOCTE
popm, yno6cTBO, JOCTYITHOCTE U ONMEPATHBHOCTE.

OTBETCTBEHHOCTE 32  JOCTOBEPHOCTH  IPEAOCTABIEHHOIO B
YIIOJIHOMOYEHHBI OpraH (dKCHEepTHYIO OPraHU3allii0) PEerHCTPAllHOHHOIO
JIOChE HECET 3asIBUTEITb.

5. JloxkymeHTsl, ykaszaHHble B myHKkte 17 IlpaBun perucrpanuy,
INPUHAMAFOTCST  YIIOJHOMOYEHHEIM OpPraHoM (3KCIEepPTHOH opraHuzaiuei)
pedepeHTHOrO rocymapcTsa 1Mo OIKMCH, KOIKs KOTOpO#H ¢ OTMETKOH o mare
npreMa yKa3aHHBIX JOKYMEHTOB B JE€Hb NpHEMa BPydaeTCs 3asBHTEIO HITH
HalpaBJIETCs MY 3aKa3HBIM II0YTOBBIM OTHpPaBJIEHUEM C YBEIOMIIEHHEM O
BPYUYEHUHN WU B JIEKTPOHHOM BHU/IE.

6. JlokymeHTel, corimacHo nyHkty 17 TlpaBun perumcrparuu,
IPeNOCTaB/IsIEMbIE  3asBUTENIEM Ul perucTpaldd U SKCIEPTH3LI
MEJIMIIMHCKOTO M3/IEIHSI:

1) 3asBneHue — 3anoaHsIETCS U 3aBepsieTcs Ha OQUIMATbHOM Oranke (B
Cllyyae HaJIMYMsI) IOPUAMYECKOro JMIa WiIM  (DU3MYECKOro  JIMIA,
3apEruCTPUPOBAHHOIO B Ka4eCTBE MHAUBUIAYAIBHOTO MPeAIPHHHMATEIIS, 10
Gopme cornacHo npunoxkerusM Ne 2 m Ne 3 k IlpaBmiam perucrparuu.
3asBUTENb YKa3bIBa€T HE MEHEe OJHOI0 TOCYyJapcTBa MpHU3HAHUSA IS
COTJIACOBAHUS SKCIEPTHOTO 3aKITIOYEHUS.

OO6paszer 3amoyHEHHUs MpeJcTaBiieH B npuiokeHusx Noe 1 u Ne 2 k
HACTOSIIIUM METOJUYECKUM PEKOMEHIALIUSIM.

Ilpu sanonHennn myHkra 9 mpuioxxenuss Ne 3 IlpaBun perucrpanuu

CJIEAYET PYKOBOJCTBOBATLCA OIIPECACIICHUEM HpOHBBO,HCTBGHHOﬁ IJI0IMadKH.



IIpr 5TOM mOJ ONpeneNeHHBIMU CTAIUsIMU MPOU3BOJACTBEHHOI'O IMpoliecca
MIOHUMAIOTCH:

CTEPUIM3ALMS MEAUITHHCKOTO U3IEITHS;

U3TOTOBJIEHHE BCEro MEJMIMHCKOTO H3JICTHS HIH €ro OCHOBHBIX
OJIOKOB, KpOME OCHOBHBIX OJIOKOB, SIBJISOIIMXCS METUITMHCKHME U3/1C/IUAMHU,
3apEerUCTPUPOBAHHBIMH B  YCTAHOBJIIEHHOM Topsiike B EBpasuiickom
9KOHOMHMYECKOM COIO3€, B TEPPUTOPUATIEHO O00OCOOJIEHHBIX KOMILIEKCAX,
BXO/SIIIMNX B OPraHU3AlMOHHYIO CTPYKTYPY NMPOHM3BOAMUTENS METUIIMHCKOIO
U3JIEIHS;

M3rOTOBJIEHME II0 JOroBOpaM CO CTOPOHHUM TPOH3BOIUTENIEM
(moApsAYMKOM) BCEro MEIMIIMHCKOTO H3/EJIMs MJIM €ro OCHOBHBEIX OJIOKOB,
KpOME€ OCHOBHBIX OJIOKOB, SIBJISIOLIUXCS MEIUIIMHCKUMH H3IEIHsAMHU,
3apErUCTPUPOBAHHEIMU B YCTAaHOBJICHHOM TMopsiake B EBpasuiickom
SKOHOMHUECKOM coro3e (nanee — Coros).

2) JloBepeHHOCTH OT MPOU3BOJUTENS HA IPABO IPECTABIEHHUS
UHTEPECOB MPU PErucTpaiuu (Ipu HeOOXOIUMOCTH).

JloBepeHHOCTh Ha MPaBO MpeCTaBIeHUs HHTEPECOB NIPU PETUCTPALHU
(mpy HEOOXOAMMOCTH) OT NPEAUPUATHH (OpraHu3alyii), SBISIOIIMXCS
pesunentamu  Coroza,  odopmisieTcss — COIJIACHO  HAIHOHAILHOMY
3aKOHOJATENBCTBY peepeHTHOI'O IrOCy IapcTRa.

JJ1si yIIOJTHOMOUEHHOTO MPECTaBUTENSI TPOUZBOAUTEISI JJOBEPEHHOCTE
JOJKHA HAJIENIATh €ro IPaBOM MPEACTaBISITh UHTEPEChl NPOU3BOJAMTEINS, B
TOM 4HCIle, MPU PErucTpallii MEIULUHCKHX H3JCIHH, a TakKe B YacTH
OTBETCTBEHHOCTH 3a 00palleHue MeJUIIMHCKOTo u3jienus B paMkax Coros3a u
WCTIOJTHEHMSI 00s13aTeIbHBIX TPeOOBaHMM, MPEABSIBIIEMbIX K MEIAIMHCKAM
uzgenusM.  Jlannas  JOBEpeHHOCTh  3aBepsieTcsi B COOTBETCTBHUM  C

MCEKAYHAPOJHBIMH HOPMaMH 3aBCPCHH.



3) Konms paspeluTenbHOro AOKYMEHTa Ha TpaBO MPOMU3BOACTBA B
CTpaHe NPOM3BOAUTENS C IIPUIIOKEHHEM — JOKYMEHT (C HOMEpPOM H HaToii)
paspeiaronmi (ycTaHaBJIMBAIOIINN ) YIIOJTHOMOYEHHbBIM Oprasom
OCYIIECTBJISITh COOTBETCTBYIOIIHI BU IESITEILHOCTH C YKA3aHUEM CBEICHHI
00 azpecax OCyLIECTBISEMBIX BUAOB JeSITEIbHOCTH (TIPH HATUYKH, B CIIydYae
3aKOHOZJATEJIbHO YCTAaHOBIEHHOTIO TPeOOBAHUS B CTPaHe MPOU3BOIHTES).

4) Komuu ceprudukaroB Ha CHCTEMY MeEHEKMEHTa KayecTBa
npousBoauTens — MeaunuHckumx — m3genud (MCO 13485  nmbo
COOTBETCTBYIOIIMI  pPerHOHANIBHBIN WM  HAlMOHAJBHBIA  CTaHIapT
rocyiapcrBa-uieHa) (Mpud HaJIWYHUK) — JOKYMEHTHI, BEITAHHBIE Ha WM
IIPOU3BOJAUTEIS (mpuBIEYEHHOM IIPOU3BOACTBEHHON IUIOLLIA KK )
MOJATBEPXKAAOIME BHEJIPEHHYI0 IPOM3BOAMUTENEM  (IIPOU3BOACTBEHHOI
IUIOIIAJKOM) CHCTEMY MEHE[)KMEHTa KadecTBa IIPU  IPOU3BOJICTBE
MeIULMHCKHX HU3JIeTTHH.

5) Jexiapauus O COOTBETCTBUM TpeOOBaHHSIM O€30MacHOCTH MU
3(Q(QEKTUBHOCTH MEIUIMHCKUX HW3JeNUNA WIH SKBUBAJICHTHBIH JOKYMEHT
(Ipy  HaJIM4MU) — JOKYMEHT JHOO €ero KOMHUs, TTOATBEPIKAAIOLInIA
COOTBETCTBHE MEAMLIMHCKOTO M3/eIHs 00s3aTeIbHBIM TPeOOBAHUSAM TPETHUX
CTpaH (Harnpumep, JUPeKTHB (peraaMeHToB) EBporeiickoro corosa).

6) Komusa  perucTpalldoOHHOrOo  yAOCTOBepeHus  (ceprudukara
CBOOOAHON mpojaxu, cepruduKara Ha OKCHOPT (3a HCKIIOUEHHEM
MEAMLMHCKUX  W3JEIHHA, BIEpBble IMPOU3BEAEHHBIX HA TEPPUTOPHH
rocyapcrBa-uieHa), BblIaHHOTO B CTpaHe MPOU3BOIUTENS (IIPH HATHYHH).

7) Konus J0OKyMeHTa, yJOCTOBEpSIOIIEr0 PETUCTPALUI0 B JIPYTHX
cTpaHax (IIpM HaJW4YMK) — TMpeJocTaBisieTcss st UHGOPMAIMH, YTO
MEIULMAHCKOE W3Je/IMe  3aperMCTPUPOBAHO HA  TEPPUTOPHH  JIPYIHX
rocygapcrs. MoryT ObITb MpeoCTaBIeHbl CBEACHHS O PErHCTpaLyd B

APYIUX CTpaHax Co CCBUIKOW Ha UCTOUYHUKH UH(POPMAIINH,



8) ChopaBka Ha MEQUUMHCKOE U3JeIHe C OINHCaHHEeM o0JacTu
NPUMEHEHUsl, HAa3HAUYEHHUs, KpaTKOH XapaKTEepPHUCTHKHA MEAULIMHCKOIO
U3e/us, BapUaHTaMHM HCIOJHEHHS W KOMIUIEKTYyRIIUMH (1o  QopMe,
npencrasieHHod B npwiokeHun Ne 4 k IlpaBunmam perucrpanuu) —
COCTaBJIIETCS 3asiBUTENIEM, OIUCBHIBAIOTCS KpaTKHE MAaHHBIE B 00JacTH
NPUMEHEHHUs, Ha3HAUEHWs, XapaKTepPUCTUKH MEIHUIMHCKOTO u3zienus. B
CIPaBKE  YKa3bIBAIOTCS  KOMIUIEKTHOCTH  MEMUIMHCKOTO  U3JENHS ¢
paszeneHueM Ha OCHOBHBIE OIIOKHU (YacTH), IPH HAJTMYUAU TPHHAJIEKHOCTH,
pacxoJHbele MaTepuaibl, KOMIUIEKTYIOIINE B COOTBETCTBUU C KPHTEPHUSIMH,
YTBEPKIEHHBIMUA EBpa3zuiicKol 3KOHOMUYECKOH KOMUCCHEH.,

9) JlanHple O MapKUpPOBKE M YIAKOBKe (IOJHOLIBETHBIE MAaKETE
YIaKOBOK U JTHKETOK, TEKCT MAapKHUPOBKH Ha pPYCCKOM SI3BIKE H
rOCYJJapCTBEHHBIX  SI3BIKAX TOCYAApCTB-WICHOB) —  TMPEJOCTABIISIOTCS
3asBHUTEJIEM B COOTBETCTBHUH € 00s3aTeIbHEIME TPeOOBAHUSIME K MapKHPOBKE
MEAMIMHCKOrO U3/eus cornacHo nyHkram 58-63 u 105 O6mux TpeGoBanmii
Oe3onacHOCTH U 3 ()EKTUBHOCTH MEIUIIMHCKUX H3IEIHi, TpeOoBaHuil K UX
MapKUPOBKE M 3KCIUIyaTallUOHHOM NOKYMEHTallud Ha HHUX, YTBEPXKJIEHHBIX
Pemennem Cosera EBpasulickoll 5kOHOMHYeCKOH komuccuu ot 12 deppans
2016 r. Ne 27 (pmamee — OOmue TtpebGoBanus). Takxke MOryr OBITH
TIpeACTaBIeHEI doTorpaduueckue U300paXKeHus oO1ero BU/JIA
MEQULUMHCKOTO  M3JeJUsi W TNPHHAICKHOCTEH, HEOOXOMMMBIX  JUIs
NPUMEHEHHsI MEJIMITUHCKOTO M3e/IHs IT0 Ha3HAUCHHIO.

10) Wudopmanus o pa3paboTke U  IPOU3BOJACTBE:  CXEMBI
IIPOM3BOJICTBA, BKJIIOYAIOIIME OCHOBHBIE CTAIWH TPOW3BOJICTBA, YIMAaKOBKH,
WCIIBITAHWS M TIPOLEypa BBIIYCKa KOHEYHOTO MPOJYKTa — HMH(pOpMALHS,
npeJicTaBiIeHHas MPOU3BOJIUTENEM B CBOOOMHON (popMe, ONMHUCHIBAIOIIAST IIKJT
NPOU3BOJICTBA (BO3MOKHO B cXxeMaTHuHO# (popme). Ecii oTHeNbHbIE cTaquu

npoyecca Hnporu3sBOoACTBA MEAHUIMHCKOI'O HM3ICIHHA HPOU3ZBOAATCA B CTpaHE



(CTpaHax), OTJIMYHBIX OT YKa3aHHOI B IyHKTe 8 3asBIICHHs Ha PETHCTPALIHUIO,
TO TaKHUe CBEJIEHHs YKa3bIBAIOTCS B IIyHKTE 9 3asBJIEHHs HA PETUCTPALIUIO U
Ha cxeme. IlpomsBoauTens  OOOCHOBBIBAE€T — ONpenesieHWe  CTPaHbI
IIPOUCXOXKICHHS € YYETOM MECTa HM3TOTOBICHHSI OCHOBHOTO (OCHOBHBIX)
OJIOKOB MEOMLMHCKOTO u3zenus. Ilpu 5TOM MeCTO BBLINOJHEHHS CTalUH
BBIXOJHOTO KOHTPOJI M YIIAKOBKH HE SBJISIETCS OCHOBHBIM KPHTEPUEM IS
OMpeNie/ieHHst ~ CTpaHBl  IPOUCXOXKAEHUs.  JIOKyMeHT  3aBepsieTcs
IIPOM3BOIUTEINIEM (€r0 YIIOIHOMOYEHHBIM MIPEICTABUTETIEM).

