COBET EBPA3HICKON 3 KOHOMHNYECKON KOMUCCHUHU

PELLIEHUE
ot 12 ¢eBpans 2016 roxa N 27

006 yrBepaxkaenun O0mux Tpe6oBaHuii 6e30nacHOCTH U I PeKTHBHOCTH MeTMIIHHCKUX W3/1eHid,

TPeOOBAHUIT K MX MAPKHPOBKE M IKCILIYATAIMOHHOI JIOKYMEHTAIMH HA HUX

B coorBerctBuum ¢ nyHkroM 2 crated 31 JloroBopa o EBpasuiickoM SKOHOMHUYECKOM CO103e OT 29 Mas

2014 ropa, nyHKTOM 2 cTaThd 3, NyYHKTOM 4 cratbd 4 u nyHkToM 4 crtatey 7 CorjameHusi O €IUHBIX

OpUHOUIIAX W IIpaByjIax 06DaI_IIGHI/I${ MEIUIMHCKUX M3JISIIUNA (I/ISZ[eJ'II/Iﬁ MCIMIMHCKOI'O Ha3HAa4YCHUSA U

MEIUIIMHCKON TEXHUKH) B pamkax EBpasMiicKOro 5SKOHOMHYECKOI'O coro3a oT 23  nekabpss 2014

roga, nyakramu 104, 108 u 109 mpunoxkenuss N 1 k Pernmamenty pa®orsl EBpasuiickoil 9KOHOMUYECKOM

KoMuccuy, yTBepkaeHHoMy Pemenuem Briciiero EBpa3uiickoro 35KOHOMHMYECKOrO coBeTa OT 23 nekadps

2014 roma N 98, u Pemenuem Briciiero EBpasuiickoro skoHoMuueckoro cosera ot 23 nexadpst 2014 rojga

N 109 "O peanmmzaruu CornanieHust 0 €UHbBIX OPUHIMNAX U IIPABWIaX 00palleHus MEAUIMHCKAX U3IEIIUI

(I/ISZIGJ'II/Iﬁ MEJIMITMHCKOI'O0 HAa3HAYCHUS U MEJIMITUHCKON TCXHI/IKI/I) B pamkax EBpa3suiicKOro 3KOHOMHYECKOIO

coro3a" Coser EBpa3uiickoil 5KOHOMHYECKOI KOMUCCHU

perun:

1. YrBepaute mnpuiaraeMeie OOIue TpeOoBaHMs 0E30MACHOCTH W IPPEKTHUBHOCTU MEIUIIMHCKUX

PI3Z[CJ'II/Iﬁ, TD66OB3,HI/I$I K MX MapKHPOBKEC U SKCHHVaTaHHOHHOﬁ JOKYMCHTAIIMKU HA HUX.

2. Hactostmee Pemienue BCTYNACT B CUJTY IO MUCTCUCHUN 10 KaJICHAapHBIX JIHEH C J1aThl BCTYIIJICHUSA B

cuiy Ilporokona, noamucanHoro 2 pekadbps 2015 ropma, o mpucoenuHeHuu PecryOnuku ApMmeHus K

CorylalieHu0 0 €AUHBIX IPUHIMIAX M [OpaBUjIax oOpalleHus MEIMIMHCKUX HM3AeNui  (M3aenuil

MEIUIIMHCKOI'0 HAa3HAYCHUS U MEJIMIIMHCKON TeXHI/IKI/I) B pamMKkax EBpa3suiicKOro 5KOHOMHUYECKOI'O COK3a OT

23 nexabps 2014 rona, HO He paHee 4yeM IO HcTedeHHM 10 KajeHAApHBIX AHEH ¢ JaThl O(UIMAIBLHOIO

0Hy6J’II/IKOBaHI/Iﬂ HacTosero Pemenus.

Unens! Coera EBpasuiickoii

YKOHOMUYECKONH KOMHUCCHH:

Ot PecryGiuku
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B.I'aGpuensu
Ot PecriyGnuku
benapycs

B.MarromeBckuii

Ot PecniyGuuku



Kazaxcran

b.Carunraen
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N.1yBanos

YTBEPXIEHbI

Pemenuem CoBera

EBpasuiickoii 92KOHOMHY€CKOi KOMHCCHH

ot 12 ¢peBpans 2016 roga N 27

Oo6mue TpedoBaHus 0e30MacHOCTH U Y(PPeKTUBHOCTH MeTUIIHHCKUX U3/e/IUil, TPeOOBaHUS K HX

MAapKHPOBKeE H IKCIIyATAIHOHHOM JOKYMEHTAIMH HA HUX

1. O01mme monoKEeHUs

1. Hacrosmue OOmue TpeGoBaHus pa3paboTaHbl B COOTBETCTBUU ¢ IYHKTOM 2 cTaThi 31 JloroBopa o

EBpasuiickoM 3koHOMHYECKOM co103e oT 29 mast 2014 roma, MyHKTOM 2 CTaTbM 3, NYHKTOM 4 CTaTbH

ﬂ U IIYHKTOM 4 crater 7 CorjameHusi 0 CIMHBIX OpUHOMIIAX W IIpaBUjIax 06DaHIeHI/I$[ MCIAUIIMHCKHX

I/I3,H€J'II/II71 (I/IS,HGJ'II/Iﬁ MEJUIIMHCKOTO HAa3HAYEHHS] W MEIUIMHCKON TeXHI/IKI/I) B paMKax EBDaBHﬁCKOFO

HKOHOMMYECKOr0 coro3a 0T 23 nekabpsa 2014 roga u ycraHaBiaMBaroT oOliue TpeOoBaHUs 0€30IaCHOCTU U

3(1)(1)6KTI/IBHOCTI/I MEAUIIMHCKUX H3,£[eJ'IPII>1, a TakKxKe Tpe6OBaHI/I$I K MapKHpOBKEC H 3KCHJ’IyaTaIIPIOHHOfI
JAOKYMCHTAIlUM Ha MCAUIUHCKUC U3/CJIMs, BbIIIYCKAaCMbIC B 06pameHI/Ie B paMKax EBpa3HfICKOFO

YKOHOMHYECKOTO coro3a (nanee - Coro3).

2. I[J'If{ uenel‘/i HACTOAIIMX O6IJ.[I/IX Tpe60BaHHfI HUCHOJIb3YKOTCA IOHATHS, KOTOPBIC O3HA4YaroT

cJeayromee:

"aKTUBHBIC MEAUIUMHCKUEC I/I3HCJ’II/I${" - MCIUIHHCKHUC U3ACIUA, HNPUMCHACMBIC OTACIbHO WIHW B
CO4YCTaHUuM C APYrUMHA MCOUIUHCKUMU U3JACIUSAMU, OIS I[efICTBPI?I KOTOPBIX HCO6X0)II/IMO HCIIOJIb30BAHUEC

SHEpruu, OTJIUYHOH OT HpOI/ISBO,HPIMOfI YCJIIOBECKOM, UJIM CUJIbI TSIKECTHU.

MCZ[I/IHI/IHCKI/IG uzaeius, MNnpeAHasHa4CHHBbIC I IIEpeAadrd SHEPruu WK BCHICCTB OT AKTUBHOI'O

MCIULUMHCKOI'O U3ACIHA K II0JIb30BATC/IIO 0e3 ux CYHICCTBECHHOTO HM3MCHCHMUS, HC SBJIAIOTCSA aKTHBHBIMHU



MEIUIMHCKUMU u3AeIusIMH. CaMOCTOSATEIbHOE porpaMMHOC obecrieyeHme paccMaTpUBacCTCA KaK aKTUBHOEC

MCIUIHUHCKOC U3CIINC,

"0e30MacHOCTh MEIUIIMHCKOTO HW3JeNus" - OTCYTCTBHE HEIOMYCTUMOI'O pHCKA, CBA3aHHOTO C

NPUYMHECHHEM Bpe/ia )KU3HHU, 3J0POBBIO YEIIOBEKA, a TAKXKE OKPYIKAIOLICH cpere;

"MHCTPYKLMS TIO MPUMEHEHHUIO" - SKCIUTyaTallMOHHAs JOKyMEHTAllMs, COJepikaiias HHGOPMAIHIO,
MPEOCTAaBIsIEMYI0  IIPOM3BOJUTENIEM IOJH30BATENI0 OTHOCHTENBHO HA3HAUCHHUS, HAMIEKAIIEro MU
6€30MacHOro HMCHONIb30BAHUS MEIULIUHCKOTO H3JETHs, KOTOpas MOXKET BKIIOYaTh B ce0s B TOM 4HUCIE
PYKOBOJICTBO IO JKCIUTyaTallH, METOAUKY MEIULMHCKOTO MPUMEHEHHs, 1acopT, GopMysp, HHCTPYKIHU
[0 MOHTaXy, HalaAKe, TEXHUYECKOMY OOCIYXKHMBAaHHIO, DPEMOHTY, TpPAaHCIIOPTUPOBKE, XPAHEHUIO,

YTUIU3auH MEAUIUHCKOI'O U3ACITUA;

"MEIMIIUHCKAE M3JIENIUS JUIs TUArHOCTHKH in Vitro" - JroOble MHCTPYMEHTBI, armapaThbl, TPUOOpHI,
00opyaOBaHKe, MaTepHallbl, PEAarcHThI, KaJIHOPaTOphI, KOHTPOJIBHBIC MAaTepUaibl M I[POYHE H3ICIH,
NPUMEHSICMBIC B MEAMIMHCKUX ILEJSIX OTHACIBHO WIM B COYETaHHH MEKAy COOOH, a TakKe BMECTE C
NPHHAUICKHOCTSAMH, HCOOXOAMMBIMH Ul NPUMEHEHHS] yKa3aHHBIX M3JICIHH 10 Ha3HAYCHUIO (BKIIOYAs
CIelMaIbHOE MPOrPaMMHOE 00ECIICUCHHE), M IPeIHa3HAYCHHBIC NMPOU3BOAUTENICM ISl IPUMCHEHHUS TPU
HCCIICIOBAHUAX 1N Vitro 0Opa3ioB OMOJOTMUYECKMX MAaTEpHANIOB YeJIOBEKa JUIS TOIyYeHUs] WHPOpMAIH
OTHOCHTENIBHO  (DU3MOJOTHYECKOr0  WJIM  HATOJIOTHYECKOrO  COCTOSIHHUS, BPOJXKICHHOW — IaTOJIOTHH,
NPEIPACIONIOKEHHOCTH K OIPEICICHHOMY KIMHUYECKOMY COCTOSIHHIO WM OOJIE3HH, COBMECTHMOCTH
TKaHEH C MOTCHIHANbHBIM PELHITHECHTOM, IPOTHO3MPOBAHMS PEAKIUil Ha TEparneBTHYCCKHE BO3/ICHCTBUS,

BbIOOpa TEPaNEeBTHYCCKUX CPEICTB U (MIIH) KOHTPOJIS JICUCHHS;

"HeOnaronpusaTHoe  coObiTHe  (MHUUAEHT)" - Jr00as HEUCNPABHOCTH M (WJIHM)  YXYALICHUE
XapaKTePUCTHK, WM HapyIIeHHe ()YHKIMOHUPOBAHUS MEAUIIMHCKOTO M3/CIHUS, WK HEIOCTaTOUYHOCTh JIHOO
HEKOPPEKTHOCTh  COMPOBOAUTENBHONW HH(POPMAIMK (IOKYMCHTALMK) HAa MEJHUIMHCKOS W3JCIHe, WIIH
no0oYHOEe MeHCTBHE, HE YKa3aHHOC B HHCTPYKIUH [0 MPUMEHEHHIO, KOTOPHIC MPSIMO WM KOCBEHHO
MPHUBEJIH WK MOTJIM PHBECTH K CMEPTH WIIH CEPhE3HOMY YXYALICHUIO COCTOSIHHS 370POBbs [OJIb30BATEICH
WITH TPETHUX JIUL (IIPH 3TOM I10]] CEPbE3HBIM YXY/IIICHHEM COCTOSHUSI 3/I0POBbSI IOHUMAIOTCS OMACHOE IS
KU3HU 3a00JICBaHUE, CTOMKOE MopakeHne (YHKIMH OpraHU3Ma MM HEOOpaTHMOE MOBPEIKICHHE CTPOCHMUS
Tena, COCTOSIHHE, TpeOyrollee MEIHIMHCKOrO0 WM XHPYPrHYECKOr0 BMELIATENBCTBA C  LICJIBIO
NPEIOTBPAIICHHUSI OIIACHOTO ISl JKH3HH 3a00JICBaHMs, MM CTOMKOTO MOPaXeHUs (PyHKIIMH OpraHu3Ma, Wi
HEOoOPaTHMOro TTOBPEXKICHHS CTPOCHHS TeJa, COCTOSIHUE, TPEOYIOIee TOCIUTAIN3ALNN WIH 3HAYUTEIIBHOTO
YBEJIMYCHHUsI CPOKA NPEOBIBAHMS B CTAIIMOHAPE Y)KE TOCHHUTAIN3MPOBAHHOIO MALMCHTA, (DYHKIHOHAIBHOES

HapyIlIeHHe y 110/, ero THOeIb, BpOsKACHHAs! aHOMAIIHS HIIM POJIOBasi TpaBMa);

"HeKenaTeNbHOe CcoObITHE" - J000e HEXKEIaTeNbHOEe MEJUIIMHCKOE COOBITHE, HENpPOTHO3UPYEMOe
3a00JeBaHne JIMOO TOBPEXKICHUE WM HEKelaTelbHbIe KIMHMYECKHE MPU3HAKK (BKIIOYAs J1a00paTopHbIC
[OKa3aTeln, OTJAMYHBIC OT HOPMBI) Y IMOJIb30BATEICH WM TPETHHX JIHL, CBS3aHHBIX C HPHMCHCHHEM

MCIUIUHCKOT'O U3JCIINUAA;

"mosp30BaTeNp”" - TMAlMEHT, MEIUIMHCKHHA CICHUATUCT WK Jr0oe Japyroe (U3HYecKoe JIUIO,

MPUMCHAOINEC MCIAUITUHCKOE U3CTINE 10 HA3HAYCHUIO, OIIPCICTICHHOMY ITPOU3BOAUTCIIEM,

"3 PEKTUBHOCTh MEIUIIMHCKOTO HM3/eus" - COCOOHOCTh MEAMIIMHCKOTO H3/ICNUsI COOTBETCTBOBATH

Ha3sHA4YCHHUIO, OTIPCACIICHHOMY IIPOU3BOAUTECIICM.



I1. O6uue TpedoBanus 6e3onacHOCTH U I(PPeKTUBHOCTH, IPHMEHNMBbIE KO BCeM MeAULMHCKUM

U3ACJTUAM

3. MenuuuHCKHE W3IETHS MPOCKTUPYIOTCS M HW3TOTOBILIFOTCS TakuM 00pa3oM, dYTOOBl TpU
UCTIOJNIb30BAaHUM B YCIOBHAX W B ILEJAX, COOTBETCTBYIOIIMX MX HA3HAUYEHUIO, OIPEICIICHHOMY
MIPOM3BOJUTENEM, M IPU HEOOXOAMMOCTH C Y4Y€TOM TEXHHYECKHX 3HAHHUH, oIblTa, 00pa3oBaHMsS WIH
CTHeUUaIbHON TOATOTOBKH, KIMHUYECKOTO M (DPU3HUECKOTO COCTOSHHS IOJH30BATENsl OHU JIEHCTBOBAIN
COTJIACHO HAa3HAUEHHMIO, ONPEIeICHHOMY POU3BOUTENEM, H ObUIN OE30TaCHBI JUIS TTOJIb30BATENS U TPETHUX
JIMIL TIPH YCJIOBUH, YTO PUCK, CBA3aHHBIN C UX NIPUMEHEHUEM, SBIISETCS PUEMIIEMBIM IIPH COTIOCTABICHNUH C

TOJTB30H JIJIS TTOJTh30BATE]IS.