11) Ceenenus o mpou3BogUTElIC: HAMMEHOBAHUE, BHUJ JEATEIBHOCTH,
IOpuaAMYeCKHd  azpec, (Gopma CcOOCTBEHHOCTH, COCTaB PYKOBOJCTBA,
nepeyeHb MoApasfeeHdii U JOYepHUX KOMIIAHUH ¢ YKa3aHHeM MX CTaTyca U
TIOJTHOMOYHH — B YMCJIE TAKUX JOKYMEHTOB MOTYT OBITH KOIHS JOKYMEHTA O
pErucTpaluy OPUIUYECKOrO JIMLA B COOTBETCTBHH C 3aKOHOAATEILCTBOM
CTpaHBbI IIPOU3BOAUTENIS, yCTABA OPraHU3alllH U T.J.

12) Undopmanus o MapkeTuHre (HCTOPHUSI NMPU YCIOBHH OOpallleHus
u3enusl Ha pelHKe Oosee 2 ser) (mpu Hamwuuu) (B ciaydae 26 U 3 knacca
pHCKa  MEIMIMHCKOIO  M3Zelusi) —  JOKYMEHT, IPeIOCTaBIISeTCs
[POU3BOJUTENEM B CBOOOIHON (opMe ¢ yKazaHWEM CBEICHHN O BpeMeHH
BBIXOJZIa METUIIMHCKOTO M3JENMs Ha pPBIHOK, O pPBIHKaX, Ha KOTOPHIX
obpaIaerTcss MeJJUIUHCKOE U3JeNue, a Takke OPHEHTHPOBOYHO CyMMAapHOE
KOJIMYECTBO BBIMYIIEHHBIX MEIUITHHCKUX U3IETHA.

13) CooOmmenns 0 HeCUaCTHBIX CIy4asX M OT3bIBax (HMH(pOpMaLus He
NpeJOCTaBIsSeTCsl A BHOBb pPa3pabOTaHHBIX M CIPOSKTHPOBAHHBIX
MEIMLMHCKUX n3emnuil) (kpome 1 kiacca pucka MEIUIIMHCKOIO U3eTUs IS
JUarHOCTUKM 1n Vitro) — JOKYMEHT O HEeCUaCTHLIX CJlydasx M OT3BIBax,
OTBEYAIOUIMX KPUTEPUIM MHLIMIEHTA B cOOTBeTCTBUU ¢ Pemennem Koneruu
EBpasuiickoit sxoHOMHUecKol komuccnu ot 22 gexabps 2015 r. Ne 174 «O6

YTBCPIJACHUH HpaBHH HNPOBEACHUA MOHUTOPHUHIA 6630HaCHOCTI/I, KadyeCcTBa H
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3P PEeKTUBHOCTH MEAULUHCKUX U3JIEUIY», COCTABIICHHBIH MPOU3BOIUTENIEM B
cBOOOAHOH GopMe, COOTBETCTBYIOIIUM:

CIIMCOK HEeXeJaTeNbHbIX COOBITHMI WM HECUACTHBIX CIIy4aes,
CBS3aHHBIX C HCIIOJIIB30BAaHUEM M3/eIUs, U yKazaHue MepHojia BpeMeHH, Ha
IIPOTSDKEHUH KOTOPOI'O IPOUCXOAUIIN YKa3aHHbIE CITyYau;

€C/Id  HEeXEJATEeJbHBIX COOBITHH CIMIIKOM MHOTO, HEOOXOJUMO
IPeJOCTaBUTh KpaTKue 0030phI MO KAKIOMY W3 THUIIOB COOBITHH M yKa3aTh
o0111ee KOJIMYECTBO COOBITHI Ka)XI0TO TUIIA, O KOTOPBIX MOCTYMAIN OTYETH;

CIIMCOK OT3BIBOB C pBIHKA MEIUIUHCKUX M3OeJUA W (W)
NOSICHUTEBHBIX YBEIOMIIEHUN U OMHCAHUE MOAXO0/a K PACCMOTPEHHIO 3THX
NpobJeM U UX PEeLIEHUIO TPOU3BOAUTEISIMU B KXKIOM H3 TAKUX CIIy4Yaes;

ONKMCaHWE aHanmu3a ¢ (WIM) KOPPEKTHUPYIOIUX  JeHCTBHII,
IPEINpPUHATHIX B OTBET Ha YKa3aHHbIE CITydau.

14) IlepeueHb cTaHAAPTOB, KOTOPBIM COOTBETCTBYET MEIMIIMHCKOE
uzjenue (C ykasaHMeM CBEJ€HHUH O HHMX) — MOKYMEHT IMpPeaOCTaBIISIETCS
[IPOU3BOJUTENIEM, B KOTOPOM YKa3bIBalOTCs 0003HAUEHHE M HAWMCHOBAHHE
CTaHJapTOB, BKJIIYEHHBIX B IEpeYeHb CTAHJAPTOB, B pe3y/IbTare
NPUMEHEHMsI KOTOPBIX Ha JOOPOBOJIBHOH OCHOBE ITOJIHOCTBIO HIJIM YACTHUYHO
obecrnieunBaeTcst COOJOIEHNEe COOTBETCTBUS MEJIUIIMHCKHX u3enuii O0mmmM
TpeboBaHUsAM 0Oe30macHOCTH W I(P(HEKTUBHOCTH MEIULUHCKUX H3IeNHH,
TpeOOBaHUsAM K HMX MapKHUpOBKE M SKCIUTyaTallHOHHOW JOKYMEHTALMH Ha
HUX, YTBEPKIEHHBIH PexomeHnarueit Koseruu EBpazulickoi
SKOHOMUYECKOH KoMuccun oT 4 centsiops 2017 r. Ne 17, nubo HHBIX
CTaHAApPTOB, KOTOpBIE MPUMEHSIOTCS MJIs JOKa3aTeIbCTBA COOTBETCTBHSI
MenuuuHCcKoro wuznenus OO6wmuM  TpeboBanusiM. [loj  cBefeHMsIMH O
cTaHjaprax IoJpa3yMeBaeTcsl yKa3aHue CTPyKTYpHOTO 3JIeMeHTa CTaHiapTa,

CCJIM CTaHAapT NPUMEHACTCA HE ITIOJIHOCTBIO.
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15) CseneHuss 0 COOTBETCTBHH MEAMUIIMHCKOTO W3AETHS OOLIUM
TpeboBaHUsIM Oe30macHOCTH M S(PGEKTHBHOCTH MEIUIHHCKUX H3EIHiA,
TpeOOBaHUSIM K HX MAPKHPOBKE U DKCIUTyaTallMOHHOM JOKYMEHTALMK Ha HUX
— CBeJIeHUs, [Ipe/icTaBlisieMble B TAOJIMUHOM BHJIE 1O GOpPME B COOTBETCTBHH
¢ npunoxeHueM Ne 2 k OOmmm TpeboBaHusM. JlokazaTenbCTBEHHBIE
MaTepuasael, B TOM YHCIE, IPOTOKONBI HCOBITAHUN (UCCIIeqOBAHHMIA),
COOCTBEHHBIE METOABl (METOAMKH) WCILITAaHUM, MPUBOASATCS B KauyecTBE
NPUTIOKEHUH K TaOIMYHOH (opMe MM KaK CaMOCTOSITENbHBIE JOKYMEHTEHI
JI0Che.

16) JlokymMeHT, ycTaHaBIHBaIOIIUN TpeOOBaHUS K TEXHUYECKHUM
XapaKTepUCTUKaM MEIULHUHCKOTO W3JeNus — JOKYMEHT, COCTaBJIEHHBIH
IIPOU3BOJUTENIEM, COJEPKALIUN OCHOBHBIE XapaKTEPUCTHKH MEIMIIMHCKOTO
uznenusi (HampuMmep, TEXHUYECKHE YCJIOBMSI, CTaHJAPTHl OpraHH3alliH,
crienupUKaIun).

17) IlpoTokonbl TEXHWYECKHX HCIBITAHHHA, MPOBEIEHHBIX B LEJAX
JI0Ka3aTebcTBa COOTBETCTBUSI OOIMMM TpeOOBaHHAM (32 HCKIIIOYEHHEM
peareHToB, HabOpPOB pEareHTOB) — TIPOTOKOJBI (OTYETBI) HWCHBITAHUH,
BBIJaHHBIE ~ OpraHU3allusMH, BKIIOYEHHBIMH B  €AUHBIH  peecTp
YIIOJTHOMOYEHHBIX OpraHU3alni, UMEIOIINX [PaBO MPOBOJANUTE UCCIIEIOBAHHSI
(MCIIBITAaHUSI) MEAMLUHCKUX HM3JCIMH B LeIsIX MX  PETUCTpPaIH,
oopMIIeHHBIE B COOTBETCTBUU C NpuioxkeHueM K [IpaBuiam mnposeneHus
TEXHUYECKMX  WCOBITAHUM  MEIUIMHCKUX  W3JIEJIHH,  YTBEPIKJIEHHBIX
Pemennem Coseta EBpazuiickoil 3JKOHOMHUUYECKOH Komuccuu oT 12 derparis
2016 r. Ne 28.

18)  Ilporokosnsl  wucciienoBaHuid  (MCHBITAHWK) MO OIEHKE
OMOJIOTUYECKOro JIEHCTBUS MEAUITMHCKOTO H3MeJIHs, MPOBEICHHLIX B LEJIX
J10Ka3aTesIbCTBa COOTBETCTBUS OOIIMM TPeOOBAHUSIM — IIPOTOKOJIBI (OTUETHI)

MCIIBITAHWH, BBIIAHHBIE OPTraHM3alMsAMHU, BKJIOYEHHLIMH B €JAMHBIA peecTp
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YIIOJIJHOMOYEHHBIX OpraHu3aluii, MMEIOIIUX MPaBO MPOBOAUTH UCCIIEIOBAHMSI
(ucnbITaHusl) MEAMUMHCKUX M3A€IMH B IENIX WX  PErucTpaluy,
O(OpPMJIEHHBIE B COOTBETCTBUHU C MpuiokeHueMm K [lpaBuiam npoBemeHus
VcClIeOBaHUH (MCIBITAaHUN) C LENbI0 OINEHKH OHWOJIOTHYECKOro IeicTBHS
MEOULIMHCKUX M3enui, yTBepxkaeHHbIX Pemennem CoBera EBpasuiickoit
SKOHOMMYECKOH KoMHcCHH oT 16 mast 2016 Ne 38.

19) Otuer o KJIMHHUYECKOM [OKazarelbCcTBe OJ(PPEKTUBHOCTH H
0e30macHOCTH  MEAMIUHCKOrO u3fenust (kpome 1  Kiacca  pHCKa
MEIMLMHCKOTO H3JeNus U1 JUAarHOCTUKU in Vitro) HOMDKeH COJepiKaTh
aHaIU3 M OLEHKY BCeX MMEIOIIUXCS KIMHUYECKUX JaHHBIX (Kak
OnarompusTHBIX, TaKk W HeONArompHsTHBIX), Ha OCHOBAHHHM KOTOPEIX
JleJIaeTCsl 3aK/II0YeHue O KIMHUYecKod OezomacHOCTH W 3((EKTUBHOCTH B
COOTBETCTBHHU ¢ TpeOOBaHHUAMHU, ycTaHOBJIEHHBIMU B [IpaBunax npomemeHus
KIMHUYECKUX W KIMHHUKO-JIA0OPAaTOPHBIX HWCHBITAHWH  (MCCIIeTOBAHMIA)
MEJMIIMHCKUX M3Jlenui, yTBepkaeHHBIX Pemenuem Cosera EBpazuiickoit
SKOHOMHUYecKoi koMuccuu ot 12 ¢epains 2016 r. Ne 29 (manee — [Ipasuna
NpPOBEACHUS]  KIMHUYECKMX  HUCOBITaHui). OT4eT 0  KIMHHYECKOM
JlokazarenbcTBe 3((PEeKTUBHOCTH M 0€30MacCHOCTH MEIMIIMHCKOrO W3JIEJIHs
JOJDKEH TIOJEPKHUBATHCS B aKTyalIbHOM COCTOSIHUM C Y4YeTOM JaHHEIX,
MOJIyYEHHBIX B X0JI€ MOCTIPOJAKHOI'O0 MOHUTOPHHTA U (WJIN) TIPU TTOABIEHUN
HOBOM MOJATBEPXAEHHOM HHGpOpMAlMM M3 HAYYHBIX JIUTEPATyPHBIX
MUCTOYHMKOB Ha OCHOBAHMHU OIBITA KIMHUYECKOTO IIPUMEHEHHS, Kacaromeicst
ero ©e3omacHOCTM M 3(PQPEKTUBHOCTU. AKTyalilbHasi BEpCHs OTYETa
MPeOCTABIIAETCS] B YIIOTHOMOUEHHEIN opraH pe)epeHTHOTO roCcyapcTBa I1o
3aIpocy.

PexomeHi0BaHHasi CTPyKTypa oOTueTa IpHBeAeHa B MeToguveckux

pPEKOMEHAAIIMSIX I10 MPOBECACHHMIO OSKCIEPTUILI 6630HaCHOCTH, KayeCcTBa H
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5()(HEKTUBHOCTH MEJHLUHCKOrO W3JeNHs B LEeJIIX PEerHcTpaldd B paMKax
EBpa3zuiickoro 5kOHOMUYECKOIro cor3a.

OTyer ©  KJIMHHYECKOM  JIOKa3aTelabCcTBE  IPPEKTHBHOCTH W
0€30MacHOCTH MEIUIUHCKOTO U3JIEN s PEKOMEHAYETCS IIOAMUCHIBATh, B TOM
4ycie, BEIOpaHHBIM IPOU3BOAUTENIEM KBATH(DHIHUPOBAHHEIM MEIMLMHCKUM
CIIEIHAJIMCTOM B 00JacT  MpUMEHEHHS  MEIUIIMHCKOrO  HM3ZeIIUs.
Kpanudukanus MeJIUIMHCKOTO CHENUATUCTA MMOATBEPKAACTCS HATUIHEM Y
Hero nyOnauKauui B BHIE HayuyHBIX cTareil, MOHOrpadwuii, mucceprauuii B
00jlacTH  NpPUMEHEHUs  MEIUUUHCKOTO  M3Iejus.  Takke  Clepyer
NPEJCTABIATh JIOKYMEHT, IOATBEPKIAOLIMIl Hamuuyue o00pa3oBaHus B
obmacTh MeIULUHBI W TOATBEPKIAIONIUK HAJMYKME CIHEUAIbHOCTH B
COOTBETCTBUUM € OOJAacTbIO  TPUMEHEHHs  MEJUIIMHCKOIO  W3[eNus
(cepTudukar crnenuantucTa, IUmioM 1 T.1.).

OTuer 0 KIMHHYECKOM  Jl0Ka3aTeslbCTBE  3(PQPEKTHBHOCTH U
0e30I1acHOCTH MEQULUHCKOTO U3/IeNHs JOJDKEH COMEepPIKATh WH(POPMALMIO O
KIMHHYECKOW Oe3onacHOCTH U 3()(PEKTHBHOCTH MEIULIMHCKOIO H3IENHs,
OCHOBAHHOM HA BCEX MMEKOIIUXCS KIMHUYECKUX MAHHBIX U MOYET COCTOSTh
U3 HECKOJBKUX Pa3JieNioB, B Ciydae, eciid Oe3onacHOCTh U 3()(HEeKTUBHOCTE
MEIULUHCKOTO U3/IeJIHsI IOKA3BIBAETCS Pa3HBIMH CIIOCOOaMHU.

WucTpykuust 1o  NpHUMEHEHWIO MEIUIUHCKOrO M3AETUs JOJDKHA
COOTBETCTBOBATh KIIMHUYECKUM JIaHHBIM, KOTOpPBIE YyKa3aHbl B OTYETE H
IPEJCTaBICHBl B Ka4eCTBE J0Ka3aTeNIbcTBa 3PPEKTUBHOCTH U 6€30MMacHOCTH
MEJULHUHCKOrO H3/e/Ids B COCTaBe OTYeTa O KIMHHYECKOM JIOKa3aTellbCTBE
shpexTrBHOCTH 1 6€30MaCHOCTH MEUIMHCKOro u3zenust. B oruere ciepyer
YYECTh BCe HEOJAaronpusTHbIE COOBITHS, IPOTUBOMOKA3AHMUS, B CIyYac €Clu
H3JIeJIHe NPUMEHSAIOCh TOIBKO Ha OMNpeAeNIeHHBIX I'PYyIax MalueHTOB, TO

ITO TAKXKE HOJKHO OBITh YKa3aHO B HHCTPYKIHHU I10 IIPUMEHEHHUIO,
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[Ipou3BoaUTENDE CAMOCTOATENIBHO OIpeAeNseT TepedeHb pPa3lesioB
OTYeTa O KIMHUYECKOM JoKa3areiabcTBe 3(P(HEKTUBHOCTH H 0OE€30MacHOCTH
MEQULUHCKOIO W3JeNHsl MCXOAsl M3 HCHOJIB30BAHHBIX MM CIIOCOOOB
MOJIyYEeHMS] KIIMHUYECKUX JaHHBIX.

VKazaHus 10 IPEINCTABICHHUIO B OTYETe CBEACHUH JUISI PasIHYHBIX
CIIOCOOOB IOJyYEHHSI KJIMHHUYECKUX JAHHBIX MPEACTABICHB B MPHIIOKEHHN
Ne 3 K HacTOSAIUM METOAUYECKUM PEKOMEHTAITHSIM.

20) Orver 00 aHamu3e pHCKOB (32 HCKIIOUEHHEM MEIUIMHCKUX
u3genui 1 xmacca pucka) — JOKYMEHT, COCTABIIEHHBIM IIPOH3BOAUTENIEM, B
KOTOPOM HACHTU(GUIUPOBAHEI BCE KAYECTBEHHBIE M KOJHMYECTBEHHEBIE
XapaKTEpUCTHUKH, KOTOPbIE MOTYT MOBJIMATE HAa O€30IaCHOCTh MEJHIIMHCKOTO
H3JIeIUs], ONpPEJENeHbl ONACHOCTH, CBS3aHHBIE C MEIULIMHCKUM H3JIEITHEM,
KaK /Ui HOPMAJIbHBIX YCJIOBHUH (DYHKIHOHHPOBAHUS, TaK M JUIs yCIOBHH
OTKa3a, COOBITHs, KOTOpbIE MOTYT IPUBECTH K OINACHBIM CHUTYaIHsIM H
IPUYMHEHHUIO Bpela, U OLICHEHHI CBsI3aHHbIE ¢ HUMH PUCKH. B cooTBeTcTBHM
¢ myHKToM 4 OO6mux TpeOGoBaHUHN MPOU3BOUTENH JOIKEH ITOKA3aTh, YTO OH
OLIEHHUBAET W YIPABJIACT PUCKAMU TaK, YTOOBI OCTATOYHBIE PUCKU OBLIH
JOITY CTUMBIMH.

Jist KOHKPETHBIX UICHTU(DUITHPOBAHHBIX IIPOU3BOIUTEIEM
OIIACHOCTEM M OMNAaCHBIX CHUTYallMi, KOTOPHIE IOJIHOCTHIO OXBATHIBAIOTCS
CTaHJapTaMH II0 ©e30IIaCHOCTH MEAMIMHCKUX W3eNUil U3 MepevHs,
PEKOMEHI0OBaHHOIO EBpasuiickoit SKOHOMHUUECKON KOMHCCHEH,
TIPOM3BOAUTENbL MOKET HE OINpEJeNsTh UK He OLIEHUBAThL COOTBETCTBYIOIIME
pucku. B 5TOM ciydyae BEIMOJIHEHHE TpeOOBaHUM CTAHJIAPTOB MOMKET
CUMTAThCS BAJIMJUPOBAHHBIMU MEPAMHU 10 YIIPABIEHUIO PUCKOM.

Jns nmoxasarenbeTBa COOTBETCTBHS MoJioxkeHUsM pasmena 11 O6mmx

TpeboBaHUI NPOU3BOAUTENN MEIULIMHCKUX M3JIENHH Kiacca pucka 1 MOryT
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CCBUIATBCS HA UMEIOLINHCA 0TYeT 00 aHalln3e prcka 0e3 ero mpenocTaBIeHus]
B COCTaBe J0CHE.

21) [lanHBIE O JNEKAPCTBEHHBIX CPEICTBAX B COCTABE MEIUIMHCKOIO
u3genus (CocTaB JIEKAPCTBEHHOTO CPEJCTBA, KOJUYECTBO, JAHHLIE O
COBMECTUMOCTH JIEKAPCTBEHHOTO CPEJACTBA C MEIUIIMHCKHAM H3/EIUeM,
PEruCTpalud JIEKAPCTBEHHOIO CpeACTBa B CTpaHe IIPOM3BOAMTENE) —
CBEJIEHUs, YKa3aHHbIE B TEXHUYECKOH MOKyMEHTal[MH IpPOM3BOIUTES,
BKJIIOYAIOIIME JaTy M HOMEp PpEerucTpalid JIeKapCTBEHHOTO CPEACTBa B
CTpaHe IPOU3BOLUTENs, BXOASIIMX B COCTAaB METUIIHHCKOrO H3IEIIHUIL.
JlaHHEIE O COBMECTHMMOCTH JEKAapCTBEHHOTO CPENCTBA C MEIMIMHCKHUM
M3Je/IMeM MOIYT OBITh IPHBENEHBI ITyTEM CCBUIKM Ha COOTBETCTBYIOIIHE
II0Ka3aTelIbCTBCeHHBIE MAaTEePHAIIBI JOCHE.

22) JlanHple o Ouosorudeckoil Oe3omacHOCTH (NPH HAIMYMH) —
JOKYMEHT II0 aHaJIW3y PUCKOB B OTHOIIEHUH OMOJOTHYECKHUX OIACHOCTEH
JUIs MEAMLUHCKOrO M3JENusi, AJii KOTOPOro B3amMojeiicTBue (KOHTAaKT) ¢
TKaHSIMHM YeJIOBEKa SABJISETCS HEOOXOAUMBIM JUISl BEITIONHEHUS ero (QyHKIUH.
Ilpu cocraBneHMM JOKyMeHTa ISl  OINpedeeHus  OUOJOrMUYEecKO
Oe30macHOCTH MaTepuasoB, KOHTAaKTUPYIOIIUX (B3aUMOIEHCTBYIONIMX) C
TKaHAMHM Y€JI0BEKa, PCKOMEHJIyeTCs CleloBaTh aITOPUTMY, CXeMa KOTOPOro

MpHUBCACHA HHKE.
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23) JlaHHble O IpoLeAype CTepUIM3allMU, BKIOUYas HHGOPMALHIO O
BaJIMJALIMA  IIpOLlECCa, pe3ysibTaThl TECTHPOBAHUS Ha  COJEPIKaHHE
MHUKPOOPraHU3MOB (CTelleHb OHOJIOTrMYecKOl Harpys3ku), MHPOTEHHOCTH,
CTEPHJIBHOCTH (IIpH HEOOXOAMMOCTH) C YKa3aHHEeM METOJIOB IPOBEIEHHS
HCIIBITAHUN U JaHHBIE O BajlWJALMU Ipoliecca YNakoBKH (ISl CTEPUILHBIX
u3genuil) (kpome 1 Kinacca pucka MEAMLIMHCKOTO M3AENHUS I JUArHOCTUKH
in vitro) — JTOKyMEHT, COCTABIIEHHBIH MPOU3BOIUTENIEM B CBOOOIHOMN (hopMe,
coJiep Kallliil yKa3aHHbIE CBEIECHHUS.

24) Mudopmanus o cnenuanbHOM IMPOrpaMMHOM obecriedeHud (mpu
HaJIMYMHK), BKJIIOYas CBEIAGHHUS OT IPOU3BOJUTENIS O  BaJWJalld{
IIPOrpaMMHOr0 00ecCreueH sl — JOKYMEHT, COCTABJIIEHHBIH MTPOU3BOAUTEINEM,
coJiepaIliil yKkazaHHy0 HH(QOpMAaIIHIO.

25) Otuer 00 wuccneNOBaHUSX CTAOMJIBHOCTH — C aQyTEHTHYHBIM
[IEPEBOIOM HA PYCCKUN S3BIK PE3yJbTAaTOB M BBIBOJOB HCIBITAHHH Jis
U3JEIUNA, HWMEIIIUX CPOK XpaHEHHUs] — JIOKYMEHT, COCTaBJICHHbIH
IPOU3BOAUTENIEM B CBOOOJHOM (opme, MOATBEPKIAMOIIHI CIIOCOOHOCTE
MEQULUHCKOIO H3JENIHs COXpPaHATh XMMHMUYECKHe, (pU3UUYecKue CBOHCTBA B
OIIpE/ICJIEHHBIX TpaHULaX Ha IMPOTSUKEHUMH CpPOKa TOAHOCTH (C yKazaHUEM
TEMIIEPATYPHOIO PEKMMA, BJIAXKHOCTH, KOJIMYECTBa 00pa3LOoB, NAPTHH, JTATHI
ux wu3rorosnenus). Cojepxarcs TMNOAPOOHOCTH H  OOOCHOBAHUS IS
IIOATBEPXKIAEHUST CTAaOWIIBHOCTH HW3JIeJUsl BO BpeMsS €ro ILIaHOBOI'O
UCIIOB30BaHus (B pealbHBIX MJIM HMCKYCCTBEHHO CO3JAHHBIX YCJIOBHSIX),
BKJIOYasl BCe  IIPUMEHHMMbIE  KOMIIOHEHTHI  (HampuUMep, peareHThl,
KapTpuaku). Bo3MOXKHO BKIIOUEHHE NaHHBIX O CTAOWJIBHOCTH OTKPHITHIX
(nakoHOB W/ MM (JUIsl aBTOMATUYECKUX IIPUOOPOB) CTAOMIIBHOCTh PEAreHTOB,
noMeuleHHelx B npubop. K uHbopmaimm, KOTOpyIO peKoMeHyeTcs

BK/IFOYHUTE B ,llaHHblﬁ pa3zaein, OTHOCUTCA:
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a) obOocHOBaHMe BEIOOpA MPOBENEHHBIX UCCIIEIOBAHMIA;

b)  kparkuit 0630p 060CHOBaHUH, MONAAAIOIINX MO 3Ty KATETOPHUIO;

C) OOCyXHIeHHe W [I0Ka3aTelbCTBO TOTO, YTO TPEACTABIEHHBIX
000CHOBaHMI JOCTATOYHO [JISI 3asIBKU HA PErUCTPALIHIO;

d) oOocHOBaHME TOro, 4YTO Ha MPOTSHKEHUH HEOMpPEeHAeIeHHOr0
Iepro/ia BPEMEHH YCIIOBHUS XPaHEHHS! HE MOTYT CKa3aThCsl HA 0€30IacHOCTH
Wi 3G GeKTUBHOCTH METUITUHCKOTO H3IE/IHS.