He JOITYyCKA€TCs OrpaHUYCHHUC B3aMMO3aMCHACMOCTH MCOHUIIMHCKHUX 363 (Sh107071 IIYTEM HCIIOJIBb30BaHUA

CIICUAJIBHBIX TCXHUYCCKUX WA ITPOTPAMMHBIX CPEACTB WIH APYTUMHA crocobamm.

4. PemieHust, NpUHATHIC MPOM3BOJMTENEM IPHU IMPOSKTUPOBAHUM W M3TOTOBJIECHUHM MEIUIIMHCKOTO
W3eNUs, JOJDKHBI COOTBETCTBOBAThH INPHUHIMIAM OE30MAaCHOCTH C Y4YeTOM OOIIETPH3HAHHOTO YPOBHS
pasButus 3HaHWHA. [Ipn HEOOXOAMMOCTH TPOW3BOIHTENH YIPABISET PUCKAMH TaKUM 00pa3oM, 4YTOOBI
OCTaTOYHBIM pHUCK, CBS3aHHBIH C JII000H OMACHOCTBIO, SIBISUICS MpPUEMIIEMBIM. [IpoM3BOAMTEND

PYKOBOJICTBYETCS CIICAYIOIINMH IIPUHIUIIAMH B MOPSIIKE IPUOPUTETHOCTH:

BBISIBJICHHC WM3BECTHON WM HpeZ[BHI[HMOﬁ OIMACHOCTH M OICHKa CBA3AHHBIX C HCIO PHCKOB,
BO3HHUKAKOIIMX IIPpA HCIOJB30BAHUU MEIWIOUHCKOrO H3ACIINA II0 HA3HAYCHHUIO W IIPpU IIPCACKA3yEMOM

HETIpaBUJIBHOM HCITOJIB30BaHUHA,

YCTpaHEHHE PHCKOB IIyTeM IPUHATHS COOTBETCTBYIOUIMX TEXHHYECKUX M TEXHOJIOTMUECKUX PELICHUI

IIPpU IPOCKTUPOBAHUU U U3TOTOBJICHUN MCOUIIMHCKOTO U3CIINA,

CHIDKCHHEC OCTAaTOYHBIX PHUCKOB NYTEM NPUHATHUA AACKBATHBIX 3alIATHBIX MEpP, BKIIOYAs CHUTHAJIBI

TPEBOTH;
nHPOPMHUPOBAHHE MOJIB30BATEINCH 000 BCEX OCTATOUYHBIX PHUCKAX.

5. MenmunuuHCKAe W3IENHsI MPOSKTUPYIOTCS, M3TOTABIMBAIOTCS M YMAKOBBIBAIOTCS TaKHM 00pa3oM,
YTOOBI UX JKCIUTyaTal[HOHHBIE XapaKTePUCTUKU U 2(QHEKTHBHOCTD HE HAPYIIAIUCEH ITPU TPAHCIOPTHPOBKE U

B IIPOIIECCE XPAHEHUS B COOTBETCTBUH C MHCTPYKIMEH 110 TPUMEHEHHUIO.

6. MenuuuHCKAE W3MeTUsT JOJDKHBI  ObITh  A(Q(EKTUBHBIMH TaK, KaK 5TO IPELyCMOTPEHO
MIPOM3BOJIUTEIIEM, U IOJDKHBI OBITH CIIPOEKTUPOBAHBI M M3TOTOBJIICHBI TAKHM 00pa3oM, YTOOBI B HOPMAIIBbHBIX
YCIIOBHMSAX JKCIUTyaTallid OHM COOTBETCTBOBAIM IIEJSAM IPUMEHEHHUS 110 HA3HAYCHWIO, ONPEAETICHHOMY

IIPOU3BOUTEIICM.

7. DKCIUTyaTallMOHHBIE XapaKTEePUCTHUKH U 3()(PEKTHBHOCTh MEAMIIMHCKOTO H3JETHsS HE TOJDKHBI
M3MEHSTHCS JI0 TaKOH CTENeHH, YTOOBI CTABHUThH IO/ yrpo3y JKU3Hb U 370POBbE IOJIB30BaTeNed U TPETHHX
JIMI] B TEUEHUE CPOKA IKCIUIyaTallH, ONPEAEICHHOI0 MPOU3BOAUTENEM, IIPH YCIOBHUHU, YTO MEAUIIMHCKOE
u3JieNue TMOoABepraeTcs BO3/eHCTBUAM, KOTOPhIE MOTYT BO3SHUKATh B HOPMAJIBHBIX YCIOBHUSAX 3KCILUTyaTallUH,

Y TeXHHYECKOE 00CITy’)KUBAHUE TIPOBOUTCSI B COOTBETCTBUY C HHCTPYKIIMEH MO IPHUMEHEHHIO.



8. Bce m3BecTHble M IpeAnosaraeMble PUCKH, BO3HMKAIOLIME IPU MCIIOJb30BAHUM MEIULIMHCKOIO
u3Aenus, 1 JI00ble HexenaTeabHble d3(Q(EKTH 0T TAaKOro MCIOJIB30BAHMS CBOIATCS K MUHHUMYMY M JOJDKHBI
ObITh TpPHEMJIEMBIMH TP  CONOCTABIGHMHM C MONb30H A IOJb30BaTEeNICH, TOJydyaeMoil  OT
[IPEyCMOTPEHHOI'O IPOU3BOJUTENEM JCHCTBHS MEAMLMHCKOTO H3JENIUsl INPH HOPMAJbHBIX YCIOBHUAX

OKCIITyaTaluu.

9. Hust KakIOro MEIMIMHCKOrO M3/eNHs IPEAOCTaBIsIeTCss HHGBOpPMAIMs, HEOOXOAuMas JUIst
UICHTH(HUKAIME 3TOr0 MEIUIIHCKOTO W3/ICNHs U ero MPOU3BOAUTEIIS, CTPAHBI MPOMCXOXKICHHS, a TaKKe
uHpOpMaIMs JUis  ToJb30BaTelss  (MPOQECCHOHANIBHOTO WM HEeNpo(eCCHOHAIBHOT0), Kacarollascs
0e30M1aCHOCTH ~ MEAMIMHCKOTO — W3/eNHs, ero (YHKIHOHAIBHBIX CBOWCTB M  JKCIUTyaTal[HOHHBIX
xapakrepucTuk. Takas nH(OpPMANUs MOKET HAXOIUTHCS HA CAMOM MEIHMIIMHCKOM M3/ICNIHH, Ha YIAKOBKE

W B UHCTPYKIUHU IO IPUMEHCHUIO.

10. Hocurens uHbopmanmu, ee (dopmar, colepKaHuE W PACIIONOKECHUE JOJDKHBI COOTBETCTBOBATH
MEIUIMHCKOMY W3AENNI0O, €ro Ha3HAUCHHWI0 M TEXHWYECKMM 3HAaHHSAM, OIBITY, OOpa30BaHHUIO WU

IMOJIFOTOBKE TI0JIb30BATEIICH.

Hocurens wuHpOpMamuu B KayecTBE OTPAHWYCHHUH TI0 IMPUMEHEHHIO, MPOTHUBONOKA3aHHUM, Mep
MPEOCTOPOKHOCTH WM TNPEAYNPEeKACHHS JOJDKEH COAEPXKAaTh CBEICHHMS 00 OCTaTOYHBIX pHCKaX,
CBSI3aHHBIX C MPUMEHEHHEM MeIULMHCKOro m3aenus. [lonstue "mpoTuBomokazaHus" HE MPUMEHUMO IS

MEIUIMHCKUX M3AEUN IS TUarHOCTHKH in Vitro.

11. Undopmanus, npeaycMOTpeHHas TyHKTOM 9 Hactosimux OOumx TpeOOBaHME, yKa3bIBaeTCsl Ha
MapKUPOBKE M B HHCTPYKLUH [0 MPUMEHEHHIO Ha PyCCKOM SI3BIKE, @ TAKXKE IPH HAJIMYUH COOTBETCTBYIONINX
TpeOOBaHUH B 3aKOHOJIATENHCTBE TOCYNApCTB-WICHOB Ha TOCYAAPCTBEHHOM SI3BIKE  (IOCYAAPCTBEHHBIX

S3bIKAX) TOCYJaPCTB-WICHOB.

Takas wuHpOpMAIUs MOXKET COAEPKATh CHUMBOJBI, YCTaHOBJIEGHHBIE MEXKIOCYAAPCTBEHHBIMU
CTaH/AapTaMH, a TAKKe YCTAaHOBJICHHBIE MEXIYHAPOAHBIMU CTAaHIApTaMH (TIPH YCIOBHH, 4TO OE30MaCHOCTH
MEAMLMHCKOT0 U3/EHs He HapYIIAaeTCsl B CBA3M C HEMIOHUMAaHUEM OT/ICJIbHBIMU MOJIb30BATENIAMH 3HAUEHHS

TaKUX CUMBOJIOB).

III. O61mme TpedGoBanus 6e3o0macHOCTH U 3(PPeKTUBHOCTH, MPUMEHUMbIE K MeIMIIUHCKUM U3JeJHsIM,

3a HCKJIIOYEeHHEM MeIUIIUHCKUX U3eJIUH NJIs1 JTMATHOCTHKH in vitro

1. Xumnueckue, puznyeckue u 0HoI0rNUecKHe CBOMCTBA MeIUIMHCKHUX H3/1eJ Uil

12. HpI/I MNPOCKTUPOBAHNN W U3TrOTOBJICHUHN MCEIUIUHCKUX u3aeuin 0c000¢ BHHUMaHHE JOJKHO

YACITATBHCA:
1) BI)I60py HCIIOJIB3YEMbBIX MaTCpUaIOB, 0COOCHHO B OTHOIIICHUH TOKCHYHOCTH M BOCILIaMCHACMOCTH,

2) COBMECTUMOCTH HCIIOJIB3YCMbIX MATCPHUATIOB U OMOJIOTHUECKUX KIICTOK, TKaHeﬁ, X(HﬂKOCTeﬁ,
BCHICCTB M HUX MNPOU3BOAHBIX (nanee - OHMOJIOTHYCCKHUE MaTepI/IaJ'ILI) C Yy4€TOM Ha3Ha4YCHHS MCIULIMHCKOI'O

W3ICIINS,



3) BBHIOOpY HCHIONB3YEeMBIX MAaTepuaJoB C Y4YeTOM TaKuX IIOKazaTeled, Kak TBEPAOCTb,

H3HOCOCTOWKOCTh M YCTaJOCTHAS IPOYHOCTb.

13. TIlpy TpPOCKTHPOBAHHMM, HW3TOTOBJICHWU W YIAKOBKE MEIUIIMHCKUX W3JICINH JIOJDKEH OBITh
MaKCHMaJbHO CHIDKEH PHCK, CO3J4aBacMblii 3arps3HSAIOIMMU BEIIECTBAMU M HMX OCTaTKaMHd, M
MOJIb30BaTeNe W JIMI, YYacTBYIOIIMX B TPAHCIOPTHPOBKE, XPAHEHUH M OOCIYKMBAaHUU MEAUIMHCKHX
n3aenuil (C y4eToM Ha3HaYeHUs] MEAMIIMHCKOTO HM3JENHs, a TaKkKe UIUTEIbHOCTH M YacTOTHI BO3JACHCTBUS

9THX BELIECTB Ha OPTAaHKU3M UYeJIOBEKa).

14. MeUUIMHCKHE U3EIMs IPOCKTHPYIOTCS W M3rOTABIMBAOTCS TAKUM 00pa3oM, 4TOOBI OHH MOTIJIH
ObITh OE30MACHO HCIIOIB30BAHBI C MaTepPUAIaMH, BEIICCTBAMH U ra3aMH, C KOTOPBIMHA OHH BXOJIT B KOHTAKT
[PH HOPMAIBHBIX YCJIOBUSIX IKCIUTyaTallMd WM HPH HPOBEJCHHU TEXHHUYCCKOro oOcmyxuBaHus. Ecin
MEJMIMHCKUE HM3ICInsl NPEJHA3HAUYCHBI JUIS BBEJCHHS JICKAPCTBEHHBIX CPEICTB, MX IPOCKTHPOBAHHE U
M3TOTOBJICHUE OCYILICCTBISIIOTCS TaKUM 00pa3oM, 4YTOOBI OHM OBUIM COBMECTHMBI C JIGKAPCTBCHHBIMH
cpenctBamMu (TP yCIIOBUM COOJIIOJICHUST OTPAaHMYCHUH MO0 WX IMPUMEHEHHIO) B IIEISAX 00eCreueHHs
9((HeKTHBHOCTH KaK JICKAPCTBEHHOIO CPEICTBA, TaK W MEIUIMHCKOTO W3JCIUsl B COOTBETCTBUH C

Ha3HAYCHUCM.

15. Tlpu mpOEKTHPOBAaHMHM M M3TOTOBICHHM MEAMIMHCKHX HW3ACIHH JIOJDKHBI OBITh MaKCHMAJIBHO

CHUKCHBI PUCKU:

1) BbI3BaHHBIC BO3MOJKHBIM BBIJICTICHUEM WM BBIMBIBAHHEM M3 MEAMIIMHCKOTO H3JCIHs OMACHBIX M
(WITM) BpEIHBIX BELIECTB (C YYETOM MX CEHCHOMJIM3MPYIOIIETO JEHCTBUS, KAHIEPOTEHHOCTH, MyTar€HHOCTH

WM OTPHULATENBHOTO BIMSHNS HAa PEIPOAYKTUBHYIO (QyHKIHNIO);

2) cBsI3aHHBIC C HEMPEJAHAMEPEHHBIM MONaIaHUEM B MEAUIMHCKOE M3/AENUe MOCTOPOHHHX BEUIECTB (C
Y4E€TOM Ha3HAu€HMs, OIPEAEIECHHOI0 IPOM3BOJUTENEM, MW MPEINOoJIaraeMblX YCIOBUH NpUMEHEHHs

MCIUIUHCKOT'O I/I3Z[CJ'II/IH) .

2. UndexknumnonHoe 1 MUKPOOHOe 3arpsi3HeHre MeIMIMHCKHX U31euii

16. IIpy U3roTOBICHUH METUIMHCKOTO U3/ICNHUS TOJDKEH OBITh YCTPaHEH HIIM CHIKEH JI0 JJOIYCTUMOTO
YPOBHSI PUCK WH(OUIMPOBAHUS IIOJB30BATENEH M TPeThUX JHI. KOHCTPYKIHS METUIUHCKOTO H3AEIHsS
JIOJDKHA 00eCIeYrnBaTh MPOCTOTY B AKCINIyaTallMd M OOCITY)KMBaHHU M NPH HEOOXOIMMOCTH MaKCHMAaIbHO
CHH3UTH PUCK JIOOBIX MUKPOOHBIX YTEUEeK W3 MEAWIIMHCKOTO M3AENUs U (W) MUKPOOHOTO BO3/IEHCTBHS B
npolecce MCIONb30BaHMs, a TaKKe MPEeJOTBpAIaTh MHKPOOHOE 3arps3HeHNe MEANUIIMHCKOTO HM3IEIHs WIIN

HpO6BI I10JIB30BATEIIEM WUJIK TPETHUM JIUIIOM.

17. Tlpm TpPOEKTUPOBAHUM, W3TOTOBICHWH ¥ YIAKOBKE MEIUIIUHCKUX HW3JENHNA, HMMEIOIINX
CHeUaIbHBI MUKPOOHOJIOTHYECKHI CTAaTyC B COOTBETCTBUU C MAPKHPOBKOM, TOJDKHO OBITH TAPaHTHPOBAHO,
YTO MUKPOOHOJIOTHUECKHUH cTaTyc ocTaeTcst 0e3 M3MEHEHUH MpH COOIIOICHNH YCIOBUH TPaHCIIOPTUPOBKH U
XpaHEHHs, OPeJIeICHHBIX IPOU3BOUTEIIEM, JI0 TeX TI0p, ITOKa 3aIllUTHAsl YIIaKOBKa He OyAeT HapylleHa Win

BCKpBITA.