His u3penuid, JUisi KOTOPHIX HE YCTAHABIMBAETCS CPOK TI'OJHOCTH
(HanpuMmep, IEKTPOMETULIMHCKOTO O0OpYNOBaHUS WM OPYTHX H3IEIHH,
NPUTOJHBIX  JUIi ~ MHOrOpa3oBOr0  MCIOJIB30BAHHSA), MOXKET  OBIThH
npejcTaBleHa HHGOpPMAalMsl OTHOCHUTENBHO OIIEHKH CpPEIHEro «CpoKa
CITy>KOBI» MJIM OTYEThl O CTA0OMJIBHOCTH METOJOM «YCKOPEHHOI'O CTapeHHs».
JTO 03HAYaeT, YTO «CPOK CIYXOBI» MOXeT OBITh BHEIPaKEH B KOJHYECTBE
IpoLenyp, KOTOPOE MOXKHO BBIIOTHUTE C MMOMOIIBIO JAHHOT'O M3ETUs H/1ITH
ero IPUHAUIEKHOCTEH, B OTpe3Ke BPEMEHH WIH JIOOBIM  JIPyrHM
HOJIXO/ISILIUAM CIIOCOOOM.

26) DKCIUIyaTalMOHHBIH JOKYMEHT WM MHCTPYKIIHS MO MPUMEHEHHUIO
MEIMLMHCKOIO M3JEJIUsl Ha TOCYTapCTBEHHOM SI3BIKE TOCYAPCTB MPU3HAHMS
(mpu HEeoOXOIMMOCTH) M PYCCKOM sI3BIKAX — JOKYMEHT, COCTaBJIECHHBIM
NPOU3BOJIUTENIEM B COOTBeTCTBHH ¢  OOmwmMH  TpeOOBaHMSIMH,
perlaMeHTUPYIOIIUHA LUK oOpalieHuss  MEIMIMHCKOTO  H3JENHs,
cozepxaliuii MHGOPMALIMIO OTHOCHTENBHO Ha3HAUEHHS, HAMJICKALIEro U
0e30macHOro HCIIOJIb30BAHUSl MEJUITMHCKOTO H3JENUs, KOTOpas MOMKET
BKJIIOUaTh B ce0sl B TOM YHCJIE PYKOBOACTBO IO AKCIUTyaTalliH, METOJMKY
MEJIUILUHCKOTO IPUMEHEHHUS, TACIIOPT, (POPMYJIISIP, UHCTPYKIUH 110 MOHTaXKY,
HaJlaZike, TEXHUYECKOMY OOCIyKMBaHUIO, PEMOHTY, TPaHCIOPTHPOBKE,

XPaHEHHIO, YTHIIM3allkui MEJUIIHHCKOI'O U30EJIU4,
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27) PyKoBOACTBO 10 CEpBHCHOMY OOCIy)XHBaHWHKO (B 4acTH
KOMIUIEKTYIOIIMX MEAUIIMHCKOTO U3/EHs) — B cllydyae OTCYTCTBHUS JaHHBIX B
OKCIUTYaTallMOHHOW  JIOKyMEHTalUMH (OpH  HAJIMYMHA) —  JOKYMEHT,
COCTaBJIEHHBIN IIPOH3BOJMTEIIEM, PETTTAMEHTHPYIOMIUN MOPSIIOK CEPBUCHOIO
o0ciTykMBaHUA (B 9acTH KOMIUIEKTYIOIIUX MEAHIIUHCKOTO H3JIeNHs), IpH
HEOOXOAMMOCTH  JOMNOJHSIOMNA — SKCIUTyaTAllMOHHBIH  JIOKYMEHT  HIIH
UHCTPYKILHIO 10 TPUMEHEHUIO METUITHHCKOTO U3IEIHSl.

28) OTyer 00 MHCIIEKLIUH NIPOM3BOJACTBA (MPH HANHUYUK) — JOKYMEHT,
COCTABJICHHBIM MHCIEKTHPYIOLIEH opraHu3alueifi B COOTBETCTBHH C
TpeOOBaHMsAMM,  YCTAHOBIEHHEIMH  TpeOoBaHMSIMH K  BHEAPEHHIO,
IOJIJIEPKAHUIO U OLIEHKE CUCTEMBI MEHEIDKMEHTa KauecTBa MEIUIIMHCKHUX
U3JIeIMA B 3aBUCUMOCTH OT IIOTEHLUMAJIBHOTO pPHCKA HX IPHUMEHEHHS,
yrBepxaeHHeiME - Pemenunem  CoBera  EBpasuiickoif  3KOHOMHYECKOI
komuccuu oT 10 HostOpst 2017 r. Ne 106.

29) Ilnman cOopa u aHamu3a JaHHLIX 110 OE30MacHOCTH |
5(Q(eKTUBHOCTH MEIULUHCKUX HW3IENUA Ha TOCTIPOJAKHOM 3Talle —
JIOKYMEHT, COCTABJICHHBIH MPOU3BOIUTENIEM JJISI MEIUIIUHCKHX H3IENHH BeeX
KjaccoB pucka. IlnmaH cbopa w aHanmm3a HAHHBIX 10 0E€30IaCHOCTH WU
5Q()EKTUBHOCTH METUIMHCKUX M3IE/HA Ha MOCTHPOJAKHOM 3Talle MOXKET
BKJIFOUATh TAKHUE CIIOCOOBI IIOJYYCHHUS! JAHHBIX KaK, HAMPHUMED, OT3BIBEI
norpeburesiei 00  ombiTe  TPUMEHEHHMS  MEOULMHCKOTO  M3JeNIus,
AHKETUPOBAHME I10JIb30BATENIEH, 3alllCH Pe3yJIbTATOB YCTHBIX OIPOCOB,
mobbie  (GOpMBI M OTYETHI B COOTBETCTBHH C JIOKYMEHTHPOBAHHOl
NpoLEeAypoil Mo oOpaTHOM CBsI3U ¢ moTpeOuTeNneM, TNPeayCMOTPEHHON

CUCTEMOM MEHEPKMEHTA KaueCTBa IPEIIIPUSITUSI.
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B mane cOopa u aHanu3a 1aHHBIX 110 6e30MacHOCTH U 3P (PEKTUBHOCTH
MEJIUIMHCKUX H3/EJIHH Ha IOCTIPOJAKHOM JTale TakKe OTOOpaKaroTCs
CPOKH IIPOBEJICHUSI BCEX MEPOTIPUSATHIA.

Jis MEIUUUHCKUX M3AENMH A AUArHOCTHUKH in Vitro MaTepHalbl
IPOU3BOAMUTENS II0 cOOpy M aHaNW3y JaHHBIX 110 O€30MacHOCTH U
5 PEKTHBHOCTH HA MOCTIPOJAXHOM 3TaIle IPUMEHUMBI JUIS [TOATBEPIKICHHUS
AHAJIMTHYECKOH M KIMHUYEeCKOH 2P PeKTHBHOCTH MEIUIIUHCKUX U3ENUN U1
JIUArHOCTHUKH 1n Vitro.

30) JloxyMeHTBI, MOATBEP)KAAIOUIME  pPe3yJIbTaThl  MCIBITAHMI
MEJIUIIMHCKUX H3MEIMH B LEJISIX YTBEPXKAEHHUS TUIIA CPEACTB U3MEPeHHit (B
OTHOIIEHUH MEIUIMHCKUX U3JIeJIMH, OTHECEHHBIX K CPEICTBaM HU3MEPEHH,
nepeueHb KOTOPHIX yTBepxkuaercs Kommuccueit) (mpu HeoOXOaMMOCTH) —
JOKYMEHTBI CO CBENEHUSIMU O pe3ysibTaTaX IIPOBEIECHHUS WCIIBITAaHUM,
BEIJIaHHBIE OpraHU3alUsIMHU, KOTOpBIE BKJIOYECHBI opraHamu
rOCYy/IapCTBEHHOM BJIACTH, YIIOJIHOMOYEHHBIMM Ha MpoBeleHHe H (HJIH)
KOOPAHUHALIUIO JIEATEIBHOCTH B 00/1aCTH 0OecreyeH sl eIMHCTBA U3MEPEHHH,

7. JIOKyMEHTBI, YKa3aHHBIE B IOAIIYHKTaX 2-4 U 6 MyHKTa 6 HACTOSIIIX
PEKOMCHIAINH, 3aBEPSIOTCS B COOTBETCTBUU € MEXKIYHAPOJHBIMA HOPMaMH
3aBepeHusl MJIM HOPMaMM 3aBEpPEHUS, YCTAHOBJICHHBEIMU B COOTBETCTBHHU C
3aKOHOJATENLCTBOM rocyjapcTBa - uieHa Corosa.

Hnst  crpan-yuactHun — KonBenuuu, ormenstomieit  tpeGosanue
JlerajM3alii MHOCTPaHHBIX O(ULMAIBHBIX JOKYMEHTOB, OT 5 oKTsi6ps 1961
rofga (I'aarckas KOHBEHLHUS), JOKYMEHTB! JIOJDKHBI OBITH AOCTHIMPOBAHEL,
JUIL  CTpaH, He SBJIIIOIIUMXCA ydYacTHUKamMM l'aarckol KOHBEHIMH —
Jierajii30BaHbl Yepe3 KOHCYJIbCKUE CIIY:KOBl (HOTapUalibHO 3aBepeHbl), JUIs

CTpaH-y4aCTHHUI] KOHBBHLH/IPI 0O HpaBOBOI\;I ITIOMOIIHK U MPAaBOBBIX OTHOIICHUSIX
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10 rpaKJaHCKUM, CEMEMHBIM M YTOJIOBHBIM AenaM oT 22 suBaps 1993 rona
(MuHCKasi KOHBEHLIHS) — HOTAPUATBHO 3aBEPEHHEL.

8. JIOKyMeHTBI, yKa3aHHbIE B MOANyHKTax 1, 7-16, 19-27 u 29 nyuxra 6
HACTOAIIMX  PEKOMEHJALWH,  3aBepsrOTCS  MPOM3BOAMTENEM  (ero
YIOJTHOMOYEHHBIM MPE/ICTABUTEIIEM ).

9. Ilpu mnpenocTaBaeHUH JOKYMEHTOB PETUCTPAIHOHHOIO JOChE B
3JIEKTPOHHOM BHUJE (MMOO0 B BHIE AIIEKTPOHHBIX KOMHH JOKYMEHTOB) OHH
JOJKHBI COOTBETCTBOBATE CIEAYIOMIMM TPEOOBAHHUSIM:

a) JIOKyMEHTBI, yKa3aHHble B HoAmyHkTax 1, 7-16, 19-29 nymkra 6
HACTOAIIMX PEKOMEHJALMH, TODKHEI OBITH NpejactaBieHsl B Gopmate pdf ¢
TEeKCTOBBIM cjioeM, pdf ¢aiyibl TODKHEI UMETh BO3MOXKHOCTE BBIJEICHUS U
KOMUpPOBaHUS OJIOKOB, a TAK)KE OCYIIECTBIICHHUS ITOMCKA.,

0) NOKyMeHTHl, yKa3aHHBEIE B moanyHkrax 2-6, 17, 18 u 30 mynkra 6
HACTOSAIIMX PEKOMEHMNAIMH, NOJKHBI ObITh INpeacTaBieHbl B (opmare pdf.
Pexomenayemoe kadyectBo ckanupoBanus — 300dpi.

B) pasMep Jito0oro u3 ¢aiiyioB perucTPaliioOHHOrO JOCHE HE JOIDKEH
npeseiiate 100 M6 cormacHo Pemenmio Kosuterun  Epasumiickoi
sKoHOMHUYECKOH Komuccuu Ne 5 ot 27 oxtsa0ps 2015 r. «O6 yTBepkaeHNH
OpaBUJI  BJEKTPOHHOrO  OOMEHa  JaHHBIMH B WHTErPUPOBAHHON
MH()OPMAIIMOHHON cHUCTeMe BHEIIHell W B3aMMHOH TOproBim». B ciyyae
NPEBBIIICHUS] YKA3aHHOIO pasMepa JOKyMeHTa JOIyCKaeTCsl pasfielieHue
JOKYMEHTa Ha HECKOJILKO (haiiyioB.

I) BCE JOKYMEHTBl PErucTPaIliMOHHOTO JOChe 00s3aTelIbHO JODKHEL

HMETH PECKBHU3UT «1aTa BbIAaYH JOKYMEHTaA».




ITpunoxenue Ne 1
K MeTonuyecKuM peKoMeHIaITusIM
T10 COZIEPIKAHHUIO H CTPYKTYpe
JTIOKYMEHTOB PETHCTPAI[HOHHOIO
J0Che MEIUIIMHCKOTO M3ENHs

OBPA3EI]
3a5BJICHHSA O MNPOBEACHHH SKCNMEPTHU3IBI MEAHITHHCKOI'O U3/ IHSA

B ynonHoMo4eHHBIH OpraH (3KCIepTHYIO
OpraHu3aluio) TocyAapcTBa - YieHa
EBpa3zuiickoro 3KOHOMHYECKOT0 COM03a

Poccuiickas @eneparus
(nauMeHoBaHue pedepeHTHOTO TOCYAaPCTRA)

PecnyOnuxa Kazaxcran, Pecniybnuka benapyves
(HaMEeHOBaHME TOCYJAPCTB IPU3HAHMS)

3ASBJIEHUE
O NPOBEECHUH IKCIIEPTU3E] MEAULIMHCKOTO H3EIHS

OO0nIecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCTEIO «Pomarkay (000 «Pomamka»)
(monHOe U cokpammeHHoe (TIPH HANHYHH), B TOM YKciie GUPMEHHOE, HAUMEHOBAHHUS OPTaHH3aLKK, OT HMEHH
KOTOPOH NPOHM3BOJUTCS PErHCTPALIHA
(mpou3BOAUTENE (YIOTHOMOYEHHEIH IIPEICTABUTENE POH3BOIHTEIS),
OpraHM3alOHHO-NPaBoBas GopMa IOPHAMIECKOTO JIHIA)
HACTOSIIHM IIPOCHT IIPOH3BECTH IKCIEPTH3Y MEAULIMHCKOrO U3/IEIHs B KaueCTBe pehePEeHTHOrO
rOCyJIapcTRa

(peepeHTHOrO rocyAapcTBa, rocyIapcTBa NMPU3HAHKA - YKa3aTh HY)KHOE)

1. |HaumeHnoBanme MeJHITMHCKOTO U3IEHI ATnmapat HCKYCCTBEHHOR
BEHTHIIAIIMHA JIETKHX
HOBOPOXICHHBIX U JeTel
C IIPUHAIICKHOCTAMH

2. |Haznmauenue MeQUIIHHCKOTO H3IEITHA M obecrieyeHust
TO/JIEPKKH JBIXAHHUS Y
10BOPOKICHHBIX U JCTEH,
COTOPBIM TpedyeTrcs
IpOBeJIeHHE
ICKYCCTBEHHOMH
3EHTHIISAIHHY JIETKHX

3. | OOnacTh NpUMEHEHHUS MEIUITHHCKOTO U3/ICITHS WHTCHCHBHAS TEPAIINs,
peaHuManus
4, |Knacc noTeHIMAILHOIO PUCKaA TPUMEHEHHS MEJIMIIHHCKOTO 20

H3OCITHA
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Ko/ Bu1a MeAMIIMHCKOTO H3eHs (COrNTacHO IpuMeHsIeMoi B | 232880
Coroze HOMEHKJIATYPE MEIHUIIMHCKHUX H3/IeJIHiT)

B cocraBe MeMIIMHCKOTO H3IENIHs HMEETCS JIEKAPCTBEHHOE [ Ha
CPEeACTBO (BBIICIUTE HYKHOE)

[ Het
Kowmmexramus MeIMIIHHCKOTO H3/IE/THs
Haumenopanwue Monenb [Ipouzpogurens | Crpana
1) OcHOBHOI 010K 1. BazoBslii 0J10K. 000 «Pomarmmxkay | Poccuiickas
(npu HANMUYHH) 2. MobunbHas cTolixa. @enepanus

3. bnok nutanus 12 B.

4. Kperninernue st 61oka
MTUTAHHUS.

5. Kabenn nurtanus.

6. BxojiHol BogocOOpHUK /
buaeTp

7. llInanry KUCIOPOIHBIH,
BO3IyIITHEIH.

8. Knamas BeIJTOXA 1715
HOBOPOYKICHHEIX.

9. KucnopoaHselii 1aTumK.
10.CMecHTEND KUCTOPOIHBII.
11. YBiaxxHuTens ¢
CEPBOKOHTPOJIEM
TEMIIEPaTypHOTO PEXKHMA.

12. YenaxkuuTtens 6e3
CEPBOKOHTPOIIS TEMIIEPATYPHOTO
pexuma.

13. KoMmmpeccop MeIHIIHHCKHIA.
14. Cucrema KOHTPOJIS
JIABIICHUS B IBIXATENIBHBIX My TIX
(MOHHTOP), B COCTaBE:

- mucruie, 1 rr.;

- TaTYUKH JABIEHHS, 4 II1T.;

- MHKPOTIPOIIeCCOpHas TIaTa, 1
IIT.

15. Cucrema KOHTpOIIA

COJIEp KaHHsT KHCIIOPOIa
(MoHHTOp):

- aHAJTU3ATOP KUCI0POAa ¢
aucmueeM, 1 mr.;

- KUCJIOPOJHBIH naTuukK, | mrT.;
- COeTMHUTENBHBIH Kabenn, 1
IIIT.

16. Cucrema rpaduyeckoro
oToOpaXkeHHus: (MOHUTOD):

- JHcIe, 1 mr.;

- yOpaplieHue u MuTanue, | 1T,




17. PykoBoACTBO 110
9KCILIyaTall}H.

2) Kommotexryrormue
(npH HAJTMYKH)

1. HaGop juis pemonTa
KOoMIIpeccopa:

- IOPIIHEBBIE KOJIbIIA, 4 IIT.;

- YIUIOTHUTENH [TOPILIHSA, 4 IIT.;
- OIIOpPHBIE KOJIBIIA, 2 IIT.;

- IPOKJIAJIKH IIHJIMHApPA, 2 IIT.;
- BITyCKHEIE KJIalaHel, 2 IIT.;

- BBIIIYCKHBIE KJIANIAHBI, 2 IIT.;
- IPOKJIAaIKH TOJIOBKH, 2 IIIT.;

- JJIEMEHTEI BITyCKHOTO (pUILTpa.
2 IIT.;

- YIJIOTHUTENBLHEIE KOJIbIA
BO3IYILIHON TpyOKkH, 2 10T,

000 «Pomammxkay»

Poccuiickas
Oenepanus

3) Pacxonnsie
MaTepHaIb
(pu HaJTUYKK)

1. Kontyp nanuenta
OJHOPA30BBIA IEIHATPHYECKHH,
He Oosee 12 miT.

2. Kontyp nanuesnrta
OZHOPa30BBIN IS
HOBOPOXKIEHHBIX, He Ooee 12
IIT.

3. TpyOxa rubkas jbIxaTesbHast
oxHopasosad, He Oonee 12 mT.

000 «Pomarmmxay»

000 «Pomarmxa»

000 «PII»

Poccuiickas
Oeneparus

Poccuiickas

Oenepanus

PecnyOnuka
Kazaxcran

4) IlpunanieskHOCTH
(Ipu HaNUYHH)

1. Matunk noroka (s
TPHUITEPHOH BEHTHIISINH), HE
Honee 48 mir.

2. Kamepa yBnasKHUTEI.

3. HaGop npunayiemHocTe st
YBIIOKHUTEIS:

- CTpyHa /1t kabesist Io[orpeBsa
KOHTYpa ;umuHo# 1500 MM, 1
IIT.;

- KpeIUIeHHe TIpoBoa
TEMIIEPATYPHOIO JIaTYHKa, 3
IT.;

- TPOMHHUK IS TIOAKITIOYEHHS
TEMIEPATYPHOTO JIATYUKA B
JBIXaTeIbHbIH KOHTYp, 1 miT.;

- IEPEXOIHUK 7151 TOAKTIOUEHHS
IBIXareabHol TpyOKku, 1 miT.;

- kabeJb 11oI0rpeBa KoHTypa, 1
INT.;

- TEMIIEPATYPHBINA JaTUUK
JBIXaTEeNILHOTO KOHTYpa, | 1T,
4. Konnexrop, ne 6onee 48 r.
5. Cucrema 11 KOHTPOIIS
TEMIIEPaTYPBI:

000 «PII»

PecryOmnuka
Kazaxcran
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- YIJIOBOH 3J€MEHT, | mT.;

- TPOIHUK TepMOMeETpa, | mIT.;
- TEPMOMETP CIIUPTOBOIA, 1 10T,
6. BogocOopHuxk.

7. HarpeBartebHBIH 2JIEMEHT B
BHJIC TIPOBOJIOKH.

8. Habop xperutenuit uis
YBIIQXKHUTEILS:

- YHHBEpCAIBHBIE JIEPIKATEIH
YBIXKHHATENS, 2 IIIT.;

- BUHTBI JUIs KpETUIEHHST Ha
CTOMKH pa3NUYHLBIX JHAMETPOB,
12 mr.;

- IIECTUTPaHHUK, | IT.

9. bakTepuanbHbIi GUIBTD, HE
6oxee 10 mr.

10. Habop st 6-Tu MecsSs4HOTO
TeXo0cIyKUBaHHA allapara
WBIJL:

- nuadparma, 1 mr.;

- DakTepuanbHbli GuIbTp, 1
IIT.;

- (pUABTPBI KUCIOPOJHOTO
CMECHTeN, 2 IIT.;

- YIUIOTHHTEJIBHBIE KOJIBIIA
BXOJIHOTO BoJIocOOpHHKA /
¢duneTpa, 2 wr.;

- YILIOTHUTEIbHBIE KOJIBIIA
KJIaraHa BEIIOXa, 2 IIT.;

- KOJIbLIEBASI IIPOKJIaIKa, 1 LIT.
11. TecToBoe nerkoe, He OoJiee 5
IIIT.

12. CucreMa KOHTpOJIs
JIABJICHHUS (C KIIAIaHoM):

- MaHoMeTp, | mt.;

- IPEOXPAHUTENLHBIN KIIallaH,
1 mT.;

- peryJisiTop JlaBiaeHus, 1 mr.
13. Nuadparmsl, He Gonee 10
IIIT.

14. KonbreBsle TPOKIANKH, HE
Honee 10 .

15. Habop juist
Tex00CIyKUBaHUS
KoMIIpeccopa:

- BHEITHHH NBUIEBO#H GHILTD, 1
IIT.;

- MOPIIHEBBIE (PUIBTPEI, 2 IIT.;
- YCTaHOBOYHBIE KOJIBITA
HAKOHEYHHKA [IMJTMH/PA, 2 IIT.;




- MUKpOGHIBTPHIL, 2 IIT.;

- KOJTBIIO aBapHITHOTO KlanaHa, 2
IIT.

16. JIpoiinoi knamnan
PETrYJIHUPOBKH JTaBJICHUS.

17. Hadop TpyOok u agantepos:
- TpyOKka, 1 mr.;

- aJlanTepsl, 4 LIT.

18. Knanau Beimoxa
MeANATPHYICCKHIA.

19. Kinanan cbpoca
H30BITOYHOTO TaBIICHHUA.

20. Pyuka st MOOHIBHOM
CTOMKH.

21. Kprouxu ams MoOUIBHOM
CTOMKH, He OoJree 2 mT.

22. TpyOka ¢ KOHHEKTOPOM, HE
6omee 10 mmT.

23. KpenexHble BUHTHI, HE
Oomee 3 miT.

24, CosleHOHOHEIHN KiIanaH, He
Oonee 15 .

25. Knanan, ne 6omee 10 mrT.
26. Apanrep, He Oonee 12 1.
27. AxkxkymynaTtopHad batapes.
28. Kpemutenue st
aKKyMYJISITOpPHOM OaTapew.

8. | Cpok xpaHeHus/rapaHTHIHBIH cpok | 10 met/5meT
SKCIIITyaTauu
9. | YcnoBus xpaHeHus VYc10Bus XpaHeHHs B YaCTH BO3ACHCTBHSA
KJIMMATHYECKHX (PaKTOPOB JUIS YCIOBHH XpaHeHHS |
o I'OCT 15150-69
10. |Perucrpanus B cTpaHe-npoOM3BOAUTENE U JPYTHX CTPaHAX
1. HanmenoBanue Ne peructpanonnoro Jara Beijaun | Cpok meicTBus
CTpaHBI YIIOCTOBEpEHHUS
(TIpu HATTUYHH)
2. |Pecnybnuka Ne 11111 03.01.2015 XXXX
Kazaxcran
11. |IIpouzBozacTro FIOAHOCTLIO Ha AaiHIoM HPOH3BOASTBE
HRerHHO-HEAdHHOM HPOH3BOACTRE
MOJIHOCTBLIO HA JPYIOM ITPOU3BOJICTRE
12. | CBenenust 0 MpoH3BOIUTENE

Haumenosa- | Homep, narta | IOpumu- | ®Daxtu- Homepa

O N Ou| D MO u




HHe, CTpaHa U CPOK YyecKHMH | yeckuit | TermedoHA M | JOJIKHOCTB | JIOJDKHOCTE
JeHcTBUS aznpec anpec | dakca, aapec | pyKOBOAHT | KOHTAKTHOT
pazperu- BIIEKTPOH- elst 0 JTHIa
TEJNBHOTO HOH NOYTHI

JIOKYMEHTA
L 000 11111 ot Poccusa, | Poccus, | +7-495-777-| Wsanos CemeHnoB

«Pomarnkay, | 01.01.2015, | Mocksa, | Mockga, 77-77. Wpan CemeH

Poccuiickas J0 yIL. yIL Romashka@ | MBamosuu | CeMeHOBHY

Oepnepanusa | 01.01.2018 | [Iymkwuna, | Jlenuna, ya.ru JIUpEeKTOp | COBETHHK

o1l .33. IMpEKTOpa
13. | CBenenus o npou3BOACTBEHHOM (BIX) IUTOIIAIKE (ax)
Ne | Haumenosa- | Howmep, mata u QaxTHyecKui Howmepa . UOu|DP.MUO.u

HHE, CTpaHa | CpOK JeHCTBHA ajipec Tene)OHA U | IOJDKHOCTE | IOJDKHOCTE
paspenuTeib- thaxca, azipec | pyKOBOJHT | KOHTAKTHOT
Oro JOKyMEeHTa IIEKTPOHHO eJIst 0 A
(Ipy HATMYHR) i IOYTHI

1. 000 OtcyTcTBYyeT VkpanHa, T. +7-888-777- | Tletpos WBanoB

«lIBeToueKy, Kues, y. 77-77. ITerp WBan

YkpauHa Jlenuna, n.11 | Cvetochek@ | IlerpoBuy, | MiBaHoBHUY,
ya.ru JHUPEKTOP | COBETHHK
JUpeKTopa
14, | CBenenus 00 ynoJTHOMOYEHHOM Npe/cTaBuTee (P HATHYHHN)
No | Haumenona- | Homep, nara | IOpugu- | daxtu- Homepa O.N.O.u| d.UO.u

HHUe, CTpaHa H CPOK yeckuil | ueckuit | TenedoHA U | IOJDKHOCTE | JOIDKHOCTE

neiicTBUs azpec anpec | daxca, ampec | pyKOBOJHT | KOHTAKTHOT
pasperuTes TEKTPOHHO eI 0 JIHIa
BLHOT'O W IIOYTEI
JNOKYMEHTa
1. 000 OrcyrcrByer | Poceus, r.| Poccus, | +7-495-555-| Ilerpos Cugopos

«Tronpnamy, Mockga, T 55-55. [etp Hpan

Poccuiickas YL Mocksa, |Tylpan@ya.r | [lerpoBuy, | Ilerposuy,

Denepanus baymanck yIL u JHPEKTOP | COBETHHK

ag, 1.11 | baymanck JHpEKTOpa
ast, n.11
15. |CBenenus o JOKyMeHTe, IIOTBEPIK/IAIOIIEM OILIATY 32 IIPOBEACHUE IKCIIEPTH3HI
MEIHIIMHCKOTO U3JEIHs  rocyfapcTBeHHas nouuimHa ot 15.08.2017 Ne 123

["apanTupyo 10CTOBEPHOCT M HIGHTHYHOCTh HH(OPMAIHH, COMEPIKAIICHCA B PEruCTPallHOHHOM

JA0CBE H 3as4BJICHHH.