18. Ilpn mpoOeKTUPOBAHMH, M3TOTOBIECHUM U YIAKOBKE MEAMLUMHCKUX W3/ENUH, IOCTAaBIsEMBbIX B
CTEPWIBHOM COCTOSIHHM, JOJDKHA OBITh TapaHTHPOBaHA HMX CTEPHIBHOCTH MPU COONIOAEHHH YCIOBHI
TPAHCHOPTUPOBKU U XPAHEHMs, ONPEIEIECHHBIX POU3BOANUTENIEM, /IO TeX I0p, ITOKA 3aIUTHAs YIIAaKOBKA HE

OyzieT HapyllIeHa MIH BCKpBITa. Takue MeJUIIMHCKUE U3/ISNUs YIIaKOBBIBAIOTCS B OTHOPA30BYIO YIIAKOBKY.



19. CrepuibHble MEIUIIMHCKUE W3NS JMO0 MEJUIUHCKUC H3ZCIHsI, HWMCIOIIUE CICIHaTbHbIN
MHUKPOOHOJIOTHUYECKHI CTATyC, N3TOTABIMBAIOTCS, 00padaThIBAIOTCS U MPU HEOOXOAMMOCTH CTEPUIIU3YHOTCS

C MPUMEHEHHEM BaJIMIMPOBAHHBIX METOJJOB, 000PYI0BAaHMs, TPOLIECCOB.

20. MeaunuHCcKHe H3IeNHs, TPEOYIOUMe CTEPHIN3aLUM, TOJDKHBI OBITH M3TOTOBIICHBI B YCIOBHSX

KOHTPOJIMPYEMOI UUCTOTHI TPOU3BOJICTBEHHBIX 30H.

21. YnakoBKa HECTEPUWIBHBIX MEIMIIMHCKUX W3JCINN JIOJDKHA 00eCreyrBaTh WX IIEJIOCTHOCTh |
YHCTOTY M B CJIy4Yae, €CIIM MEJWIMHCKOE W3/CHe JIOJDKHO OBITh CTEPUIIM30BAHO IEPEi MCIOIb30BAHUEM,
MaKCUMaJIbHO CHU3UTh PHUCK MHUKPOOHOTO 3arpsi3HEHHs, TIPH STOM YIIAKOBKA JIOJDKHA OBITH COBMECTHUMOIL €

METOAOM CTEPUIIM3alIuH, YKa3aHHBIM ITPOU3BOAUTCIIEM.

3. MeauunuHcKmne usjaenms, coaepikaiue BeuecTrBso, pacCMaTpuBaeMoe Kak JIeKapCTBEHHO€E CPEACTBO

22. B cmyuyae ecnu MEAMIMHCKHE H3/EIMSA COJEPKAT BEIIECTBO, KOTOPOE NPH CAMOCTOATEIBHOM

HCIIOJIB30BAHUN MOXET CUHHUTATHCA JICKAPCTBEHHBIM CPEACTBOM B COOTBETCTBHHU C ITYHKTOM 1 cratpu 1

Corjamenyss O €IMHBIX NPHHIMIAX KM [paBHiIax oOpalleHusl JEKapCTBEHHBIX CPEJICTB B paMKax

EBpa3uiickoro 5KOHOMHYECKOro cor3a oT 23 nekabps 2014 roga ¥ KOTOPOE OKa3bIBACT JOTOJIHUTEIHLHOE

BO3/ICHCTBHE HA OPraHM3M 4YeIOBEKa HApsay C BO3ICHCTBHEM MEAMIMHCKUX HW3/CIHH, MOATBEPKICHHE
Oe3omacHOCTH W 3(P(OEKTUBHOCTH TaKUX MEAMIUHCKUX W3JCIUH BKJIIOYaeT B ceOs IMOJATBEpPXKICHHE
6esomacHocT W 3(G(EKTUBHOCTH JEKApPCTBCHHOTO CPEACTBA C YYETOM €ro IMPUMEHEHHS B COCTaBe

MEIUIMHCKHUX U3CITUI.

4. MeauIUHCKHE u3aejaus, coaepKaliue MmaTepuajabl OHOJIOTHYECKOT0 NMPOUCXOKACHUA

23. B cllydace €CJIM MCAWIUHCKHUC U3JCIHSA COACpKAT OMOJIOTHUCCKHE MaTepualibl KUBOTHBIX, TO
HCIIOJIB3YCEMbIC IS OTHUX ueneﬁ JKUBOTHBIC JOJDKHBI ITIOABEPraThbCsi BETCPUHAPHOMY KOHTPOJIIO (Hansopy), 8(0)
pe3yiabTaTaM KOTOPOIro0 OHHU JOJI’KHBI OBITH IpU3HaHbl 3JOPOBBIMH C YYC€TOM Ha3HA4YCHHS HCIIOJIb3YCMbIX
OMOJIOTHIECCKUX MaTepUuaioB. 3,H0pOBI)IM JKUBOTHOC€ IPU3HACTCA B ClIy4da€ OTCYTCTBHUSA 3a6OJ'IeBaHI/II71,

KOTOPbIC MOT'YT ITOBJIUATH HA 0€30IacCHOCTD U 3(1)(1)6KTI/IBHOCTI> MCIUIIMHCKOI'O U3JCIINA.

Wudopmanus Dpou3BOIUTENS MEAULMHCKOIO U3eNus 0 OMOJOrMYeCKUX MaTepuallaX, B TOM YUCIE O
BBIOOpE KUBOTHBIX, X TCOTPAUIECKOM MPOUCXOXKICHUH, B3STHH IIPOO, YCIOBUIX 00pabOTKH, XpaHEHHS U
oOpaleHus ¢ OMOJIOrMYeCKUMU MaTepualaMy, J0KHA XPaHUThCS B YIIOJTHOMOYEHHOM OpraHe rocyJapcTBa

- yiena Coro3a B cepe 31paBoOXpaHSHNUS (J1aee - YIOTHOMOUCHHBIA OpraH ToCyAapCcTBa-WICHA).

OOpaboTka, XpaHEHUE, TECTUPOBAHUE MU OOpalleHHe ¢ OHOJIOrMYECKUMM MaTepHalaMH KUBOTHOIO
IIPOUCXOXKIEHUS JOJDKHBL OOecleunBaTh 0€30IaCHOCTh IONb30BaTeled M TpeTbUX Jul. B uacTHOCTH,
0e30IacHOCTh B OTHOIICHUH BHPYCOB, NPYTMX MH(EKIHMOHHBIX arceHTOB M MHBIX BO30OYAUTENeH Ooe3HeH,
OO0IIUX JUlsl Y4eJIOBEKA M XKUBOTHBIX, JOJKHA 00ECIEeUUBATHCS OCPEACTBOM NPUMEHEHUS BalUAUPOBAHHBIX

MCETOJAO0B YHHUYTOXCHUS NI UHAKTUBALIUHN B XOA€ IPOU3BOACTBECHHOI'O ITpOIIECCa.

24. B cjIydac €CJIM MCOUIMHCKHUEC H3ACIUS COACPKAT OMOJIOTHUCCKIE MaTepuaibl 4CJIOBEYECKOTO
IMIPOUCXOXKACHUSA, TO BI)I60p JOHOPOB, a TaKXe 06pa60TI<a, XpaHCHHUEC, TCCTUPOBAHUEC U 06pau1eHI/Ie C
OHOJIOTHYECKUMU MaTepruajlaMn 4YCJIOBCYCCKOIr0 MNPOUCXOKACHUSA OCYLICCTBIAIOTCSA B COOTBCTCTBUU C
3aKOHOJATCJIbCTBOM TI'OCYAApCTB - YJICHOB Coro3a u JOJI2KHBI o0ecrneYrBaTh OIITUMAJIbHYIO 0e301acHOCTh

MoJjib30Bareyie u TPEThUX JIWLI. B YacTHOCTH, 0€30ITaCHOCTh B OTHOIICHUU BHUPYCOB M JpYyIrux



I/IHCbeKI_[I/IOHHLIX AarcHTOB JIOJIDKHaA o0ecreYnBaThCs TIOCPEACTBOM INPUMEHCHHUA BaJIUAWUPOBAHHBIX METOI0B

YHUYTOKCHUA WKW MHAKTUBAILIMU B XOJI€ IMPOU3BOJCTBECHHOTO IIpoOIIecca.

25. B ciyuyae ecium MEIMIMHCKHE H3JCIUS COACPKAT OMOJOTHYCCKHE MaTepHalbl MHKPOOHOTO
MIPOUCXOXKJICHHSI, TO 00paboTKa, XpaHCHHE, TECTUPOBAHKE U OOpalleHHE ¢ OMOJIOTHUECKUMH MaTepHalaMu
ATOW HPHPOJBI JOJUKHBI 00ECIICYMBATh ONTHUMABHYIO OE30MACHOCTH MOJIB30BATENCH W TPEThHX JHIl. B
YaCTHOCTH, OC30IIaCHOCTh B OTHOIICHHH BHPYCOB M JAPYTHX WH()EKIHOHHBIX arcHTOB JIOJDKHA
00eCIeunBaThCS MOCPEICTBOM PUMEHCHHS BaJIWANPOBAHHBIX METOJOB YHHUYTOXKCHHS WM WHAKTHBALIUH B

X0J€ MPOU3BOACTBEHHOTO Ipomecca.

5. MeauuuHckue usjaejausi, IpUMeEeHsieMblI€¢ B YCJIOBUAX BO3/1eiiCTBUSI BHEIITHMX (l)aKTOpOB

26. MenuuuHCKUe H3IeTHs MPOSKTUPYIOTCS U U3TOTABIMBAIOTCS TAaKUM 00pa3oM, 4ToOBI UX cOOpKa,
HACTpolKka, KaIMOPOBKA, MCIOIB30BaHIE M OOCTY)KMBAHHE B YCIOBHSX BO3/IEHCTBHS BHEUIHUX (PAaKTOPOB

OBLIN TIPOBE/ICHBI OE30ITACHO M 00ECTICUMITH OKUIAeMYH0 3()(HEKTHBHOCTH MEAUIIUHCKOTO IPHUMEHECHHSI.

27. B cayuae eciaM MEIMIMHCKHE H3IENHs TNpeJHa3HAueHbl JUIS NPUMEHEHHsS B KOMOHWHAIWU C
JOPYTHMH ~ MEOULIUHCKUMH —H3JCTHAMH ¥ (WiM) 0o0OpyJOBaHWEM, BCS KOMOHMHANHWS, BKIIOYAs
COCIMHHUTENBHYI0O CHCTEMY, JOJDKHA OBITH 0Oe30macHOM W He JIOJDKHA YXYyIIIaTh —3asBICHHbBIC
(yHKIMOHANBHBIE XapaKTEPUCTUKH MEIUIMHCKAX u3nenui. JIroOble M3BECTHBIE OTrpPaHUYCHHUS II0
MPUMEHEHUIO TaKo KOMOMHAIIMU YKa3bIBAIOTCS HA MAapKUPOBKE M (MJIM) B MHCTPYKIUH IO NPUMEHEHHIO.
ITpu MpOEKTUPOBAaHUU W HM3TOTOBJICHHH COCIMHHUTENBHBIX CHUCTEM JOJDKHBI OBITH MaKCHMAalbHO CHIYKEHBI

BO3MOXHBIC PUCKH HEIPABUIIBHOTO COCTUHCHUA.

He nomyckaercst mpuMeHeHHe B cOCTaBe MEAMLMHCKOTO M3/IEJIUS CIILUATIbHBIX TEXHUYECKUX U (MIIN)
IIPOTPAMMHBIX CPEJCTB, MCKIIOYAIOMIMX WM OrPAaHWYMBAIOUIMX BO3MOYKHOCTH €r0 HCIOJb30BAaHHUS B
KOMOMHAIMM C JPYTMMH HpeIHAa3HAUYeHHBIMH JUISI OTOTO MEAWIHMHCKHMH HW3ACIUSIMH ¥ (WJIN)

000pyI0BaHUEM.

28. MenuIMHCKAE U3CIUsST TPOCKTUPYIOTCS U M3TOTABIMBAKOTCS TaKMM O0pa3oM, YTOOBI yCTPaHUTh

W CHU3UTH 0 MIPUEMIIEMOT'O YPOBHA:

1) prck TpaBMHUPOBAHHMS MOJB30BATEIISI HIIM TPETHHX JIUI] B CBS3U ¢ (QU3HUECKUMH XapaKTePHCTHKAMH

MCIUIUHCKOTO U3JCIINA,

2) pPUCK OLIMOKH MPH HCIIOIB30BAHUU MEIUIIMHCKHUX M3IENUH 13-3a KOHCTPYKTHBHBIX XapaKTEPHCTHK

WM YEJIOBEUECKOTr0o (haKTopa;

3) pHCK, CBSI3aHHBIH C OOBEKTHBHO MPEIACKA3yEeMbIMH BHEIIHHMU BO3JCHCTBUSIMA WM TaKHUMHU
OKPYXXAIOIIUMH YCIOBHSMH, KaK BHEIIHHE OHJIEKTPOMArHUTHBIC TIIOJS, JJIEKTPOCTATHUYECKHE pPas3psiIbl,

U3ITydeHne, aTMOC(epHOe JIaBJICHHE U €ro Iepenabl, BIaXKHOCTb U TeMIlepaTypa BO31yXa;

4) pHCK, CBSI3aHHBIH C HCIIOJNB30BAaHHEM MEIMIIMHCKUX H3AENIUN NPH KOHTAKTe C MaTepualaMH,
JKUJIKOCTAMU U Ta3aMM, BO3ACHCTBHIO KOTOPBIX MEIMIMHCKHE H3/ENUs MOJBEPratoTCsi B HOPMAJIbHBIX

YCIOBHUAX OKCILTyaTallnuu,

5) pHUCK, CBSI3aHHBII C BO3MOXXHBIM HETAaTHBHBIM B3aMMOACHCTBHEM MEXAY MPOTPaMMHBIM

o0ecriedeHneM MEAULMHCKUX U3JICNINI U YCIOBUSAMHU, B KOTOPBIX OHO IKCIUTyaTUPYETCS;



6) pHCK CITy4aifHOTO MOMaJaHusl IOCTOPOHHHX BEIECTB B MEIULMHCKUE N3ACINS;

7) pHCK B3aHMHBIX TIOMEX, CBSI3aHHBIX C IPYTHMH YCTPOHCTBAMH, OOBIYHO NPUMEHAEMBIMH B

HC‘{G6HO-Z[I/IaFHOCTI/I‘leCKOM Tmporecce;

8) pHCK, BO3HUKAIOUIMH NPH HEBO3MOXXHOCTH TEXHHYECKOTO OOCTY)KMBAHUSI MM KaluOPOBKH
MEIUIMHCKAX U3AeNUi (Hampumep, Uil UMIUIAHTATOB), M3-3a CTAPEHHUs HCIOIb3YEMbIX MaTEpPHAIOB WU

[OTEPU TOYHOCTH U3MEPUTEJILHOTO MJIM KOHTPOJIBHOTO YCTPOHCTBA.

29. MeaunMHCKUE M3ETHs IPOCKTUPYIOTCS M M3TOTABIMBAIOTCSA TaKMM OOpa3oM, YTOOBI yCTPAaHHUTh
WA MaKCUMaJIbHO CHU3UTh PUCK BOCIIAMEHEHMs WJIM B3pbIBAa B HOPMAJIbHBIX YCIOBHUSX JKCIUTyaTallul MU
B clyyae €AMHMYHOro oTkaza. Oco0oe BHHMaHHE JOJDKHO YIENATHCS MEIULUHCKUM M3ICTIHAM,

MIPUMEHACMBIM C UCIIOJIB30BaAHUEM JICTKOBOCIUIAMEHAIOIIUXCS UJIW B3PBIBYATHIX BEIICCTB.