JlaTa momaun 3asBICHHS

16.08.2017

@. M. O. 1 JOIKHOCTE PYKOBOIUTENS TIPOR3BOIUTEIA
(YMOITHOMOYEHHOTO TIPE/ICTABHTEIs)

Wpanos Usan Msanosuy,
aupexTop OO0 «Pomarkay,
Poccuitckas Mepepanus




[Toxnuce, neyars NPOU3BOIUTENT XXXXXX
(YIONMHOMOYEHHOTO TIPEICTABUTENS)




ITpunoxenue Ne 2
K MeToau4yeckuM peKOMeH JalisIM
10 COEePXKaHHUIO U CTPYKTYpe
JIOKYMEHTOB PErUCTPallHOHHOTO
NOChE MEIUIIUHCKOTO U3/IeHs

OBPA3EI
3asBJIEHHS O MPOBEeJeHHH PerHCTPalHH MEAHUHHCKOr0 U3/1eJ s

B ynonnoMmoueHHBIH opraH rocyapcTaa —
yjieHa EBpazuiicKoro "KOHOMIUECKOTO CO03a

Poccuiickas @eneparus
(HauMeHOBaHUE pedepeHTHOTO TOCYIapCTRA)

PecnvOnuka benapyce, Peciybimka
Kazaxcran, Pecniybinka Apmenus,
Pecnybinka Keipremscran,
(HauMeHOBaHME TOCYIAPCTB IIPU3HAHHS)

3ASBJIEHUE
O IPOBEIEHUH PETUCTPALIANA MEIULIMHCKOTO U3/EIIHS

OO0m1ecTBO ¢ orpaHHyeHHOi 0TBeTCTBeHHOCTRIO «Perncrparopy (000 «Perucrparopy)
(nonHOE M cOKpallleHHOE (TIPH HAIMYIHH), B TOM YHCNIe (PHPMEHHOE, HAHMEHOBAHMUS
opraHusaluy, OT IMEHH KOTOPOH MPOW3BOAMTCS PerucTpaLisa
(nmpousBoUTEND (YIIOJHOMOYEHHBIH IPECTABUTENb IIPOU3BOIUTEIIS),
OpraHH3alMOHHO-NpaBoBas GopMa KPUIHYECKOrO JHLA)

HACTOSIIUM IIPOCHT IIPOU3BECTH PETUCTPAIIMIO MEUIIMHCKOTO U3/EIHS B Ka4eCcTRE
pedepeHTHOro rocyaapeTra
(pedepeHTHOrO rocynapcTBa, rOCyIapcTBa NPH3HAHNS - YKA3ATEH HYKHOE)

HaumenoBaume MEIHUIMHCKOTO U3IETH Mukpockon
CTOMATOJIOTHYECKHH C
MPUHAICIKHOCTIMH

Hazwauerne MeHITHHCKOTO H3IEIHs W3nenue npeaHa3zHavYeHO JUIS

IpOCMOTpPa YBCITHYCHHBIX
H306pa)KCHI/Iﬁ B CTOMATOJIOTHH

Ob6nacTh NPUMCHCHH A MEIHIHHCKOTI'O H3OCIH A ‘HH&I’HOCTI/IKB.

Kiracc mOTeHIHATBHOTO PHCKA TPUMEHEHHS] MEJMITHHCKOro | 1
H3IeIUsI

Ko Buia MEIUIIMHCKOTO U3/1enus (coryacHo nmpuMensieMol | 337640
B Cor03e HOMEHKIIATYPE MEIUITHHCKUX WU3/1eITHi )




B cocTtaBe MeTUITHHCKOTO H3/IETHS HMEETCS JIEKapCTBEHHOE
CPEeACTBO (BBIIEIHUTH HYXHOE)
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HepequL KOMITJICKTYIOIIIHX:
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. lllTaTuB Ha MOOMIIBHOH O0cHOBE B hopme «H» ¢ KOIOHHOH.
. lllTaTB HACTEHHBIH.

. lIITaTHB IOTONOYHBIH.
. IllTaTiB HANONBHBIN C KOJOHHOMH.
. lllTaTHB HACTOIBHBEIH.
. QUIBETP CBETOBOM 3€/ICHBIH.

. QHIIBTP CBETOBOH OPAHIKEBBIH.

. @uisTp Ans paboTel ¢ Ta3epoM.

. QUIBTp NONSPU3ALHOHHBI.

. YiuuauTens mueya, imHa 280 MM,
. Y ITUHUTENh OUHOKYILIpA.

. Kone1io Bpammenus OWHOKYIIApa.

. Kpennenue monuToOpa.
. Kprimka mun3e! 00beKTHBA.
. Kamepa mudpopas cnenuanbHas ¢ JeUTeNeM Tyya.
. Jenurens nyya.
. Ananrtep s 3epKasibHOH GoTOKaMEpHI.
. Ajantep s KOMIAKTHOH QoTokamepsL.
. ApanTtep A7 BUIEOKAMEDBL.
. Ananrtep 11 MOHHTOpA.

. YIJI0THEHHE OKYJISIPOB, He Oonee 2 mT.

. Juadparma 3pauxosas, He OoJiee 2 1iT.

. Kabens onroBonoxonusti, mmuHa 3000 M.
. Pyuku ynpapnenust OMHOKyIsspoM, He Goree 2 mT.
. Ilpenoxpanutens T3AL250V, 2 mr.

CeneHHs O IPOU3BOIUTENE

Hamnmenora-
HHE, CTpaHa

«Registartor
GmbH»,
I'epmanus

Howmep,
JaTa ¥ CpoK
JnelcTBU
paspermTe
JIBHOT'O
JIIOKYMEHTA
11111, ot
01.01.2015,
pi (e}
01.01.2020

Fuhrmann

Opunu-
YyecKHUH
anpec

strafle 11,
95030
Hof,
Germany

daxru-
YyeCcKuit
anpec

Fuhrman
nstrafle
11,95030
Hof,
Germany

Homepa
Tenedona
u Qaxca,
azpec
IEKTPOHH
O IIOYTHI
+999-777-
88-88,
Registarto
r

GmbH@y

a.com

d.U.O.u
IOJKHOCTE
PYKOBOIHTEIS

Fridrix Storz,
TUPEKTOP

. N.0.u
JOIKHOCTR
KOHTaKTHOTO
Jimna

Frederik
Refecco,
COBETHHK
JMPEKTOPA

CaeJieHHUs 0 IPOU3BOJICTBEHHOM (BIX) TUTOINANKE (ax)

Haumenosa-
HHe, CTpaHa

daxtuueckuii
ajpec

Howmep,
JlaTta U CpoK
JiefcTBrs

Howmep
TenedoHa U
¢akca, ajgpec

D.M.O.u
JIOJKHOCTD
PYKOBOIUTEIIS

. U.0.u
JIOIKHOCTh
KOHTAKTHOTO




pasperuTe AIEKTPOHHOM nHna
JTBHOTO II0YTBI
JOKYMEHTa
1. «Reg» 11111 ot ul. +555-444-33- | Klaus Brown, | Upanos Hpan
SP.Zoo», [01.01.2015,| Zétkiewskiego 33, IMpeKTOp MBaHoBHY,
Poland bi (6] 20/26, Poland | Reg@ya.com JIMPEKTOP
01.01.2020 000
2. |«Start LTD»,| 11111 o1 | 4999 Aircenter | +888-777-33-| Jack Jonhs, «Perucrpa-
USA 01.01.2015, | Circle, Suite 103, 33, JUPEKTOP TOp»
JI0 Reno, Nevada | Start@ya.com
01.01.2020 | 89502, USA

10. | Ceenenust 00 yIIOTHOMOYEHHOM MPEACTABHTENC (TIPH HATHYHH)

Ne | HaumenoBa- | Howmep, Opunu- | ®aktu- | Homepa O©.1N.0O.u O.1.0.u
HHE, CTpaHa |JaTa M CPOK| dYecKuit | dveckuil | tesiedoHa | JIOJDKHOCTD JIOJDKHOCTh
JIEHCTBHS azpec aapec | u ¢akca, | pyKOBOAUTEIS | KOHTAKTHOTO
paspenimre azpec JAIA
JTBHOTO JIEKTPOH
JOKYMEHTA HoOM
I 000 OtcyteTBy | Poceus, r. | Poccus, | moursr Wpanoe MBan | Meanos Mean
«Peructpa- eT Mockaa, T. +7-495- HBanosuu, HBaHoBuy,
TOPY, VI Mockga, |222-33-44 THPEKTOP JUPEKTOp
Poccuiickas HBaHoBa, yII.
Oenepanus .2 VIBaHoOBa,
o2

11. |Ceenenus o ToKyMeHTe, IIOATBEPIKIAOIIEM OIUIATY TOCYIAPCTBEHHOM TOILIMHEI 3a
IIPOBEJIEHHE PETHCTPAIMHA METUIIHHCKOTO U3IETHS
rocynapcreennas monutina ot 01.08.2017 Ne 143

["apanTupyro JOCTOBEPHOCTH H HJIEHTHYHOCTh HH(MOPMALHH, coAepiKalleiics B perucTpalHOHHOM
JOChE U 3asBICHHUH.

JlaTa nmojiauu 3asBIeHHS 02.08.2017

@. 1. O. u 10DKHOCTH PYKOBOJIUTEIS MBanos MBan MBaHOBHY, AUPEKTOD
IIPOU3BOIUTENS (YIOTHOMOUYEHHOTO

[peICTaABUTEIs)

[Tonnuce, neyats MPOU3BOTUTEIS XXXXXX

(YHOJTHOMOYEHHOTO MPEACTABUTENS)




ITpunoxenue Ne 3
K MeTtonueckuM peKoMeHaIUsIM
M0 COJIEPKAHUIO U CTPYKTYpE
JIOKYMEHTOB PETUCTPALIOHHOTO
JIOCb€ MEIULIMHCKOTO U3eTTHUSI

YKA3ZAHUA
10 IPeACTABJEHUIO CBeJeHHIl B 0TYeTe 0 KIIMHHYECKOM J0KA3aTeJIbCTBE
3(ppexTHBHOCTH U 0€30MIACHOCTH MEAUIIHHCKOTO H3IeHsI IS
Pa3JMYHBIX CIIOCO00B MOTYy4YeHHs] KINHIYEeCKUX JaHHBIX

I. Knunuueckue naHHble, NOJy4YEHHBIE NTPU MPOBEACHUH KIIMHUUECKHX
UCTIBITAHUM B TOCYJIapCTBAX, HE SIBJIAIOIIMXCS WieHaMu EBpasutickoro
SKOHOMUYECKOTO COH3a

Knunuueckue [HaHHble Ha MEIULMHCKOE U3/eNue, TOJyuyeHHBEIe B
rocy/apcTBax, He SIBIISIFOLIUXCS 4jieHaMu EBpa3suiicKoro 3KOHOMHYECKOI'O
coroza (mamee — Coro3), MOryr OBITb MpeACTaBI€HBl MPOU3BOJIUTEIEM
MEOULMHCKUX  M3JeJHH I JoKa3aTelbcTBa  S(O(PEKTHBHOCTH U
Oe30macHOCTH MEJULIMHCKOTO W3/IeNus, B CIydae, ecld UMEIOIINecs JaHHbIe
MOATBEPXKAAIOT 3(P(PEKTUBHOCTL U 0€30MAaCHOCTH MO BCEM ITOKA3aHUSM II0
IPUMEHEHHUIO MEIHIMHCKOIO U3JeIusi M COOTBETCTBYIOT Ha3zHAYEHHIO
MeIUUUHCKOro wu3menus. KimHuuyeckue jaHHble, IIOJIyYEHHBIE TIpU
IPOBEJCHUH KIMHUYECKHX MCIIBITAHUNH B TOCYyHapcTBaxX, HE SBISIOIIUXCS
wieHamu Coro3a, MPU3HAIOTCS B KAYeCTBE MCTOYHUKA KIMHHYECKUX JAaHHBIX
JUISL MEAMLMHCKOrO HW3JIeIUsl TPU BBIMOJIHEHUU OJHOTO M3 CIeHYIONIUX
YCIIOBUH:

a) KIMHUYeCKHe JaHHble OIyOJIMKOBAaHBI B CHEIUAIM3HPOBAHHBIX
JKypHajlax WJIM oTyeTax BceMUpHOM OpraHM3aluu 37paBOOXPaHEHHS II0
nporpaMme KOHTpoJig Oe3zonacHoCTH U 3(P(HEKTUBHOCTH METUIIUHCKUX
uznenuit («The WHO prequalification project»), pazMellieHHBIX Ha caite
Becemupnoil  opramuzauuMy  34paBooXpaHeHuss B MH(POPMAIMOHHO-

TGJ’ICKOMMyHHKaHHOHHOﬁ CCTH ((HHTepH CT».
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K cnenuannsupoBaHHBIM KypHajJaM OTHOCSTCS JIFOOBIE >KypHAJbI
MEXIyHApOJAHOTO YPOBHS, CIEHUATU3UPYIONIMECS HAa TOM HaIlpaBJIEHHU
MeTMIIMHCKOM JIeSATETBHOCTH, A1l KOTOPOTO MpeaHa3HAYCHO
perucTpupyeMoe MEIULMHCKOE U3[eane, a Takke NyOJuKalud B
MEXIYHApOAHBIX BeO-pecypcax M 0a3ax JaHHBIX JUIS MEIMIIMHCKHX
cienuanucroB (Hanpumep, Medscape, Medline, Pubmed, new England
Journal of Medicine). Bce nyOnukanuu cieayeT TMpPeaoCTaBisiTh ¢
NEepEeBOJOM Ha pycckuil s3bIK. [IpemcraBrneHHble TyONUKAIIUU JOJDKHEI
MO3BOJIATE BEepUPULIUPOBATH PETUCTPUPYEMOE MEAULIMHCKOE U3JIENHE,
IpeaocTaBieHre MyOauKalui O TEXHOJOTHH TMPUMEHEHHUS MEIULHHCKOrO
U3IeNnuss B 1eJIOM, BMECTO IyOJMKaluu o0 OIIeHKE KOHKPETHOIO
PETUCTPUPYEMOr0 MEAMIHMHCKOTO H3JeNNs, He JOMyCcTUMO (Hampumep,
nyONuKauit 0 IPOBEACHUN CTEHTHUPOBAHHUS, IIPOBEACHUU PAAHOIOIHYECKOM
Teparuu 1 T.1.);

0) mpezcTaBieHbl Pe3yJIbTAThl MPOBEICHUS KIMHUYECKHX WCIBITAHUN
(MccremoBaHuii) B COOTBETCTBHM C pPeKOMEHAAUUSIMH MEXKIyHApOIHOIO
dopyma perynsropoB meaunuHckux uznenuit (IMDRF). IlpoeneHHble
KJIMHUYECKHUE UCTIBITAHUST  (HCCIIeIOBaHMsI) MOJDKHBI ~ T1O3BOJISTH
BEPUPHUITUPOBATH UX COOTBETCTBHUE MEXIyHAPOIHBIM TPEOOBAHUSIM.

C menbio Bepu(HUKaUMK J0Ka3aTeIbCTBA COOTBETCTBUS IPOBEJEHHBIX
KJIIMHUYECKUX UCHBITaHUN (Mcciie/loBaHUN) TpeOOBaHMSIM JIOJDKHEI OBITH
yKa3aHbl CpPOKH IPOBEJEHMsI HCIBITAaHUM, TPYMIBl MAIlMEHTOB, KOTOpbIE
MPUMEHSUTA U3Jlene, 1eH, 337aud NpOBENeHUs] MCTBITAHUM, U KPUTECPUU
BbIOOpa  TAIMEHTOB  [JJI  OMpPENEIeHHOr0  MEIHMIIMHCKOrO  H3JIEsIus,
BBISIBJICHHBIE HEOJIAronpHusITHBIC COOBITHS, BHJl IPOBEICHHBIX HCIIBITAHUIA,
BCE IOJYYEHHBIE CTaTUCTHUECKUE JIaHHBIE, MATePUAJIbl U METObI, KOTOPhIE

OBLITH MCIIOJIL30BAHbBI, HAaMMEHOBaHHS MCIHUIIMHCKHUX opraHmaum‘/i, B
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KOTOPBIX IIPOBOAMJIMCE UCIIBITAHUSI U JIpyrast HHPOPMAIHSI B COOTBETCTBHHU C
MEX[yHapOIHBIMH TPeOOBAHUSIMH 10 HAJUIEKAIIEH KITHHUIECKOU MPAKTHKE,

g mokazatenbeTBa APPeKTHBHOCTH M 0€30MACHOCTH MEIULUHCKOrO
M3JeIUsl HE MOTYT OBIThb HpPeAOCTaBACHBI OT3LIBBI M3 MEJUIMHCKUX
opraHu3zaiui 0e3 npeaocTaBIeHHs] COOTBETCTBYIOMUX KIMHUYECKUX JaHHBIX
B COOTBETCTBUU € MEXKIYHAPOIHBIMH TPEOOBAHUSIMH.

II. Knunuyeckue JaHHbIE, TOMYYEHHBIE IS APYTOro MeIUIIMHCKOTO
U3eus

B cinyyae Hanmuuus KIMHUYECKUX JaHHBIX MO APYTOMY METUIIMHCKOMY
U3IEMI0O Takue JaHHbIE MOTYT IPHHITEI K PAacCMOTPEHHIO  JIs
JIOKa3aTeNbeTBa 9PPEKTUBHOCTH B O€30IaCHOCTH PETUCTPHPYEMOTO U3/IEII s
TOJBKO IIpU NPEACTaBIEHHUHM [JOKA3aTeJbCTB €ro  HKBHBAJIEHTHOCTHU
3asBJIIEMOMY MEIHMLIMHCKOMY H3/CTHIO TPH OJHOBPEMEHHOM BEINOJIHEHUH
CIIEAYIOIINX YCIIOBHIA:

a) paccMaTpUBaeMble MEAMLMHCKHE W3JeNUs HMEIOT OJMHAKOBOE
Ha3zHAUYeHHE,

0) TexHHYeCKHE U OUOJIOrHYECKHe XapaKTePUCTHKH PacCMaTPHUBAEMBIX
MEIUIMHCKUX M3JEIHiA OJUHAKOBBl B TOH CTeNmeHH, KOTOpas rapaHTUPYyeT
OTCYTCTBHE pa3jIMyuil B UX KIMHUYECKOH 3(pheKTHBHOCTH B 0€30IMaCHOCTH.

OKBUBAJICHTHOE  MEJMIIMHCKOE H3JeNine, KIMHUYECKHe JIaHHbIE
KOTOPOI'0 UCHOJB3YIOTCS JJisi 0OOCHOBAaHHUS KIMHHUYECKOM O€30MacHOCTH M
3] dexTUBHOCTH, MOXKET OBbITh HE 3aperucTpupoBaHo Ha Tepputopru Corosa.

TpeboBanust k 00beMy U CTENEHHU JIeTATU3AIHH KIHHHUECKUX JJaHHBIX,
II0JIyYEHHBIX ISl SKBUBAJICHTHBIX MEJUIIMHCKUX H3ICIHUH T€ YK€E, YTO U UL
KJIMHUYECKUX JaHHBIX PErUCTPUPYEMOTO MEIULIUHCKOIO U3/IEIHS.

OT3bIBBI M3 MEJIUIMHCKUX OpraHuzaiuii  0e3 npegocraBieHus
COOTBETCTBYIOIIMX  JAaHHBIX B  COOTBETCTBHH C  MEXKIYHAPOIHBIMH

TpeOoBaHMsIMU He OyJlyT NPHHSTHI K paccMOTpeHHio. B mpenocrapiisiemMbIx
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KIMHUYECKUX JIaHHBIX JIOJDKHBI OBITh yKa3aHBl CPOKH ITPOBEICHHUS
WCIBITAaHUN, TPYyINIbl IAalMEHTOB, KOTOpBIE NPUMEHSIIA H3JeIue, LeJH,
3aJja4M POBEAEHMS UCTIBITAHHUH, KpUTEpHUHU BHIOOpA MAIMEHTOB, BEISIBIICHHBIE
HeOJTarompusiTHeIE  COOBITHS, BHUJ  TIPOBEICHHBIX  HCIBITAHHM,  BCeE
[OJIyYeHHBIE CTAaTUCTUYECKHUE [aHHbIE, MaTepuajbl U METOMIBl, KOTOpHIE
OBUTM HCTIONB30BaHbl, HAUMEHOBAHUS MEIMIIMHCKHUX OpraHu3aluid, B
KOTOPBIX ITPOBOJUINCH UCIIBITAHUS U ApyTas HH(QOpPMAILHs B COOTBETCTBHH C
MEXKIYHApOIHBIMU TPeOOBaHUSIMU MO HAAJIEKAIEH KITMHUYECKON MPaKTHKE.

B cnyuae npemocTaBieHus MyOJUKaluil ¥ KIMHUYECKUX MaHHBIX IT0
OpyroMy MEIUIIMHCKOMY H3JENHUIO0 U IPU STOM JaHHBEIE OBUIM IOJy4YeHHBIE
IIPU IIPOBEIECHUH KIMHUYECKUX UCIBITAHUN B FOCYJApCTBaX, HE SBIISTFOIUXCS
yienamu  Coro3a, To mpepoctaBisemas HHOpMaUus MO  JPYroMy
MEQUIUHCKOMY H3JE/IUI0, B TOM YHCIIe JOJDKHA COOTBETCTBOBATH MOJITYHKTY
1 mynkra 19 HaCTOSAIUX METOAUYECKUX PEKOMEH IALIHA.

B ciydae eciu B OTYETE O KJIMHUYECKOM JI0Ka3aTelIbCTBE
UCIIOJIB3YIOTCS KIMHUYECKHE [aHHBIE, IIOJIyYEHHBIE IIPU KIMHUYECKHX
(KIIMHUKO-1a00PATOPHBIX) HCHBITAHUSIX PErHCTPUPYEMOTO MEIUIIMHCKOIO
M3eNKs, TO MPOrpaMMa M OTYEeT O KJIMHUYECKOM (KJIMHUKO-1a00paTOpHOM)
HCIBITAaHUH (MCCIe0BAaHNN) BKITIOYAIOTCS B MaTepUalIbl OTUeTa
III. MeguuuHcKkue U3AEIUs KIIaCCOB IIOTEHI[MAJILHOIO PUCKA TPUMEHEHUS

3, 26 ¥ UMIIJITAHTHPYEMBIE, KPOME MEIUITMHCKUX H3ISITHH I JHATHOCTHKH
in vitro

ObocHoBaHMe KJIMHMYECKOW O(O(EKTHBHOCTH H  0e30IacHOCTH
MEIUIMHCKUX U3JIeTTHH KJ1acCOB MOTEHIIMAIBHOTO PUCKA IIPUMEHeHus 3, 20 u
UMIUIAHTHPYEMBIX ~ JTOJKHO OCHOBEIBATBCST Ha KIMHUYECKHUX JIAHHBIX,
MIOJIyYSHHBIX MPH MPOBENCHUU KIMHUYECKUX HUCIIBITAHUM (HCCieloBaHuii),
KOTOpBIC JIOJIKHBI TMPOBOJIUTLECS B (OpME MHOTOICHTPOBBIX HCIBITAHHM

(uccrenoBaHuit).



PekomennyemMoe  KOMMYECTBO MEAMLUMHCKUX  OpraHW3aluid  JyIs
IIPOBEIEHUS] MHOTOLIEHTPOBBIX HCIIBITAHHH B 3aBUCHUMOCTH OT KJIACCOB
[IOTEHIIMAJIBHOTO pHUCKA I[PHMEHEHHS: HE MeHee Tpex MEeIUIHHCKUX
OpraHu3alliil Ul Kjacca [OTEHUUAJIbHOIO pHUCKAa MNPUMEHEHHsS 3 H
UMIIJIAaHTUPYEMbIX MEAUIIMHCKUX W3EIHI.

a) B cimyuae, ecnu KIMHWUYECKHE WCIBITaHUS (UCCIIEIOBAHMS)
npoBefeHsl 10 1 suBaps 2016 roga (o gare nocieHero BU3UTa MOCIEIHEr0
MalyMeHTa WM CcyObeKTa HCHBbITaHWs (UCCIIeOBAHUS)) I IPOJOJDKAIIN
BBINIOJIHATBECSL MO COCTOsIHUIO Ha 1 sHBaps 2016 roma (mpu 3aBepleHHOM
HaOope MalUEeHTOB) M NPOBOJWJIMCH OTH HUCHBITAHUS HAa TEPPUTOPHIX
rocyrapctB - uieHoB (Coroza, TO pe3yJibTaTbl MCHBITAHUA MOTYT OBIThH
IOPUHATEL K PACCMOTPEHHUIO MPU YCJIOBUH, UTO KIMHHYECKHE HCITBITAHHS
OBLIIM ITPOBEAECHBI B COOTBETCTBUH C 3aKOHOJIATENHCTBOM TOTO FOCYIapCcTBa -
yieHa Coro3a Ha TEPPUTOPUH KOTOPOTO MPOBOAMINCE UCTIBITaHus. [Ipu sTOM
LIEHTPBl, B KOTOPBIX MPOBOJAMJIMCE MCHBITAHUS NOJDKHBI COOTBETCTBOBATH
TpeOOBaHUsIM 3aKOHOAATENLCTBA TOro rocygapcrBa - uieHa Coro3a Ha
TEPPUTOPUU KOTOPOTO MPOBOIAUINCH UCIIBITAHUS U HE 00sI3aTENBHO JIOJIKHEI
OBITH BKJIIOYEHBI B IepeueHb OpraHu3alyii, UMEIOIIMX IPaBO TMPOBOANTH
UCHBITaHUSl  (MCClIeOBaHUS) MCIULIUHCKAX M3JeNud B  IeIIX HX
peructpauuu B COOTBeTCTBUU [IpaBwyiaMu TpoBeleHHMS KIMHMYECKHX U
KJIMHUKO-1a00OpaTOPHBIX ~ UCHBITAHMM  (MccleqoBaHUN) — MEIUIIMHCKHX
u3zienuii, yresepxaeHubix Pemennem Coera EBpa3suiickoil S5KOHOMUYECKOMH
komuccun oT 12 despans 2016 r. Ne 29 (manee — IlpaBuna npoBeneHus
KJIMHUYECKUX UCIIBITAHUH ).

Takue wucnbITaHUs JODKHBI OBITH OQOPMIIEHBI B BHJE OTYETA O
KJIMHAYECKOM MCIBITAHUM  MEJMIIUMHCKOTO M3JIeJIUS B COOTBETCTBHM ¢
[IpaBunamMu TMPOBEIEHUS] KIMHUYECKUX HUCHBITAHUHA U YTBEPXKJIEHEI

MeIUIUHCKON OpI“aHI/ISEiU\I/IEﬁ M3 ICpCcUHA OpFaHHSHHHﬁ, UMCHOIIUX TIPaBO
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MIPOBOJIUTH MCHBITAHUSI (MCCIAENOBAHMS) MEIUITMHCKUX H3MIEIHI B MEIIX HUX
peructpauud B cOOTBeTCTBUMM ¢ [lpaBunamu mpoBeneHUs] KIMHUYECKHX
VCIIBITAHUH.