30. MenuuuHCKHE M3IEIMS TMPOEKTUPYIOTCS ¥ H3TOTABIMBAIOTCS TakUM 00pa3oM, dYTOOBI
CrocoOCTBOBaTh 0€30MacHON yTHIIM3AlUU OTXO/A0B, 00Pa30BaBIIMXCS IOCIE HUCIOIb30BAHUS MEANUIIMHCKHX

W3ICTUN.

6. MeauunuHCKHe u3aejaus, OTHOCALIMECH K CpeaACTBaM mmepe}mﬁ

31. MenunuHCKHAE W3[ENHS, BKIIOUYEHHBIE B TIEPEUCHb MEIUIIUHCKUX W3AETHH, OTHOCAIIUXCA K
CpelCTBaM HM3MEPCHHUI, B OTHOIICHHH KOTOPBIX IPOBOJSATCS HCIBITAHUS B IEIAX YTBEPXKJICHHS THIIA
CPEICTB HW3MEpPCHHH, MPOCKTHUPYIOTCS W HM3TOTABIMBAIOTCS TakUM 00pa3oM, dYToObl 00ECICYUTh

JOCTAaTOYHYIO TOYHOCThH, MIPECHU3NOHHOCTD 1 CTaOMIBLHOCTD C YUYETOM Ha3HAYCHUA MCOIUITUHCKOT O U3ACIINS.

32. V3mepurenbHble, KOHTPOJIbHBIC WM HMHIUKATOPHBIC MIKAJIbl MPOCKTHPYIOTCS B COOTBETCTBHU C

OProHOMHUYCCKUMHU ITPUHIOUIIAMHA C YUYETOM HA3HAYCHUA MCIUITUHCKOT'O U3 OCITHA.

UucnoBele 3HaYEHUS JTOJKHBI OBITH BBIPAXXCHBI B O6H_IEHpI/IH$ITI>IX CANHAIAX U3MCPCHUS U ITOHATHBI

TIIOJIB30BATCIIAM.

33. PesynbTaThl HW3MEpEHHH, BBHIMOJHEHHBIX C HCIOJB30BAHHUEM MEIHIMHCKOTO — HM3IEIHs,
OTHOCSIIIIETOCSI K CPENICTBAM HM3MEPEHMH, BBIPAXKAIOTCS B €JMHHUIAX BEIUYMH MEXKTyHAPOTHOH CHCTEMbI
equanl (CU) winm BO BHECHCTEMHBIX EIMHUIAX BEJIMYMH B COOTBETCTBHUH C IEPEYHEM BHECHCTEMHBIX
eIMHMI] BEJIMYMH, NPHUMEHSEMBIX IIpPH pa3paboTke TeXHWYecknx perigaMeHToB Coroza (BKIIOYAs HX
cooTHoIeHus ¢ MexayHapoaHoit cuctemoit equnui (CH)), yrBepxkaaeMbiM EBpasuiickoil 5KOHOMHUECKON

komuccueii (nanee - Komuccust).

7. 3amuTa oT u3JIy4yeHus

34, MeﬂI/IHI/IHCKI/Ie nu3aeiys MPOCKTUPYIOTCS, U3TOTABJIMBAKOTCA W YHAKOBBIBAIOTCS TAKHUM 06pa30M,
YTOOBI MUHHUMAJIEHO IoABEPraThb MoJib30BaTesie u TPEThUX JINI] BO3HGI>‘ICTBI/IIO H3JTYy4YCHUs, HC yMCHbIIAsA
IIpu 5TOM YCTAHOBJICHHBIC YPOBHU WU3JIYy4YCHUA, H606X0,HI/IMI)IG JUIA JOCTHIKCHHUA JUArHOCTUYCCKHUX H

TCPAINICBTUICCKUX LeJIeH.

35.B MCAULHUHCKUX HU3ACIUAX, NPEAHA3HAYCHHBIX JUISI TCHCPHUPOBAHUS OIMACHBIX HJIH IMOTCHUIHAJIBHO
OIIaCHBIX HSJIleeHI/IfI, HeO6XOZ[I/IMLIX JUIST TOCTHIKEHUS KOHKPETHBIX MCEIUIMHCKHUX ueneﬁ, B ClIyqac €cCiiu

II0JIb3a OT HCIIOJIb30BaHUA 3THUX I/ISJ'Iy‘IeHI/Iﬁ BBICOKOM MHTCHCHUBHOCTH CUUTACTCSA 0OJiee 3HAYUTCIBHOU IO



OTHOHICHHUIO K OITAaCHOCTH, 3aKJTIOYAIOIICHCS B U3JIYYCHHUU, OOJDKHA MPCAyCMaTPpUBATBCA BO3MOKHOCTH
YIpaBJICHUA 3TUMHU HU3TTYYCHUAMU CO CTOPOHBI IOJB30BATEIIA. HpI/I MPOCKTUPOBAHUHN U U3TOTOBJICHUN TaKHUX
MEIUIMHCKUX H3JCINA  JIOJDKHA obecreunBaThCs BOCTIPOM3BOAUMOCTb HM3MCHACMBIX IIapaMETPOB

IeHEePUPYEMOTo U3IIyUeHHUs B IONYCTUMBIX IIpeesax.

MenuuuHcKue W3MeNHs, NpefHa3HAuYeHHbIE I TEHEPUPOBAHUS ONACHOTO BHUIUMOTO U (WJM)
HEBHIMMOTO M3IY4eHHs, OCHAIIAIOTCS BU3YaJbHBIMU M (MJIM) 3BYKOBBIMU CPEICTBAMM MPEAYNPEKICHUS O

HAJINYMHU (AKTUBHOCTH) TAKOTO U3JTY4YCHHSI.

36. IIpu mpoeKTHpPOBaHUM U HU3TOTOBICHUH MEAMIIMHCKUX W3JETUH MOJHKHO MAaKCHUMAalbHO CHIDKEHO

BO3JICHCTBHE HENPEeTHAMEPEHHO TeHEPUPYEMOT0 MOOOYHOT0 HIIH PACCESIHHOTO H3ITyUCHHUSI.

37. llpm TNpPOEKTHPOBAHMH W M3TOTOBJICHUH MEIUIUHCKUX W3ACNUN, TNpPeaHa3HAUEHHBIX IS
TeHepHPOBAHNS HOHU3UPYIOLIETO U3ITyYeHUs, TOJDKHBI 00€CIIeUNBAThCS PEryTUPOBAHNE KOJHMIECTBEHHBIX U
TeOMETPHUYECKUX TIOKa3aTeJed TeHEepUPYEeMOro U3Iy4YeHHs C Y4YeTOM Ha3HA4YeHHs, OINpPEeIeTIeHHOro

IIPOU3BOJUTEIICM.

MenunuHckue H3JeNus, TeHEepUPYIOIMe MOHM3UPYIOIlee M3Iy4YeHHe U IpeJHa3HauYCHHbIE It
PaguoNIOTHYeCKO JAMAarHOCTHKH, TNPOEKTUPYIOTCS M M3TOTABIMBAIOTCS TAaKUM 00pa3oM, 4YTOOBl MpHU
MHUHUMAaJIbHOM BO3JCHCTBUN H3ITyYeHUS Ha MOJB30BATENs 00eCeunBagoch He0OX0MMOe ISl AUATHOCTHKU

Ka4ecTBO M300paXKeHUs ¥ (MITH) TIOJTY4aeMbIX PE3YJIbTATOB HCCIICIOBAHHIA.

MenunuHackue W3JeNus, TeHEepUPYIOIIMe MOHU3UPYIOIlee M3Iy4YeHHe U Ipe/Ha3HAuYCHHbIE It
PagHONIOTHYECKON TepaIiy, TPOSKTUPYIOTCSI U U3TOTaBIMBAIOTCS TaKMM 00pa3oM, 4ToObI obecreunBaaich
KOHTPOJIb M YIPAaBJICHHUE M030H OOJY4YEHUs, THUIIOM, SHEpPrHed M IpH HEOOXOJMMOCTH pacIpeieieHHeM

SHEPI'UHU HAIPABJICHHOIO U3JIyUeHUs.

8. Meaununckue u3JaeJaus, BRKJIKNYainue B cedst nporpaMmmMHoe oﬁecrleqelme, H AaBTOHOMHO€

nporpaMmmMHoe 06ecne'{e}me, ABJIAOIICCCH MECAUIUHCKUM HU3IC/ITUEM

38. MeaunuHCKUE W3/CHs, BKIIOYANOIIHE B ce0s MporpaMMHOE OOECTeYeHHe, W aBTOHOMHOE
porpaMMHOe oOecrieueHune, SBIIOMeecs MEAUIMHCKAM H3JIeIUEeM, MPOSKTUPYIOTCS M H3TOTaBIUBAIOTCS
TakuM 00pa3oM, 4TOObI OOecreunBaTh CTaOMIbHOE, Ha/le)KHOE U 3(P(PeKTHBHOE (YHKIIMOHUPOBAHHE ATHUX

MEIUIIMHCKUX U3CIIHIA B COOTBETCTBHH C Ha3HAYCHHUEM, ONIPECACIICHHBIM ITPOU3BOIUTEIICM.

9. AKTHBHBIE MEeTHIIUHCKHE n3aejausi, CBA3aHHbIC ¢ HCTOYHUKOM JHEPIruv WJIH 060py£l0B3HHl>Ie

HCTOYHUKOM 3HEPIruu

39. I[J'Iﬂ AKTUBHBIX MCIUIIUHCKHUX I/I3HGJ’IHI>1 B Cliy4dac GHHHH‘IHOﬁ HCUCIPABHOCTH MNPUHUMAIOTCS

COOTBETCTBYIOIINE MEPLI I YCTPAHCHUS UJIN CHUKCHUS TTOCICAYONINX PUCKOB.

40. AKTUBHBIC MCAUIHUHCKHC U3ACIUSA, IIPU HCIOJIB30BAHUU KOTOPBIX 0€30I1aCHOCTh ITOJI30BATENICH
3aBUCHUT OT BHYTPCHHEIO0 HWCTOYHHWKA ITUTAHUA, O60pyHyIOTC$[ CpE€ACTBOM OIIPCACICHUS COCTOSHUA

HUCTOYHHKA IUTaHUA.

41. AKTUBHBIC MCAUIHUHCKHC U3ACIUSA, IIPU HCIOJIBb30BAHUNU KOTOPBIX 0€30I1aCHOCTh ITOJIB30BATENICH
3aBUCUT OT BHCHIHCIO HMCTOYHHUKA IIMTaHWUA, OOJKHBI BKIKOYaTh B ceOs CUCTEMY CHUI'HAJIW3aluu IS

OIIOBCUICHUSA O nepeﬁoe B IIMTaHUHU.



42. AKTUBHBIC MEAUITMTHCKUE nzaeius, nNpeaHasHa4€HHbIC MJI1 MOHUTOPHUHI'A OAHOTO MM HECKOJIbKHUX
KIIMHUYCCKUX ITapaMETPOB I10JB30BATEIIA, O60pyl[y}0TC}I COOTBETCTBYIOIIUMU CUCTEMAaMMU CUTHAJIU3ALNNA
JUI IPpEaYyNPEeKACHUA IOJIB30BaTECIA O BOSHUKHOBECHHUU CUTYAIlMU, KOTOPass MOXKET IMPUBECTU K CMEPTU HUIIN

CEPbE3HOMY HapyLICHUIO COCTOSHMS €ro 3710POBbSI.

43. AKTHBHBIE MEIULIMHCKUE W3ACIUS NMPOESKTUPYIOTCS U M3TOTABIMBAIOTCS TaKMM 00pa3oM, YTOOBI
MaKCHMaJbHO CHHU3UTH PUCK CO3JaHUS DJIEKTPOMArHUTHBIX IOJICH (9IEKTPOMAarHUTHBIX ITOMEX), KOTOPBIE
MOTYT OTPHLATENBHO CKa3aThCsl Ha padoTe IPYTruX MEIULUHCKUX H3AEINi, 000pYIOBaHUS U CPEICTB CBSI3U

B COOTBCTCTBHUH C UX HABHAYCHHCM.

44. AXTHBHBIE MEIULIMHCKUE W3AEIHS NMPOESKTUPYIOTCS U W3TOTABIMBAIOTCS TaKMM 00pa3oM, YTOOBI
o0ecreynTh ypOBEHb YCTOMYMBOCTH K  OJJIEKTPOMAarHUTHBIM — IOMeXaM  (TIOMeXOyCTOWYHMBOCTH),
obecreynBalOmMUi  MX  (QYHKIMOHMPOBaHHWE B  COOTBETCTBHM C  Ha3HAUE€HHEM, ONpPEIeTICHHBIM

IIPOU3BOJUTEIICM.

45. AKTHBHBIE MEIULIMHCKUE W3AEIUS NMPOESKTUPYIOTCS U M3TOTABIMBAIOTCS TaKMM 00pa3oM, YTOOBI
MaKCUMaJIbHO CHM3UTh PUCK CIy4allHOIO HOPAaKEHMs IOJb30BATENsl WIM TPETHEro JIUIA JJIEKTPUUCCKUM
TOKOM KaK IIpM HOPMAJbHBIX YCIOBHAX DKCIUTyaTallMd MEIUIMHCKOTO M3JeNus, Tak U B YCIOBUAX
€IMHUYHONW HEUCIIPABHOCTU NPH YCJIOBHH, YTO MEIUIMHCKOE H3AENHE YCTAHOBICHO U OOCITyKHBaeTCs B

COOTBETCTBUU C YKa3aHUAMU IIPOU3BOAUTEIIA.

10. 3amuTa OT MeXaHMYeCKHX U TEPMUYECKUX PHCKOB

46. MequUuUHCKUE U3/IENUS MPOCKTUPYIOTCS M H3TOTABIMBAIOTCS TaKMM 00pa3oM, YTOOBI 3aIUTHUTDH
[IOJIb30BATENII M TPEThUX JIMIl OT PHUCKA MEXaHWYECKHX ITOPaXeHUH, CBA3aHHOIO C COIPOTUBIIEHHUEM

JBUKCHHUIO, HECTAOMJIBLHOCTHIO U HAIMIHEM ABYOKYIIUXCS gacTell B COCTaBE TaKMX MEIUIIMHCKUX H3ICIININ.

47. MeauUMHCKHE W3IeNUs TPOSKTHPYIOTCS W HM3TOTABIMBAIOTCA TaKUM 00pa3oM, YTOOBI
MaKCHMaJlbHO CHH3UTh PHUCK, CBSI3aHHBIN ¢ BHOpamuei, co3naBaeMOi STUMH MEIUIMHCKAMH H3ICTHSMH,
MyTeM NMPUMEHEHHUs CPEJICTB, MO3BOJLIIONINX OrPAHUYUTh BUOPAIMIO, €CIIH TOJBKO BHOPAIHS HE SBISETCS

YJacCThIO MIPECAHA3HAYCHUA MCIUIIUHCKUX H3CIHN.

48. MeaunuHCKHE W3IENUS TPOSKTHPYIOTCS W HM3TOTABIMBAIOTCA TaKUM 00pa3oM, YTOOBI
MaKCHUMaJbHO CHM3UTh PHCK, CBS3aHHBI C CO3/]aBaMbIM IIyMOM, IIyTeM IIPUMEHEHUS CpEICTB,
UCTIONB3YeMbIX Ul YMEHBIICHHS IIyMa, €CJIM TOJBbKO CO3/1aBaeMblii IIyM HE SBISETCS YacThlO

IIpeaHa3sHAYCHUA METUITUTHCKIX W3JICITHH.