B ciyyae mpaBUIIBHOTO M TMOJHOTO OQOPMIIEHHS YKA3aHHOTO OTYeTa
MOBTOPHOI'O MPOBEICHUS KIMHUYECKHUX HCIBITAHWK He TpeOyeTcs TOJBKO B
cilyyae, ecau ObUIM MPOBEE€HBI MHOTOLIEHTPOBBIE KITMHUUECKHE UCTIBITAHHUS.

©6) B cnydae, ecnum KIMHUYECKHE HCIBITaHUS (UCCIIEIOBAHMS )
npoBeneHsl 10 1 sHBapsa 2016 roga (1Mo gate mociaeqHErO BU3UTA MOCIIEHETO
narnpeHTa Wid cyObeKTa HCIBITaHus (MCCeJO0BaHHUs)) WM TPOAOSIKAIH
BBIIIOJHATECS MO cOCTOsHUIO Ha | sHBaps 2016 roma (mpu 3aBeplIeHHOM
Habope MalNUeHTOB) M TPOBOJWINCH 3TH HCHBITAHUS HA TEPPUTOPHSIX
rocy1apceTB, He sBistomuxcest wieHamu Coro3a, TO pe3yJibTaThl MCIBITAHUN
MOTYT OBITH MPUHATHL K PACCMOTPEHHUIO MPH YCIOBHUM, YTO KIMHUYECKUE
UCMBITAHUSL OBUIM TPOBENEHbl B COOTBETCTBHH C PEKOMEHJAIUSIMH
MexnyHaponHoro ¢opyma peryistopoB MeguiuHckux uzaenuii (IMDRF) u
JIOJKHBI COOTBETCTBOBATh MOAMYHKTY «0O» mnoanyHkrta 1 myHkra 19
HACTOSIIINX METOANYECKUX PEKOMEHIALIUH.

Takue HCHOBITAaHUS [JOJKHBEI OBITH O(QOPMIIEHBEI B BUIE OTYETa O
KJIMHUYECKOM WCIBITAHUH MEIUIUHCKOTO M3/IeNIUsl B COOTBETCTBHH C
[IpaBumaMy TpOBeACHHUS KIMHUYECKHX HUCIBLITAHUH U yTBEPXK/ICHBI
MEAUITMHCKONW OpraHu3aleld W3 IepedHs OpraHu3alldii, UMEIUIMX IMpaBo
IIPOBOJUTH UCTBITAHUS (MCCIEIOBAHMS) MEIUIIMHCKUAX H3IENUN B LEJSAX HX
perucTpanuyu B COOTBETCTBMM ¢ llpaBmiiaMu mTpoBENEHUs] KIMHUYECKUX
VCIIBITAHUH.

B cimyuae mpaBUILHOTO W IMOJIHOTO O(OPMIICHUS YKa3aHHOI'O OTYeTa
IIOBTOPHOI'O MPOBEJEHNS KIMHUYECKUX UCIBITaHUN He TpeOyeTcsl TOJBKO B

ciiyuae, €CJIv OBILIH POBEACHBI MHOT'OICHTPOBBIC KIIMHHYCCKHE UCILITAHHA.



B) B caywae, ecium xiIMHUYeCKHe MCIBITaHUsI (HCCIENOBAHMS)
MHUIMKMpoBaHel nocyie 1 sHBaps 2016 roma, TO pe3yJbTaThl HUCIBITAHUI
MOTYT OBITh MPHHSATHl K PAacCMOTPEHHUIO MpPHU YCIOBHH, YTO KIHHHYECKHE
HCTIBITAaHUSl OBLTH TPOBEJCHBI B COOTBETCTBHHU ¢ lIpaBmiiaMu mpoBeneHHS
KIIMHUYECKUX MCIBITAHUK, MPU OTOM OAHO W3 KJIMHUYECKHUX HCIIBITAHUN
(uccnenoBaHuil) TOMKHO OBITH MPOBEAEHO B OJHOM M3 TOCYHAApPCTB - YWICHOB
Coro3a.

Takue ucnBITaHUS TOTKHEL OBITH IPOBEAEHEI TOJBKO B COOTBETCTBUH €
[IpaBunamMu 1poBeAeHHs KIMHUYECKHX HUCIBITAHUH W KIMHUYECKHE
UCIIBITaHMS, KOTOPBIE MIPOBEJEHEl B OQHOM M3 rocyaapcTB - djieHoB Coro3a
JOJDKHBI OBITH TPOBEAEHBl B MEIULMUHCKAX OpraHU3alUsX W3 TepedHs
OpraHM3alyi, UMEIOLUX I[PaBO IPOBOAUTHL HCHBITaHUS (HCCIEI0BaHUSA)
MEQUIUHCKUX H3AeNUid B LeNsIX HX perucrpalud B COOTBETCTBUH C
[IpaBunamu npoBeIeHUs] KIMHUYECKUX UCTIBITAHUH |

B cnyyae ecnu oguH M3 LEHTPOB, TJe MPOBOAWINCH KIMHHUYECKHE
UCIIBITAHUSI HAXOJIUTCS Ha TEPPUTOPUM TOCYNApPCTBA, HE SBIISIOLIEIOCS
yieHoM Coro3a, TO pe3ynabTaThl HCHOBITAHUA MOTYT OBITh HPHHATH K
PacCMOTPEHHUIO TMPH YCIOBHHM, YTO KIWHHYECKHE UCIBITaHUs ObUIH
IIPOBENIEHB! B COOTBETCTBUH C peKoMeHIauusMu MexayHapojHoro Gopyma
perynsatopoB Menuuuuckux uznenuit (IMDRF) u noymkHBI COOTBETCTBOBATE
NOJIMYHKTY «O» moanyHkra 1 mnyHkTa 19 HacTOSIMX METOIUYECKHX
PEKOMEHTAIUH.

Bce pe3ynpTaThl KITMHUYECKUX UCIBITAHUN TOJKHBL OBITH O(DOPMIIEHEBI
B BHJIE €IMHOTO OTYEeTa O KIIMHUYECKOM HCIBITAHUN MEIUIUHCKOTO M3JIEIIHs
B cooTBeTcTBUU ¢ [IpaBuiamu npoBegeHust KITMHUYECKUX UCTIBITAHUH,

[Ipy 1mpoBefeHUHM  MHOIOLEHTPOBLIX — KJIMHHYECKHUX  HCIBITAHHUH

(uccnemoBaHuii) cocraBisieTcss OOIMMI  OTYET, KOTOPBIA JOJDKEH OBITh



HOANKMCAH  HCCIAeAOBATe/sIMM M PYKOBOJIUTENSIMH — MEAMITMHCKHX
OpraHu3alyil 1 yTBep:KJaeH KOOPAUHATOPOM-HUCCIIEI0BATEIIEM.

s MequUUHCKUX u3aenuit 20 u 3 kiacca pucka U UMIUIAHTHPYEMBIX
B OTYET O KJIMHUYECKOM Jl0Ka3zareiabcTBe 3()(PEeKTUBHOCTH U OGE30MacHOCTH
MEIULMHCKOIO  M3AENUs BKIIOYAETCS IUIaH  IOCTPETHCTPALMOHHOTO
KJIUHUYECKOIO MOHHTOpPHUHTA B COOTBETCTBUH ¢ I[lpaBuiamu mnpoBeaeHHUs
MOHUTOpHUHTa 0e30MacHOCTH, KadecTBa M S(PPEKTUBHOCTH MEIUIMHCKHX
uznenuid,  yrBepkaeHHeiMu  Pemennem  Komnermum — EBpasutickoii
3KOHOMHUYECKOH KoMuccuu oT 22 nekadbps 2015 r. Ne 174 (manee — IlpaBuiia
MPOBEJIEHUs] MOHUTOPHUHTA).

[Inan MOCTPerucTpalMOHHOIO KIMHUYECKOTO MOHUTOPHHTA IOJDKEH
cojiepkatb (B cooTBeTcTBUM ¢ TNyHKTOM 20 IlpaBun mnpoBepeHwus
MOHHUTOPHHTIA):

a) LleNX U 3a7iaud TIOCTPETUCTPAIIMOHHOTO KITMHUYECKOTO MOHHTOPHHTA
C y4eTOM  HUMEIOUMXCS ~ KIMHUYECKUX  JaHHBIX, CHeHU(pUIECKHX
ocobeHHocTell 1 GakTOpOB pucKa, CBSI3AHHBIX C MEAMIIMHCKUM U3JIETHEM;

0) cxeMy MOCTPETUCTPALUMOHHOTO KIIMHHYECKOTO MOHUTOPUHIA, B TOM
yrciae o0OCHOBAaHHME METOJIOB (CrOcOOOB) TOJNYYEHHS W CTATHCTHUECKOIO
aHalM3a KJIMHUYECKHUX JIAHHBIX, BHIOOpa HCCAeAYeMOH  IOIMYJISILINH,
KPUTEpPUEB BKIIOUEHHUs (MCKIIOYEHMS) W MHHHMAJIBHOTO KOJIMYECCTBA
CyOBEKTOB B TpYMIEe HCCIEAOBaHHS W, TAe TPUMEHHMO, HeOOXOIHUMOCTE
BKJIFOUEHUS B MCCJIEIOBAHKE TPYIIN CPABHEHMUS.

B miane mocTperucTpallMOHHOTO KIMHUYECKOTO MOHUTOPHHTA TaKIKe
YKa3bIBAKOTCS CPOKM ero mnpoBesieHHs. OTUeThl O TOCTPErHCTPallHOHHOM
KJIMHUYECKOM MOHHUTOPHHTE 0e30TacHOCTH U 3(PPEKTHBHOCTH MEIUIIMHCKUX
U3JIeNIMM, TpejlocTaBisieMble B COOTBeTCTBUM c llpaBumamu mnpoBepeHus
MOHMTOpPHHIA, OYJIyT Tak)e OIEHUBAThCS Ha TMPEAMET COOTBETCTBHS

3asIBJICHHOMY InpH pErnucTpali rany MOCTPETHCTPALIHOHHOTO
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KJIHHAYeCKOro  MoHutopuHra. Ilpu  HeoOxomguMocTH B IUIaH
IIOCTPETUCTPALMOHHOIO  KIMHAYECKOTO MOHHUTOPHHTA MOTYT BHOCHTBHCS
COOTBETCTBYIOIIME M3MEHEHUS B  paMmMKax akTyalu3allH  JIaHHBIX,
COJIEPIKALIUXCS B PETUCTPALHOHHOTO JIOCKE.
IV. O6ocHoBaHHe KITMHUYECKOH A3 PEKTHBHOCTH 1 GE30MIACHOCTH
MEMUMHCKHUX U3MIETUN Ui AUArHOCTHUKH in vitro

OOGocHoBaHMe  KIMHHYECKOH 3()(hEeKTHBHOCTH M 0e30MacHOCTH
OCHOBBIBA€TCS  Ha  ONpENEJIeHHH  WIM  IONTBEPXKICHHH  HAyuyHOU
ODOCHOBAaHHOCTH aHAJMTa, AHAIUTHYECKOH OSGQEKTUBHOCTH H, TIIe
IIPUMEHUMO, KIMHUYECKOH 3()(MEKTHBHOCTH MEIMIMHCKOIO H3AeNus s
JUAarHOCTMKM In  Vitro IpH ero HCHOJb30BaHHM II0 HA3HAYEHUIO,
YCTaHOBJIEHHOMY IIPOM3BOAMTENEM, W IPOBOAUTCS B COOTBETCTBHH C
pasnenom VII ITpaBuin npoBeneHus KIIMHUYECKUX HCIIBLITAHUNA.

JUis  MeIUIMHCKMX H3JeNud Ui JUArHOCTHKM in  Vvitro HeT
HEOOXOAUMOCTH TPOBEIEHUS] MHOTOIEHTPOBBIX HCIBITAHUN, a TaKKe HeT
00513aTeNILHOCTH IPOBEACHHSI UCTIBITAHUI B OHOM M3 TOCYIAapCTB - YIE€HOB
EBpasuiickoro 5KOHOMHYECKOI0 COI03a.

PesyinbraTel npoBeAeHUS KITHHUKO-1a00paTOPHBIX UCIBITAHHH JOHKHEL
ObITE 0)OpMIIEHBI B BUZIE OTUETa B COOTBETCTBHH ¢ [IpaBuiaMu nposeeHus
KIIMHUYECKUX UCIIBITAHUH.

B cayuae ecnmm B oTueTe O KIMHHYECKOM JIOKA3aTENILCTBE
HCIIOJIL3YIOTCA  KIMHWYECKHE JaHHbIE, MONyUYeHHBIE IIPU  KIMHUKO-
J1abOPATOPHBIX UCMBITAHUAX PETUCTPHPYEMOIO MEIUIMHCKOTO W3JCNHS, TO
[IPOI'paMMa M OTYET O KJIMHUKO-Ja00PAaTOPHBIX HUCIBITAHUAX BKIIIOUAIOTCS B
matepuanbl  ordera. Ilpu npoBeeHUHM  MHOTOLIEHTPOBBIX  KJIMHUKO-
1abopaTOPHAIX MCIBITAaHUN COCTAaBISIETCS] OONIMHA OTYET, KOTOPHIH MOIDKEH
OLITL TOAIMCAH MHCCIEJ0OBATENIIMH U PYKOBOAMTENSIMH MEIULIMHCKHX

OpraHu3aluil U yTBEPXKJIEH KOOPAUHATOPOM-HUCCIIEIOBATENIEM.
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Jlns noxaszarenscrBa 3()(MEKTUBHOCTH U GE30MACHOCTH MEIHITMHCKHX
U3JIeITHN U MEAUIIMHCKUX M3IENUH 171 AUarHOCTHKHY in Vitro Kjiacca pucka
20 W 3 [IOCTAaTOYHO IIPOBENCHHE KIHHHKO-Ja00paTOPHBIX MCIBITAHUI B
OZHOW MEIHUIMHCKOH OpraHM3alliy, OJHAaKO MPOH3BOJAMTENL BIPABE

IIPOBOAXUTE MHOTOIICHTPOBEIC KHHHHKO-H&(SOpaTOpHHe HUCIIBITaAHKA.