49. KileMMBI, pa3beMbl, COSANHUTENN W JAPYTUE YCTPOUCTBA MOAKIIOUEHUS MEIUIIMHCKUX W3IETHHA K
WCTOYHMKAM OJIEKTPHUUYECKOH, THAPABINYECKOH WM ITHEBMATHYECKON OSHEPTUH MNPOEKTHPYIOTCS U

H3rOoTaBJIMBAIOTCA TAKUM 06pa30M, YTOOBI MAKCUMAIFHO CHU3UTH JIFOOBIC BOBMOYKHBIC PHUCKH.

50. MenuuuHCKHE W3IETHS TPOEKTUPYIOTCS W HW3TOTABIMBAIOTCS TaKUM 00pa3oM, HYTOOBI
MaKCHMalbHO CHHU3HTh PHUCK OIMMOOK, BO3HHMKAIOIIUX NPH HENPAaBHIBHOM IOJKIIOUYEHHH WU

MePEeKITIOUEHUH BO BpeMsl padOTHI alliapaTyphl WIH AeTajell B COCTaBe TAKUX MEAUIIMHCKUX U3ICIHH.

51. OTKpBITBIC YaCTH MEAMIUHCKUX H3JCIUi (32 MCKIFOUCHHEM YacTel, MpeIHa3HAYCHHBIX IS
MOJaYX TeIIa WM JOCTIDKCHUS 3aJIaHHBIX 3HAYCHUH TeMIepaTryp) He JOJDKHBI JOCTHUTaTh MOTEHIHAIBLHO

OTIaCHBIX 3HAYEHUH TeMIepaTyp MpH HOPMAIBHBIX YCIOBUAX 3KCIUTyaTallUH.



11. 3amura ot PUCKOB, BOSHUKAKIIUX JJIA MOJb30BaTE/IdA OT nojaaBaemoii HEPIruy WIN BelecTB

52. MeauuumHCKHe W3[eaus, NpeAHa3HAueHHbIE IS MOJa4yd IO0JIb30BATEN0 SHEPTUU WM BEIIECTB,
MPOEKTHPYIOTCS M HM3TOTABIHMBAIOTCS TAaKUM O0pa3oM, dYTOOBI KOJMYECTBO IOJaBaeMOW JSHEPrHU HIIH
BEIleCTBA MOKHO OBIIO yCTaHABIUBATH M IOUIEPKHUBATH C TOYHOCTHIO, JOCTATOYHOH Ui OoOecredeHus

0€30ITaCHOCTH TOJIL30BATENS.

53. MeauIMHCKUE U3/CIHs OCHAIAITCS CPEICTBAMU MPEIOTBPAIICHUS W (MJIM) WHAUKAIUH JIFOOBIX
HECOOTBETCTBUI B IOCTABIEHHOM KOJMYECTBE DHEPIMH WM BEIIECTBA, KOTOPOE MOXET MPEICTaBISTH

OITaCHOCTbD.

54. Ha MeIMIIMHCKOM M3JIETHU YEeTKO yKasblBaeTcsi HHpopManus o QYHKIHUAX CPENCTB YIPABICHUS U
UHANKAaTOpoB. Ecnm mmeercs MHCTPYKIMS IO NPUMEHEHHIO, WM PYKOBOJCTBO IO 3KCIUIyaTalllu, WM
BU3yalIbHBIC CpPEACTBA WHAMKAIMM OMNEPAlMOHHBIX WM PEryJMPOBOYHBIX I1apaMETPOB MEIUIIMHCKOTO

U3OCINA, TO TaKasd I/IH(I)OpMaI_[I/ISI JIOJIDKHA OBITH IIOHSTHOM ITOJIb30BATEIIO.

12. 3amuTa oT PUCKOB, BO3HUKAINIIUX B CBSI3M C HCMOJIL30BAHHEM MeIUIMHCKUX U3/1eJIHi,
NpeaHA3HAYEHHBIX POU3BOUTEIEM /ISl IPUMEHEHUs M0JIb30BATEsIMH, He HMEIIIHMHU

CHICUAIBHOI0O MECIUIIUHCKOI'O 06pa301;amm

55. MGHI/IHI/IHCKI/IG u3aeiys, nNpeaHasHa4YCHHBIC MMPOU3BOAUTCIIEM UL IIPUMCEHCHUS IOJIb30BATCIIAMU,
HC MMCIOIIMMHU CIICHUAJIbHOTO MCIUIUHCKOT'O O6paBOBaHI/I$I, IIPOCKTUPYIOTCA U U3IrOTABJIMBAIOTCA C YyUETOM
HaBbBIKOB MW CPEACTB, AOCTYIHBIX OSTHM JIMOaM, TaKUM 06p330M, 9TOOBI MCIUIUHCKHUEC H3ICIINA
(I)yHKIII/IOHI/IpoBaJ'II/I B COOTBCTCTBUM € MX HA3HAYCHHEM B YCIOBHUAX 00BEKTUBHO OXKHUaaCMBIX ,HeﬁCTBHﬁ Cco

CTOPOHBI OTUX JINIL.

56. MCI[I/IHI/IHCKI/IG nu3aeiys, MpeaHa3Ha4YCHHBIC UL MMPUMCEHCHUS II0JIb30BAaTCIsIMH, HE HMCIOIIUMU
CIICOUaJIbHOTO MECIUIUMHCKOI'O 06pa3OBaHI/I$I, MPOCKTUPYIOTCA U HU3rOTABJIMBAIOTCSA TaKUM 06p2130M, 9TOOBI
MAaKCHUMaJIbHO CHH3UTH PUCK OIIMOKU B nponecce MpUMEHCHUS MCEIUIUHCKUX I/I3HGJ’II/II71, a TakKXe Ipu

HUHTEPIPETALIUU PE3YJIbTATOB TECCTUPOBAHUS.

57. MCI[I/IHI/IHCKI/IG nu3aeiys, MpeaHa3sHa4dYCHHBIC UL MMPUMCEHCHUS II0JIb30BAaTCIsIMU, HE HWMCIOIIUMU
CIICOUaJIbHOTO MCIHUIMUHCKOI'O 06pa30BaHI/I$[, JOJKHBI UMECTb, €CJIM 3TO 00BEKTUBHO BO3MOXKHO, (1)yHKI_[I/IIO
MOATBCPIKACHUSA TOIO, YTO IIPpHU HCIHOJB30BAHHUH OTH MCEAUIUHCKHUC H3ACIINSA 6yHyT (l)yHKHI/IOHI/IPOBaTB B

COOTBETCTBHUHU C HA3HAYCHUECM, OIIPCACICHHBIM IPOU3BOAUTCIICM.

13. TpeGoBaHusi kK MAPKHPOBKE MeJUIUHCKUX H3/1eJui

58. MapkupoBKa MEIUIIMHCKOTO U3ACTHS JOJDKHA COJCPIKATh CICIYIONIYI0 HHPOPMAIIHIO:
1) HauMeHOBaHKE U (WJIM) TOPrOBOC HAMMEHOBAHHME METUIIMHCKOTO U3/ICIIHS;

2) undopmarnus, HeoOXoUMas ISl UACHTU(DUKAIIMHE MEIUIIMHCKOTO M3JIENUs, a TaKKe HHPOpMALIUS O

ero HazHaueHUH (TP HEOOXOAUMOCTH);

3) cBeAeHHS O IPOHM3BOIMTENC, BKIOYAs IOJHOC M COKPAIICHHOE (IIPH HAJIMYHK) HAUMCHOBAHMUS
FOPUIUYECKOTO JIMIIA, MECTO HaxoxaeHHs ((paMuius, UMs, OT4eCTBO (TMPH HAJTMYHH) U MECTO YKHUTEILCTBA

(hU3MYECKOro JHIA, 3aPETUCTPUPOBAHHOTO B KAadeCTBE WMHIMBHMAYaIbHOTO MPEINPUHAMATENS), HOYTOBBIH



ajZipec MPOU3BOIUTENS, CTPaHA MPOMCXOXKIECHU MEIUIMHCKOr0 u3aenus. [louToBelil azpec Npou3BOAUTEIS
MOJKET HE YKa3bIBaTbCsl B MAPKUPOBKE, €CIIM OH COJEPIKUTCS B MHCTPYKLIMH IO IPUMEHEHHUIO, IpUIaraeMon

K MEAUIUHCKOMY H3ICIIHIO.

Ha meauiuHCKHe W3/1eius, IPOU3BEICHHbIC B rOCYIapcTBe, He sBistomeMest wieHoM Coro3a, MOXeT
HAHOCHTBHCS JIOMOJHATENIbHAS MapKHUPOBKA, COJCpIKAllas CBEACHUS 00 YIOIHOMOYCHHOM MPEICTABUTEIC
HHOCTPAHHOTO TPOM3BOAMTEINS, BKJIIOYAsl IOJHOE M COKpalleHHOe (MpU HAIMYMH) HaHMCHOBAHMUS
FOPUIUYECKOTO JIMIIA, MECTO HaxoxaeHHs ((paMuius, UMs, 0T4ecTBO (MPH HAJTMYHH) U MECTO YKUTEILCTBA
(bu3MYeCKOro JHNA, 3apErHCTPUPOBAHHOIO B KAYSCTBE HHAMBHAYAIBbHOTO MPEINPUHUMATEINS), MOYTOBBII
aJ[pec YIOJHOMOYCHHOTO IIPEACTABUTEIsI IPOM3BOAMTENSA. J[ONMONHHUTEIbHAS MapKUpOBKAa HE JOJDKHA

CKpbIBaTh MapKUPOBKY, COJEPIKALIYIO CBEJICHUS O IPOU3BOAMUTENIE METUIIMHCKOTO U3AEIIHS;

4) nadopmanus 0 HAIWYUM B MEIUIMHCKOM H3JEIHU JIEKAPCTBEHHBIX CPEICTB WM OMOJIOTMYECKHX
MaTepHaloB, a TaK)Ke€ HAHOMATEpPHaJoOB, €CJIM TaKue HaHOMaTepuajlbl HE COJep)Karcsi B CBA3aHHOM
COCTOSIHUH, UCKJIIOYAIOLIEM BO3MOXHOCTb MX IONAJaHHs B OpPraHU3M IOJb30BaTelsl MPHU HUCIOIb30BAaHUU

ME/MIIMHCKOTO U3/ICIHS 110 HA3HAYCHHUIO, ONPE/ICTICHHOMY ITPON3BOAUTEIICM;
5) xox (HOMep) MapTUU WK CEPUIHHBII HOMEP MEAMIIUMHCKOTO M3JICIIHUST;

6) cpok (C yKa3aHHEM TOJa W Mecsla), JI0 WCTEYCHHUS KOTOPOTO MEHMIIMHCKOE H3JICITHEe MOXKET

0e30macHO HCIIOJIB30BATHCA,

7) TOI BBIITyCKa MEAMIIMHCKOTO M3JEIUs, €CIIM HE yKa3aH CPOK, JO UCTEUESHHUS] KOTOPOTO MEIULNHCKOE
u3eNIe MOXKET 0e30MacHO MCHONB30BaThCs. "0 BBITYCKa MEIUIUHCKOIO M3EHS BKIIOYAeTCsl B HOMEP
HapTUU UM CEPUHHBIA HOMEp IPU YCIOBHH, YTO T'OJ BBITYCKa JETKO HASHTUGHLIHUPYETCS B COCTaBe TaKOTO

HOMEDa;

8) nHpopmanusi 00 0cOOBIX YCIOBHSX XpaHCHHUs M (WJIM) OOpalleHHs] MEIUIMHCKOTro u3aenus (mpu

HEOOXOIMMOCTH);

9) nHpOpMaLUA O CTEPUILHOCTH MEAUIMHCKOTO M3Aenus (ecau MEIMLHHCKOE M3JeIHe MOCTaBIsIeTCs

B CTEPUJIHOM BHUJIE) C YKa3aHHEM METO/A CTePHIIM3ALIIH;

10) npexynpexaeHue WM Mepbl IPEeJOCTOPOKHOCTH, KOTOPbIE YKa3bIBAIOTCS TaKUM 00pa3oM, YTOOBI
[pUBJICYb BHUMAHHUE IOJB30BATENII WIM TPEThero Juma. OTa HH(OpMAnus MOXeT OBITh CBeAeHa K

MHHUMYMY B Clly4ae, eciii 6osiee getanbHas HHGOPMALSI COAEPIKUTCS B HHCTPYKIMHU 110 TPUMEHEHHIO;

11) mHpopmaiust 00 OJHOPA30BOM HCIOJIB30BAHUM MEIUIIMHCKOTO HU3ACTHs (€ClH MEIUIMHCKOEe

H3CIIME NMpeaAHa3sHavYacTCA j11 OAHOPa30BOIo I/ICHOHB3OBaHI/IH);

12) nHpOpMaLUsT O BOCCTAHOBICHHM MEIUIMHCKOTO M3JENMs C yKa3aHHEM 4Yhciia MPOU3BEICHHBIX
IIUKJIOB BOCCTAHOBJICHUS M JIIOOBIX OTpaHUYEHHMH 110 YHCIY LHUKIOB BOCCTAHOBIEHHS (€CIM MEIULHCKOES

H3CIINE IJIs1 OAHOPA30BOT'O UCIIOJIB30BAHUSA SABJIACTCA BOCCTaHOBHeHHbIM);

13) wunpopmamus 00 H3rOTOBICHHH MEAUIMHCKOTO W3AENUS 10 WHIUBHAyaJbHOMY 3aKa3y
10JIb30BATEJIsl UCKIIOUUTEIbHO AJISl JIMYHOTO MPUMEHEHHsI B COOTBETCTBUU C Ha3HAUYCHHEM MEIUIMHCKOTO

CHELHAINCTA, BEITAHHBIM B IMCBMEHHOH (opme;



14) uadopmarys o npeaHa3HaAuYCHUH MEAUIMHCKOTO M3JETHs TOJNBKO JUIS MPOBEACHHS KIMHUYECKUX

UCITIBITAHUH B LIEJISIX PErUCTpallny;

15) umnbopMamms O TNpeIHA3HAUCHUH MEAWIMHCKOTO W3AENUS TOJNBKO JUIS BBICTABOYHBIX WM
JIEMOHCTPAIIMOHHBIX IieNieil. B 3ToM ciydae TpeOoBaHMS 10 MapKHUPOBKE, yKa3aHHbIC B IOJIIYHKTax 1-14

HACTOAIICTO ITYHKTA HE ABJIAKOTCA 06}133TBJ'IBHLIMI/I;

16) uHpopmanusi 00 WHAKTUBAIMM BO3MOXHBIX BHUPYCOB M JPYTMX HWH(EKIMOHHBIX arcHTOB B
MEIUIIMHCKOM HU3JeNIni, HaHocuMasi B Bunae Haamucu "antutena k BUY 1, 2 u Bupycam rematutoB C u
HBsAg orcyTcTBYIOT" (€CiM MEIUIIMHCKOE M3JIeJIME UMEET B CBOEM COCTAaBE CHIBOPOTKY (IIa3my) KpOBU

YCJIOBCKA WM 3JICMCHTBI TKaHU ‘{CHOBeKa).

59. B ciyuae eciny MEIUIMHCKUE M3/€NMs WIM UX KOMIIOHEHTBI, NpeHa3HAuUEHHbIEC JUlsl BBEJICHUS B
OpraHu3M M BBIBEJCHUS U3 OpraHM3Ma 4eloBeKa JICKApCTBEHHBIX CPEJICTB, KUIKOCTEH OpraHuszma MHiIH
JIPYTHX BELIECTB JHMOO ISl TPAHCIOPTUPOBKM M XPAHEHMS TAKUX CPEACTB, JKUIKOCTEH WM BEIIECTB,
cofiep)KaT BpeOHbIE BELIECTBA, OOJIAJAIOIIME B 3aBUCUMOCTHM OT MX KOHIICHTpALUHM KaHLEPOT€HHBIMHU,
MYTareHHbIMH WM TOKCHYHBIMHU I PENPOIYKTHBHON (PyHKLIHH CBOHCTBAMHM, MJIM COAEpPXKAT (ramaTel, TO
Takue MEJIUIMHCKUE U3/eNusl MOJUIeKaT CIEeUUalbHOM MapKUpOBKe. OTa CIelualbHas MapKUpOBKa
HAHOCHUTCS Ha MEAMIMHCKOE M3/ETHEe M €ro yNakoBKY JHOO MpH HE0OXOJMMOCTH Ha BHELIHIOI YIIAKOBKY,

UCIIOJIb3YEMYIO JUIsl XpaHEHUS ¥ TPAHCIIOPTUPOBKH MEAUIIMHCKOTO U3/IEIHSI.

60. MapKkupoBKa CTEpWIBHBIX W HECTCPHIbHBIX MEIUIIMHCKUX M3/CIUN JI0JDKHA 00ecreurBarh
BO3MOJKHOCTh Pa3rpaHUUYCHUs] MICHTHYHBIX WIM CXOXHX BHAOB MEAUIMHCKHMX H3IEIHH, BHITYLIICHHBIX B
oOparieHne B CTEPUILHOM U HECTEPUIILHOM BHIE, M Pa3IH4YaThCsl TaKUM 00pa3oM, 4ToOBI MOIB30BaTENh MOT

C MOMOLIBIO MAPKHUPOBKHU OTIIMYNUTH CTEPUIIBHOC MEAUIIUMHCKOC U3ACITHUEC OT HECTCPUIIBHOTO.

61. MapkupoBKa JI0JhKHA ObITh HAHECEHA Ha MEIMIIMHCKOE u3/ienue. ECiin 5T0 HEeBO3MOKHO MIIH
Helenecoo0pa3Ho, MApKUPOBKA (YACTHYHO HITH MOJHOCTHIO) MOXKET ObITh HAHECCHA Ha YITaKOBKY JUIS
K)KIO0H €IMHUIIBI METUIIUHCKOTO U3/IeNus, ¥ (M) Ha TPYIIIOBYIO YIIAKOBKY, U (MJIM) HAa HHCTPYKIHUIO 10
[IPUMEHEHHIO.

3) puvcK, CBA3aHHbIN C OOBEKTVBHO NPeAcKkasyeMbIMU BHELLUHUMW BO3AENCTBUSMU WU TaKUMK
OKPY>KaloLLMMW YCITOBUSAMM, KaK BHELLIHWE 3NIEKTPOMAarH1UTHbIE MOJis, 3N1eKTpocTaTuyeckue paspsabl,
n3ny4yeHve, aTMocepHoOe AaBrneHNe 1 ero nepenagbl, BNaXxHOCTb U TeMNepaTypa Bo3ayxa;

4) pUCK, CBSI3aHHbIN C MCMOMb30BaHNEM MEOULMHCKMX U3ennuin Ans UarHoCTuKK in vitro npu
KOHTaKTe C MaTtepuanamu, XUAKOCTAMMU U ra3amu, BO3AENCTBUIO KOTOPbIX MEAULMHCKME U3aenus
ONst AMarHOCTUKK in Vitro NoABepratoTcsi B HOpMarbHbIX YCIOBUSIX IKCMyaTaunu;

5) puck, CBsI3aHHbIN C BO3MOXHbIM HEraTVBHbIM B3aMMOLENCTBMEM MeXAy MporpamMmmHbIM
obecneyeHMemMm MeAMLMHCKOrO U3denus Ans OMarHoCTUKM in Vitro U yCroBUSIMKU, B KOTOPbIX OHO
aKcnnyaTupyeTcs;

6) pucK crny4alHoro nonagaHusi MOCTOPOHHUX BELLECTB B MEAMWLMHCKME u3Oenvs Ans
OWarHoCTUKM in Vitro;

7) pUCK HEMPaBUITbHOW NAEHTUdUKaLMUM NPOO B pamKax AWarHOCTUKM in Vitro;



8) puck B3aMMHbIX MOMEX, CBSA3aHHbIX C APYTMMU YCTPOCTBaMU, 0ObIYHO MPUMEHSIEMbIMUA B
ne4yeBGHO-AMarHOCTMYECKOM MpoLecce.

83. MeguuunHckne unsgenusa Ons AMarHOCTUKM in Vvitro MpOeKTUPYHTCA U M3roTaBnvBaloTCH
Takum 06pasoM, YTobbl YCTPaHWUTb UMM MakCUMaribHO CHU3WUTb PUCK BOCTMSTAMEHEHWS UK B3pbiBa B
HOpPMarbHbIX YCMOBUAX SKCMyaTauum unv B criyvyae eavHu4Horo oTkasa. Ocoboe BHUMaHWe
OOMMKHO  yAenaTbCA MEeOUUMHCKUM  M3denvsm  Ans AWAarHOCTMKM in vitro, npUMeHsieMbIM ¢
MCMNOMb30BaHMEM JIErKOBOCTIAMEHSIHOLLMXCS U B3PbIBYATbLIX BELLIECTB.

84. MeguuunHckne usgenusa Ons AMarHOCTUKM in Vvitro MpOeKTUPYHTCA U M3roTaBnvBaloTCH
Takum obpasom, 4Tobbl crnocobcTBOBaTh Oe3omacHov yTunM3aummM OTX040B, 06pasoBaBLUMXCS
nocrie UCnofib30BaHWs MeOULMHCKUX U3OEeNUA AN ANarHoCTUKKM in vitro.

5. ®yHKUMOHaNbHbIE XapaKTePUCTUKN MEOULIMHCKUX U3OeNuin Ans ANarHoCTUKM in vitro

85. MeguuunHckne usgenusa ns AMarHoCTUKM in Vvitro NpOeKTUPYHTCA U U3roTaBnvMBaloTCA
TakuMm  obpa3oM, 4YTOObl  MX  (PYHKLMOHAmNbHble  XapaKTepucTuknm  OasupoBanucb  Ha
COOTBETCTBYIOLLEN HAYYHOM U TEeXHWYeckon ocHoBe. MeauumHckue n3genusa Ans AUarHoCTUKKY in
Vitro 4OMXKHbI (PYHKUMOHMPOBaTb Ha MPOTSHPKEHUM BCEro Cpoka 3JKCniyaTauum B COOTBETCTBUM C
Ha3HayeHneMm, onpegeneHHbIM Npon3BoauTeneMm, B 4acTu:

1)  XapakTepucTuK aHanmUTUYecKoh  APAEKTUBHOCTU:  TOYHOCTb  (MPaBUIBHOCTL U
NPELM3NOHHOCTL),  CUCTEMaTM4YecKas  MOrpellHOCTb,  aHanuTM4eckas  YyBCTBUTENBHOCTb,
aHanuMTuyeckas cneunduyHocTb, npeaen obHapyXeHus (4eTekuuu), aHanMTUYECKM OuanasoH,
NMHENHOCTb, TOYKa OTCEYEeHWUs, MOBTOPHEMOCTb, BOCMPOU3BOAMMOCTb, BKMIOYas YCroBUSA ee
onpegenexHns, onpegeneHne BO3MOXHbIX MHTEPMEPEHTOB 3HAOrEHHON U 3K30reHHON Mpupoabl v
NnepekpecTHYI0 PeakTUBHOCTb;

0) XapaKTepUCTUK KIMHUYECKOW IEKTUBHOCTM: AMArHOCTUYECKAs YYBCTBUTENbHOCTb,
OvarHoctmyeckass  CneumM@uYHOCTb,  NpeAckasaTeNibHas  LEHHOCTb  MOSNOXMUTENbHOro U
OTpULATENBHOTO  pe3ynbTaToB, OTHOLIEHWE npaBdonofobus, OXWAaemble 3HaYeHusl B

HOpMarnbHOW UMW BblAENEHHOW MNONynAauuun.

86. B cny4ae ecnun adpdeKTUBHOCTb MEAVNLIMHCKUX U3AENWUIA AN ANarHOCTUKM in vitro 3aBucut
OT KanubpaTopoB M (MNN) KOHTPOMbHbLIX MaTepuanoB, METPONornyecKkas NpocnexmBaeMocTb nX
3HayeHMn JormkHa obecneunBaTbCs  pedepeHTHbIMM  MeTodaMyu U (MnK)  UMELLMMUCS
pedepeHTHbIMM MaTepuanamu 6omnee BbLICOKOro nopsiaka.

87. Yucnosble 3HaYeHUs1 pe3ynbTaToB UcclefoBaHus 0bpasLoB GUONOrMYecknx MaTepuanoB
YeroBeka, NonyyYeHHble B paMKkax AMarHoCTUKM in Vitro, OMKHbI BbiTb BbIPaXXeHbI B 06LLENPUHSATBIX

W CTaHOAPTM3NPOBaHHbLIX eanHMLaXx.
6. 3awwuTa OoT U3ny4veHus

88. MeauumHcKe u3aenua Ans AUarHOCTUKM in Vitro NpoeKkTUpYHTCs, U3roTaBnmMBalTCa U
yNaKoBbIBAKOTCSA TakUM 06pasoM, YToBbl MUHMMANbHO MoABepraTh Nonb3osaTtenei U TPeTbUxX MnuL
BO3ENCTBUIO NOTEHLMANbHO OMaCHOro U3ny4YeHus.



89. MeguumHckmMe nsgenust ons guarHoCTUKK in vitro, npegHasHayYeHHble A51si FTeHepUpoOBaHNS
NOTEHLMANbHO ONaCcHOro M3Ny4YeHUs, MPOEKTUPYIOTCA U U3rOTaBMMBAKOTCS Takum obpa3oM, YToObI
rapaHTMpoBaTb KOHTPOMb W (UNN) PETYIMPOBKY XapakKTEPUCTUK M KONMYECTBa MCMyCKaemoro
N3Ny4YeHns, U OCHaLLalTCsA BU3yanbHbIMUM U (MnM) 3BYKOBbIMU CpeacTBamMu npenynpexaeHns o
HanU4Mm (aKTMBHOCTM) TAKOrO MU3IyYeHus.

7. MepuuMHCKMe uspenus Ana AUarHocTUKM in vitro, Bknrovarwme B ce6a nporpaMmmHoe
obecne4yeHune, U aBBTOHOMHOE NMporpaMmMmHoe obecneyeHue, ABNAKOLWEECA MeaULMHCKAM
u3genuem Ans AMarHoCTUKM in vitro

90. MeguunHckne mn3genus Anst AMarHoCTUKW in vitro, Bkntovarolme B cebsa nporpaMmmHoe
obecneyveHre, 1 aBTOHOMHOE NporpaMmMHoe obecnevyeHune, ABNSOLEECA MEANLMHCKUM U3OENNeEM
ONst  OMarHoCTMKWM in  vitro, MPOEKTUPYKTCA W W3roTaBnMBalTCA TakuM obpas3om, 4TOObI
obecneynBaTb CTabunbHOe, HadexHoe U 3hPEKTUBHOE (DYHKLMOHMPOBAHME 3TUX MELMLMHCKNX
M34EeNUn B COOTBETCTBUM C HA3HaAYEHNEM, OnpeaeneHHbIM NPON3BOANTENEM.

8. AKTUBHbIe MeAULMHCKUE usgenua ans QUarHoCTuUKM in vitro, cBA3aHHbIe C UCTOYHUKOM

SHeprum nnu OGOpyﬂOBaHHbIe UCTOYHUKOM IHeprmmn

91. AKTVBHblE MEOMLVHCK1E U3Aenus Ang ANarHOCTUKK in Vitro, mpy UCMoMNb30BaHUM KOTOPbIX
6Ge3onacHoCTb Monb3oBaTeniell 3aBUCUT OT BHYTPEHHEro WCTOYHMKA nuTaHus, obopyaytoTcs

cpeacTBoM onpeneneHna CoCToAHUA NCTOYHUKA NUTaHUA.

92. AKTMBHblE MeOUUVHCKME u3genua Ons AWarHOCTUKM in  vitro  npoekTupyloTca U
M3roTaBnMBalTCs  TakMm  obpas3oMm, 4ToObl  MakCMManbHO  CHU3UTb  PUCK  CO34aHus
3NEKTPOMArHUTHbIX NMosien (3NeKTPOMarHUTHbIX MOMeX), KOTOpble MOTyT OTpuLaTeNbHO CkasaTbCsl
Ha paboTe OpyrMx MeauUMHCKUX n3genvii, obopynoBaHnst U CPencTB CBSA3M B COOTBETCTBUM C UX

Ha3Ha4YeHneMm.

93. AKTMBHblE MeOUUVHCKME u3genua Ons  AWarHOCTUKM in  vitro  npoekTupyloTca U
M3roTaBnueBarTcss  Takum  obpas3om, 4YTOObl obecneynmtb  ypoOBEHb  YCTOMYMMBOCTM K
3NEKTPOMarHUTHLIM NomMexam (MoOMexXoyCTOMYMBOCTM), obecnedmnBaroLLnii X PyHKLMOHNPOBaHNE B

COOTBETCTBUU C HAa3Ha4vYeHnem, onpegeneHHbiM Npon3BoanTeNnem.

94. AKTUBHble MeOULMHCKME u3genua Ons  AWarHOCTUKM in  vitro  npoekTupyloTca U
M3roTaBNMBAKOTCA TakMm 06pa3om, YTOObl MakCMMarnbHO CHU3UTb PUCK CIyYarHOro nopakeHus
nornb3oBaTena WnNu TPeTbero nuua 3MeKTPUYECKMM TOKOM Kak MNpu HOpMarsbHbIX YCrOBUSX
aKcnnyaTauum MeanuUHCKOro n3nennsa, Tak u B yCroBuUsX € AUHUYHOW HEUCNPABHOCTU NPW YCIOBUN,
4YTO MEeOUUMHCKOE W3Jenve YCTAHOBMEHO W OOCNy>XMBAeTCsi B COOTBETCTBMM C yKaszaHUSIMU
npoussoauTens.

9. 3awmTa OT MeXaHUYeCKNX u TepMU4eCKux puckoB

95. MeOuuUMHCKWe M3Aenust AN AMarHOCTMKM in Vitro NpOeKTUPYHTCS M M3roTasnmBaloTcs
TakuM 06pasom, 4TOBObl 3alMTUTL MOMb3oBaATENA U TPETbUX UL, OT PUCKA MEeXaHUYeCKUX
MOpa)KeHW, CBSA3AHHOTO C COMPOTMBMEHUEM [BUKEHWUIO, HECTabunbHOCTBIO U HamnMuuem
JBUXYLLUXCA YacTel B COCTaBe TakMx MeAULIMHCKMX U3Oenuii.



96. B cnyyae ecnu B coctaBe MeAULMHCKOrO U34enus in vitro nmetoTcsa ABUXKYLLMECH YacTw,
npegycmaTprBaloTCsl CpeAcTBa 3aliyTbl MONb30BaTeNsi OT pUCKa, CBA3AHHOIO C BO3MOXHbIM
paspyLleHneM OBWXKYLLMXCS YacTen U C UX OTPbIBOM.

97. MeguuunHcKne usgenusa Ans AUarHoCTUKM in Vvitro MpOeKTUPYHTCA U M3roTaBnvBaloTCH
Takum ob6pa3om, 4YTOObl MaKkCUManbHO CHU3UTb PUCK, CBSI3aHHbIA C BUOpaumen, co3gaBaemom
3TUMU MEAULMHCKUMU U3OENUAMU, MYTEM NPUMEHEHUS CPEACTB, MO3BOMSIOWMX OrpaHUYUTb
BMOpauMio, ecnn TOMbKO BMOpaUMs He SBMNSETCS YacTbio MpedHasHaydeHus Takux MeLUUMHCKUX
n3genun.

98. MeguuunHckne usgenusa Ons AMarHoCTUKM in Vvitro MpOeKTUPYHTCA U M3roTaBnMBaloTCH
Takum obpasom, YToObI MaKCMMaribHO CHU3WUTb PUCKM, CBSA3aHHbIE C CO34aBaeMbIM LLYMOM, NyTeM
nprvMeHeHus (Mpu HeoBXoAMMOCTM) CPeaCTB, UCMOMb3YEMbIX 4SS YMEHbLUEHUS LUyMma.

99. Knemwmbl, pazbembl, COEAVHUTENWU W APYrie YCTPOMCTBA MOAKITHOYEHUS MEAMLMHCKMX
M3genun Ana  AMarHOCTUKM in Vilro K WCTOYHMKaM 9SMNeKTPUYECKOW, TMAPaBMYECKON WK
NMHEBMATUYECKOA SHEPrMM MPOEKTUPYIOTCS W U3roTaBnMBAlOTCS  Takum obpas3om, 4TOObI
MaKCMMarnbHO CHU3UTb H0ObIe BO3MOXKHbIE PUCKN.

100. MeavumHckMe nsgenusa Ons AMarHOCTUMKKM in vitro MpOoeKkTUpPYTCa M U3roTaBMBalOTCA
TakuMm o0bpa3om, YTOObI MaKCMMarbHO CHU3WUTb PUCK OLIMOOK, BO3HWMKAIOLWMX NPU HENPaBUITbHOM
NOAKIIOYEHNM UMW MEPEKITIIOYEHMM BO BpeMsi paboThbl annapaTypbl Unu AeTanen B COCTaBe Takux
MEeOULMHCKUX U3OENNN.

101. OTKpbITble YacTM MeAUUMHCKUX U3Aenun Ans AMarHOCTMKW in vitro (3a mucknoyeHnem
YyacTew, NnpegHas3HayYeHHbIX AN Nofjayvn Tenna unm JOCTWXKEHUS 3adaHHbIX 3HaYeHu TemnepaTyp)
He [OMMKHbI OCTUraTh NOTEHLMANMBHO OMaCHbIX 3HAYEHWI TeMnepaTtyp Npu HOPMaribHbIX YCOBUSAX
aKcnnyaTauuu.

10. 3awmTa OT PUCKOB, CO3AaBaeMbIX MEAULIMHCKUMU U3OeNUAMN ONA OUarHOCTUKM in vitro,
npegHasHaYeHHbLIMU ANA CaMOTECTUPOBAHUSA NONb30BaTeNieM UM TeCTUPOBaHUsI BONU3un
nonb3oBaTens

102. MepguumHckne wun3genua AN OUMarHocTMkyi - in vitro, npegHasHaveHHble  Ans
CaMOTECTMPOBaHUSA MOMb30BaTENEM UM TECTUPOBAHMSA BONN3M NOMb30BaTENs, MPOEKTUPYIOTCA U
N3roTaBMnMBaKTCA TakuMm 06pas3om, YTOObI OHU PYHKLMOHMPOBANN B COOTBETCTBUN C HA3HAYEHMEM,
onpegeneHHbIM NPOM3BOAUTENEM, C Y4ETOM HaBbIKOB MONb30OBATENs W YCNOBMW 3KCNyaTauum
MEONLMHCKOro n3genus.

103. MeguumHckne wun3genua Ons  OUMarHocTMkyi - in vitro, npegHasHavyeHHble Ans
CaMOTECTMPOBaHUSA MOMb30BaTENEM UM TECTUPOBAHMSA BONN3M NONb30BaTENS, MPOEKTUPYIOTCA U
M3roTaBnMBalTCs Takum 0b6pasom, YTOOblI MakCMarnbHO CHU3UTb PUCK OWMOKM Nonb3oBaTens, He
MMEIOLLIErO CreLmanbHOro MeauMuMHCKoro obpasoBaHusi, Npyv MPUMEHEHUN Takux MeLULUHCKUX
n3genuvn, a Takke npu otbope Npod unm MHTepnpeTaumm pesynbTaToB TECTUPOBAHMS.

104. MepguumHckne wun3genua LA OUMarHocTMkyi - in vitro, npegHasHaveHHble Ans
CaMOTECTUPOBaHNS MONb30OBaTENEM WM AN TeCTUPOBaHWs BONU3M Nonb3oBaTens, OOJMKHbI

MMeTb, eClin 3TO 00BEKTMBHO BO3MOXHO, qI)yHKLI,I/IIO noaTBepXaeHmnd Toro, 4To npu NCnosib3oBaHUU



3T MeAMUMHCKMe u3denus OyayT (yHKUMOHMPOBATb B COOTBETCTBMM C  Ha3HAYeHuewm,
onpegerneHHbIM NMPoV3BOAUTENEM.

11. JononHuTenbHble TPeOOBaHUA K MapKUPOBKE MeAULIMHCKUX U3aenuin Ana oUarHocTuku
in vitro

105. B OTHOWEHMN MEOVUMHCKNX N3OENU AN QUarHOCTMKK in vitro NPpUMEHSIIOTCA NOMUMO

TpeboBaHMIN K MapKUMPOBKE, YykasaHHblx B noapasgene 13 pasgena Il HacToswmx O6wmx

TpeboBaHui, Takke [OOMoNHUTENbHble TpeboBaHWs, npedycMaTpuBalolne, 4YTO MapKMpOBKa

MeAVLIMHCKNX N3Oenuin Ans AnarHOCTUKK in vitro JoMmKHaA cogepXaTth CriefyoLyo MHopMaumio:
1) nHcbopmaums 0 npegHa3Ha4YeHUN MEANLMHCKOTO U3Aenusa Ans AMarHOCTUKM in Vitro;

2) cBegeHus 0 Macce (HeTTo) comepXmmoro (B eguHuuax Beca unm obbema), KonmyecTse
eouHWL unm nobon komObuHauumM nokasartenewn, KOTopble TOYHO OTpaXkalT coaepXKaHue ynakoBKu

(npv Hanuunw);

3) cBegeHUss 006 OCHOBHbIX MWHrpegueHTax, COAepXKallMxcsi B YNakoBKE MeOWLMHCKOro

n3genua ons aguarHocTuKM in vitro;

4) 3Hak npeaynpexaeHust 06 onacHoOCTU, ecrnv MeAMUMHCKOe M3fenue Anst AMarHOCTUKM in
vitro cooepxuT onacHble BELLECTBa;

5) nHcopmaumsa o cneumanbHOM MUKPOBUOMOrMYECKOM CTaTyce UMM YMCTOTE MEOULIMHCKOrO
n3genvsa anst ouarHocTuky in vitro (npy HeobxogmMmocTw);

6) nHpopmaLusi 0 NpedHa3HAYEeHUN MEAMUMHCKOrO U3Aenus Anst AMarHoCTMKM in vitro ans
CaMOTEeCTMpOBaHUSl MoSib30BaTenemM WNu Ans  TecTupoBaHus BOGMM3WM nonb3oBaTtens (npu

Hanmuun).

12. Tpe6oBaHuMA K UHOpMaLuum, coaepxallemcs B UHCTPYKLMWN NO NMPUMEHEHUI0
MeAMLUMHCKOro n3genus ans guarHocTukwm in vitro

106. VIHCTPYKUMA MO NPUMEHEHWUIO MEAMLIMHCKOrO U3Oenua Ans AMarHoCTUKM in vitro gomkHa
coaepxatb criefyoLLyo MHopMaLMIo:

1) HaMMeHoBaHwWe 1 (M) TOProBoe HaMMeHOBaHME MELMULMHCKOrO U3L4Eenusa Ans QUarHOCTUKK
in vitro;

2) cBefeHns 0 Npon3BoAMTENEe MEeOULMHCKOrO U3genus Ans AnarHocTuky in vitro n (unn) ero
yNONHOMOYEHHOM  MpeAcTaBuTene, BKMOYasi MOSIHOE W COKpalweHHoe (Mpu  Hanmmyun)
HaMMEeHOBaHMA PUONYECKOTO NNLA, MECTO HAaXOXAEHUS (PamMuUnms, UMs, OTYECTBO (NPU HaNU4MK)
N MECTO XMUTeNnbCcTBa (PUINYECKOro Nuua, 3aperncTpMpoBaHHOIO B KavyecTBe MHOMBUAOYalnbHOro
npeanpuHuMaTens), NoYToBLIN agpec, Homepa TenedoHa, dakca, agpec 3NeKTPOHHON NoYThl (Npu
Hanuuum);

3) Has3HayeHne MEeAULIMHCKOro U3aenuna ans AnarHoCTUKK in vitro, B TOM vucne:

(*)yHKLWIOHaﬂbHOG Ha3Ha4vyeHune;



onucaHue Toro, YTo onpegenseTcsa n (nu) nsamepsieTcs;

cneumnduyeckoe pPacCTpPOMCTBO, COCTOSHME unM  DakTop pucka Aans  obHapyxeHwus,
onpegenenvs nnu gudpdepeHUMpoBaHns KOTOPOro npeaHasHavyeHo MeauuMHCKoe usgenve ans
OVarHoCTuKM in vitro (Mpu HeoBXoaNMOCTW);

npegHasHa4yeHne MeOVLMHCKOrO W3Aenua Ons AMarHoOCTMKM in vitro Ans KavyecTBEeHHbIX,
MOSYKOMMYECTBEHHbIX UMW KONIMYECTBEHHbLIX ONpeaeneHuii;

TMN aHanMaupyemoro obpasua;

4) nHdopmauusa o npegHasHadeHuM MeLULMHCKOrO M3genusa OAng AuarHoCTuKW in vitro ans
KNUHMYeckon nabopaTopHOM ANArHOCTUKY;

5) Ha3HayeHe MeaguLUHCKOro U3genus ang QUarHOCTUKKM in vitro ¢ yka3aHneM nonb3oBaTtens
(HanpuMep, NauneHT, MeaULIMHCKUIA cneuuanmncT, rU3nyeckoe nuuo, NpUMeHsiioee MeauLuHCKoe
nsgenve no HasHayeHuto, onpeaeneHHoMy NMPoM3BOANTENEM);

6) NpuHUMN TecTa;
7) onucaHue peareHToB, KannMbpaTopoB U KOHTPOMbHBIX MaTeprarnos;

8) nepeyeHb MaTepuanoB U crneumanbHbIX MaTepuanoB, KOTopble TpebywTcs Ans
NpOBEAEHUss TECTUPOBAHUS (aHanm3a), HO He coaepaTcsl B KOMMIEKTE NMOCTaBKM MeAULMHCKOrO
n3genua onsa auarHocTuKu in Vvitro;

9) Ona  MeauUMHCKMX W3denui  Ons  OMarHoCcTMKM - in vitro, npegHasHayeHHbIX Ang
MCMONb30BaHNs B KOMOWHAUMW C APYTMMUA MEAUUMHCKUMW U3OENnUsMU, BKIoYask MeOuLMHCKue
n3genusa ans QuarHocTuKM in vitro, - nHopMaumsa ans nageHtTudukaumm MeQULVMHCKUX N3Oenuin ¢
Lenblo nony4yeHus GesonacHor komouHauum n (Mnm) nHgopmaumns o6 N3BECTHbLIX OrPaHUYEHUAX
MO COBMECTHOMY UCMONb30BaHNIO MEANLMHCKNX U3AENWNA;

10) cBegeHnsa o cneumanbHbIX YCNOBUAX XpaHeHus (Hampumep, TemnepaTtypa U BNaXHOCTb
BO34yxa, OcBelleHne u gp.) u (unun) obpalleHus nonb3oBaTenen ¢ MeauLMHCKM U3genvem in
vitro;

11) cBegeHMs O XxapakTepUCTUKaxX CTabUbHOCTU MEONLIMHCKOTO U3AENus Ans AMarHOCTUKM in
vitro (Hanpumep, YCNOBWSI XPaHEHWUS, CPOK TFOAHOCTWU MOCHe MNEPBOr0 BCKPbITUS MEPBUYHOMO
KOHTEVHepa), a TakkKe YCIOBUSIX XPaHEHUs U CcTabunbHOCTM paboymx pacTBOpoB (npwu
HeobxoaumocTw);

12) nHpopmaums 0 CTepunbHOM COCTOSHMM, METOAE CTepunusaLmmn 1 o0 Nopsake AencTBUN B
crnyvae HapyLleHUs CTEPUIIbHOM YNakoBKK (ecnn MeauuMHCKoe nsgenve Ans UarHOCTUKK in vitro
NoCTaBNseTCsl B CTEPUNBHOM BUAE);

13) wHdopmauua ang nonb3oBaTenen (NpeaynpexgeHusi, Mepbl NPegoCTOPOXHOCTH,
npeanpvHUMaemMble B criyd4ae HeoOXOOAMMOCTM Mepbl U OrpaHUYEeHUs MpU  UCMOSIb30BaHUM
MEeAVLIMHCKOro U3Aenusa s GUarHOCTUKK in vitro), Bkntovas:



npenynpexaeHne, Mepbl NPeaoCTOPOXHOCTU U (MnM) Mepbl, NPeanpvHUMaemMble B Cryvae
c60s1 N OTKINOHEHWU B (PYHKLUMOHUPOBAHUN MEAUUMHCKOTO U3Aenust Ans AWarHoCTMKW in Vitro,
onpefensieMbix N0 BHELUHUM MpU3HaKam;

npeaynpexneHue, Mepbl MNPedOoCTOPOXHOCTU U (UnK)  Mepbl, NpeanpuHUMaeMble B
OTHOLLUEHUW TaKUX MpeackasyeMblX BHELHUX (DAKTOPOB, Kak BHELLUHWE 3NeKTPOMarHUTHbIe Mors,
anekTpocTaTuyeckne paspsabl, UsnydyeHne, atmocgepHoe AaBneHue 1 ero nepenanpl, BNaxHOCTb
1 TemnepaTypa BO3ayxa;

npeaynpexaneHue, Mepbl NPegoCTOPOXHOCTM U (UNK) Mepbl, NpearnpuHUMaeMble B Criydae
npeackasyemMoro pucka afeKkTpOMarHUTHLIX MOMEX, CO3AaBaeMblX MeOVUUMHCKUM M3aenvemM ans
ANarHocTuKM in vitro Ans apyrmx MeanUMHCKUX U3aenuii, oopynoBaHus U CPeACTB CBA3W,

npeaynpexneHne, CBsi3aHHOE C BXOOALWMMM B COCTAB MeOMUMHCKOTO u3genus ans
AMarHocTMkM in vitro maTepuanamu, KOTopble SIBNATCA KaHLUEPOreHHbIMM, MyTareHHbIMU WM
TOKCUYHBIMU NGO MPUBOAAT K CEHCUOWUNMU3aLMKU, anmnepruyeckort peakuun Unum oTpuuaTeribHoO
BMUSIIOT HA PENPOOYKTUBHYIO (DYHKLIMIO;

npenynpexaeHne, Mepbl MNpPeaoCTOPOXHOCTU U (MnU)  Mepbl, NpeanpuHUMaemMblie B
OTHOLLEHUN MOTeHUManbHO WHAEKUMOHHONO MaTtepuana, cogepallerocs B MeAULMHCKOM
n3genun ans AMarHoCTUKM in Vitro;

14) nHdopMauus o npeaHasHa4YeHUn MeOMLIMHCKOrO U3Aenus Anst AMarHOCTUKM in vitro gns
0OHOPAa30BOro MCMNOMb30BaHUS;

15) vHpopmaums o Hagnexailen obpaboTke MeaMUMHCKOro U3denus Ans AWarHOCTUKK in
vitro onsg ero MOBTOPHOIO MCMOSIb30BaHWSA, BKIOYAs OYMCTKY, AE3VHAEKUMIO, YNaKoBKY W Mpwu
HeobX0AMMOCTM MEeTOA, MOBTOPHON CTepunm3aumm (ecnn MeguumHCKoe U3genue ons guarHocTUKK
in vitro npegHasHa4yeHo 4511 MHOropa3oBOro UCMOSb30BaHUS);

16) cneumanbHble TpebOOBaHUSI B OTHOLUEHWM MOMELLEHUIA, CNeUManbHOM NOArOTOBKA WNN
0ocobow KBanudmrkaumm nonb3oBaTens u (MnNn) TpeTbux nuy, (NpyM HEOBX0ANMOCTH);

17) wHdopmauns o6 ycroBusix, Heobxooumbix aAnst cbopa, 0OpabOTKM M NOArOTOBKM
06pasLoB, AaHHble MO CTabunbHOCTU aHanuaMpyembix o6pasuoB, B TOM 4uCre YCrOBUS U
ONUTENBHOCTb XPaHEHUsl, YCMOBUS TPAHCMOPTUMPOBKM, OrpaHUYEHUs MO LMKNaM 3aMOPO3KU
(pasmopaxmBaHus);

18) nogpobHas MHopmauns 0 NOArOTOBKE K MCMOSIb30BaHWUIO MEAMLMHCKOrO U3aenus ans
ONarHOCTUKM in Vitro;

19) mHpopmauus, Heobxoammasi AN NPOBEPKM MPaBWUIbHOCTM YCTAHOBKM MELMLMHCKOrO
n3genusa ans auarHocTuKKM in vitro m ero rotoBHoOCTM K Ge3onacHon paboTe Mo HasHaYeHuto,
onpefeneHHoMy Npou3BoANTENEM, C yKa3aHWEM CriedyoLmnX CBEAEHNI:

codepxaHue W NepuoaMyHOCTb TEXHUYECKOro OBCMYXWMBaHWA, BKMHOYAA OYUCTKY U
AE3NHPEKUMI0 MEOULIMHCKOrO U3aenus;



HeobxoaumMocTb KanubpoBkM Anst obecrneyeHuss Hagnexawien u 6GesonacHor paboTbl
MeOVLMHCKOrO U34enust A AUarHoCTUKK in vitro B TeYeHne cpoka ero cryx6bi;

METOAbl CHWXEHUSI PUCKOB, CBSI3AHHBLIX C YCTAHOBKOW, KanvMbpoBKoW Wnu OGCnyXuBaHUEM
MEeOULIMHCKOro U3aenvs Ang QUarHoCTUKM in Vitro;

20) pekoMeHZaLMN B OTHOLLEHMM NpoLeayp KOHTPOSS KayecTBa npu HeobxoaMmocTy;

21) WHGpOpMaLMA O MPOCIEXMBAEMOCTU 3HAYEHUN, 3adaHHbIX AN KanubpaTopoB wnu
KOHTPOMbHBLIX MaTepuarnoB, KoTopass obecnevvMBaeTcs MOcpeacTBOM AOCTYMHbLIX pedepeHTHbIX
MeToauK (METOOOB) U3MEPEHUS U (MNK) STANOHOB;

22) npouedypa TeCTUPOBaHWS, BKMNOYas pacyeTbl M WHTepnpeTauum pes3ynbTaTtoB
TECTUPOBaAHUS, W NpU  HeoOXOoOUMOCTM WHGOPMaLMs O LenecoobpasHoCTM NpOoBeAEHUS
NOATBEPXKAAIOLLMX TECTOB;

23) XxapakTepuCTUKM aHanuTn4eckon adeKTUBHOCTN: YyBCTBUTENBHOCTb, CNeuMUYHOCTb,
NpaBUibHOCTb, MOBTOPSIEMOCTb, BOCMPOU3BOAMMOCTb, Mpeden obHapyXeHus (geTekuun) u
OVanasoH W3MepeHusi, BKMYasi MHAOPMaUMIO O BIIUSIHUM W3BECTHbIX WHTEPdEPEHTOB, 00
OrpaHUYEHNsIX MeToda W WUCMONb30BaHUMM [AOCTYMHbIX pPedepPeHTHbIX MaTepuanoB U MeTOOOoB
aHanusa (no NPMMEHUMOCTW);

24) XapaKTepUCTUKN KIMHUYECKON 3MEKTUBHOCTU: AMArHOCTUYECKas YyBCTBUTENBHOCTb U
AnarHocTmyeckasi cneumduyHocTb (Mpu HEOBXOANMOCTK);

25) buonoruyeckuii pecbepeHTHbIN MHTEpPBan Npyu HEOOXOAMMOCTH;

26) nHdopmaunsi 06 MHTepepupyowmnx BELLECTBaxX WM OrPaHUYEHUsIX, CBSI3aHHbLIX C
npo0boWi, KOTOPbIE MOTYT NOBMUSATL Ha Pe3ynbTaT NUCCIEA0BaAHUS;

27) npegynpexgeHve w (4nv) crneunanbHble Mepbl NPegoCTOPOXHOCTM B OTHOLLUEHUU
©esonacHol yTunm3aumm MeaMLMHCKOrO U34enus ons AUarHOCTUKKL in Vitro M NpuHaaneXxHoCcTen
(Mpu HanW4KUK), KOTopble NPV HEOOXOAMMOCTU AOIMKHBI OXBaTbIBATL Crieayolmne akTopbl:

WH(PEKLUNOHHBIE NN MVIKp06HbIe PUCKN, B TOM YUCIIE€ BO3MOXHOCTb 3arpAa3HeHns pacxodHblX
MaTepunanoB MH(PEKLNOHHBIMK areHTaMy YenoBeYeCKOro NPOMCXOXAEHNS;

9KOJ10rmM4eckne pncku, ced3aHHble C noTeHumarnbHO onacHbIMU MaTtepuanamMmim U BellecTtBamMmu,
dusnyeckne pucku, B TOM YMCrie BO3MOXHOCTb B3pbIBa MM BO3rOpaHus;

28) B OTHOLUEHUN MEeAULMHCKOro n3genus Ans AMarHoCTUKKM in vitro, npegHasHa4YeHHoro Ans
CaMOTeCTVMpOBaHUS  MoMb3oBaTeNeM WNM  TecTMpoBaHus BOMM3W  Monb3oBaTens, Takke
crnepyioLwne cBeOeHus:

noapobHaa uHdopMauua o npouedype TecTMpoBaHUs (MoAroToBKa peareHToB, OTGop
(noaroToBka) Npobbl, NOPAAOK BLINOMHEHUS U MHTEpPNPEeTaLUs pesynbTaToB TeCTUPOBaHMS);

pekoMeHAauMmM OTHOCUTENbHO [JEeWCTBMW Mofb3oBaTens B cny4qyae MnoJioXKUTENbHOrOo,
oTpuuaTesrnibHOro Unun HeonpeanerneHHoro pe3ynbrarta TeCTUPOBaAHUA;



MHOpMaLMsa O NMOrpeLlHOCTAX TecTa U BO3MOXHOCTH nony4vyeHnsa JNIOXXHOMNOJIOXNTENbHbIX U
NTOXXHOOTpULUATENbHbIX pe3ynbTaToOB TECTUPOBAHUA, @ TakKXKe OTHOCUTEITIbHO ¢aKTopoB, BANSOLLNX
Ha pe3ynbTaT TECTUPOBAHUA,

MHbopMaumus O HedOoMyCTUMOCTM MPUHATUSA Monb3oBaTeneM MeOWMLMHCKUX pelleHunin 6e3
npeaBapuTenbHON KOHCYNbTauum ¢ MeOULMHCKUM CrieLuanmcTom;

29) AaHHble O BbIMycKe UM NocreaHem NepecMoTpe UHCTPYKLUM MO MPUMEHEHWIO;

30) vHdopmaumss 0 HEODXOAMMOCTW HamnpaBfieHUs1 COOOLLEHMST MPOM3BOOAUTEND WIN €ro
YMNOSTHOMOYEHHOMY MPEACTaBUTENIO O HeXenaTesbHbIX COObITUSAX, KOTOPble WMMEKT MpU3HaKu
HebnaronpusaTHOro cobbITUs (MHUMAEHTA).

107. VIHCTPYKUMS NO NPUMEHEHMIO MOXET ObITb NPEeACTaBNeHa B COKPALLEHHOM BUAE UMK Ha
MapKupoBke (4ns MeOMUMHCKUX W3genuin Oons OUMarHOCTWMKM in vitro KnaccoB MOTeHuuanbHOro
pucka npuMeHeHus 1 1 2a), ecrnv MeguLUMHCKoe n3genne MoxeT OblTb MCNoNb30BaHO 6Ge30nacHo K
Mo Ha3Ha4YeHuto, onpeaerneHHoOMyY NPOU3BOAMTENEM, BE3 MHCTPYKLMUN MO NMPUMEHEHMIO.

108. OpHoro ak3emnnaspa MHCTPYKUMU MO MPUMEHEHMIO MOXET ObiTb AOCTATOYHO, ecnu
NOCTaBNSIETCA HECKONBbKO MEAMLMHCKMX U3OEeNuUiA Anst AMarHOCTUKKM in vitro oAHOMY Mofib3oBaTernto
no opHomy agpecy. [No TpeboBaHuto NOTPedbUTENS NPOU3BOAUTENb LOJPKEH NPEAOCTaBUTb
OOMOJHUTESbHbBIE 3K3EMMNNSAPbI MHCTPYKLUMKU MO NPUMEHEHMNIO.

V.l o K a 3% T e filb*G=m B¢ £“0) ™78 y¢ Iy C [FIB=mr=n Ve *I il nfr=eTeER A% =211
enun obumum Tpeb6boBauuadmM 6esomacHOCTU U bdbexTusB

HOCTHXW B INendaXxXx peruvwcTpalnmuu

109. CooTBeTcTBME MeAMLUMHCKOrO  u3genus  Hactosiwmum  O6wmm  TpeboBaHUsAM
obecne4ynBaeTcs BbINOSTHEHVEM YCTaHOBIEHHbIX 3TUM OOKYMEHTOM TpeboBaHui
HenocpeacTBeHHO NGO BbLIMONHEHMEM TpeboBaHWIA CTaHOAPTOB, BKMYEHHbIX B MNEpeYeHb
CTaHOapTOB, B pe3ynbTaTe MNPUMEHEHUS KOTOPbIX Ha [0OPOBOSMBHOM OCHOBE MOSHOCTLIO UMK
yacTmyHo obecnevmBaeTca COOMAEHNE COOTBETCTBUS MEAULMHCKOTO MU3OEeNus HacToAWUM
O6wum TpeboBaHMAM (ganee - nepeyeHb).

110. lMepeveHb oOpMUPyeTCA Ha OCHOBaHWW MNPEANIoXEeHUA YNONHOMOYEHHbIX OpraHoB
rocyAapCTB-YfieHOB, MNpuYHMMaeTcs  pekomeHgaumen  Komuccum  no  cormacoBaHuio  C
rocygapcrBamu-vrieHaMy 1 NOANEXNUT akTyanusaumm no mepe HeobxoauMoCTy.

MNopsagok hopmmpoBaHusa NnepeyHs NpUHMMaeTca pekomengaumen Komucecunn.

[Ona BKMOYEHMs CTaHOApTOB B MNepeyeHb YMNOSIHOMOYEHHble OpraHbl rocyaapCTB-YreHOB
npeacraesnaoT B Komuccuio ceegeHnst no gopme cornacHo npunoxenuto N 1.

111. B uenax peructpauum COOTBETCTBME MEAULIMHCKOTO u3genust Hactosiwmm O6Lwmm
TpeboBaHMAM NOATBEPXKOAETCA MPOU3BOAMTENEM WMM €ro YMNOSIHOMOYEHHbIM MNPeAcTaBUTENEM
nocpeacTBOM MPEACTaBfieHNss B YMONTHOMOYEHHbIW OpraH rocyaapcrBa-yfieHa cBedeHun O
cobnogeHnn yCcTaHOBNEHHbIX TpeboBaHui no dopme cornacHo npunoxeHuto N 2. YkasaHHas

¢)opma 3aroJiHAeTCA B COOTBETCTBUN C YCTAHOBIIEHHbBIM MOPAAKOM.



112. [okasatenbcTBa COOTBETCTBUSA MeOMLIMHCKOro n3genvs NMONOXEHUAM,
YyCTaHOBMEHHbIM NyHkTamn 3, 6 1M 8 Hactoauwmx OB6uwmx TpebGoBaHWM, AOMKHbI BKAYaTb

KIMHMYeckoe 000CHOBaHME Ha OCHOBE KIMNMHNYECKNX OaHHbIX O MeOULUMHCKOM 1n3gennn.
IIpunoxeunue N1
K O6muM TpeboBauusam 6esdomdacHOCTHU
U s9bderx TUBHOCTYU MeIUINUHCKUX UB A EeTHnIHn,
TpebO6oOBaHUAM K UX MapDKUDPDOBKE U

KCNOJNUYyaTalUOHHO® NOKYMEeHT aluUuud Ha HUX

®OPMA

npeAacTaBrieHNUs CBeAeHUN AN BKIKOYEHUA CTaHAAPTOB B NepevyeHb CTaHAAPTOB, B
pe3ynbTaTte NPUMEHEHUSA KOTOPbIX Ha AOGPOBONILHOM OCHOBE MOJIHOCTbIO UITN YaCTUYHO
obecneynBaeTcs cobnoaeHne cCOoTBeTCTBUA MeAULMHCKOro usaenus TpeboBaHnam
6e3onacHocTU U 3P PEeKTUBHOCTU MEOULMHCKUX U3[eNun

0603HayeHne HavmeHoBaHue [Hata MpumeHaemble MyHKT O6LMX
cTaHgapTa cTaHgapTa BBELEHMA B pasgensl TpeboBaHuit**
aeicreune cTaHgaprTa*
1 2 3 4 5

* YKasblBaloTCA MNpUMeHsieMble pasfenbl cTaHaapTa, ecrnv He Bce pasgenbl crtaHgapTa
obecrneumBaloT MNpesymnuuio COOTBETCTBUS MeAMLMHCKOro uagenus O6uwmv  TpeboBaHuaM

bes3onacHocTn n 3PHDEKTUBHOCTU MEAULMHCKUX U3AENUN, TPeOOBaHUAM K WX MAapKMPOBKE U

9KCMAyaTauMOHHOW [AOKYMEHTaLMW Ha Hux, yTBepxaeHHbiM PeweHnem Coeta EBpaswuiickon
3KOHOMMYecKkon komuccum oT 12 dpeBpansa 2016 roga N 27.

*%

YKkasbiBaeTcss  COOTBETCTBYWOLWMA  MNyHKT O6wmnx TpeboBaHui 6GeszonacHoctn u

3 DEKTUBHOCTU MEOULIMHCKUX M3OENUN, TPeOoBaHUM K WX MapPKUPOBKE M 3KCniyaTauMOHHOW

OOKYMEHTaLUMn Ha HuX, yTBepxaeHHblx Pewenvem CoBeTa EBpasvickon 3KOHOMUYECKOM

kommccum ot 12 dpeBpansa 2016 roga N 27, KOTOpbIA BbIMOMHAETCA NpyY NPUMEHEHUM pa3dena
cTaHgapTa, ykasaHHoro B rpade 4 HacTosien (opMbl.

IIpunoxeunwune N2
K O6muM TpeboBauusam 6esdoOdacHOCTHU

U s9bderx TUBHOCTYU MeJUINUHCKUX UBLEeTHUIHn,



TpebG6oBaHUWUAM K UX MapPDKUDPDOBEKE U

S KCcONyaTalUWUOHHONW NOKYMeHTallud HAa HUXIX

®OPMA

npeacTaBrieHUs CBeAeHUA O COOTBETCTBUU MeAULIMHCKOro usaenusa TpeboBaHUsAM
6e3onacHOCTU U IPPEKTUBHOCTU MEOULIMHCKUX U3OeNUI 1 NOPSAOoK ee 3anofIHeHUs

[. PopMa mpegcTaBIeHUWUA CBegJeHUN 0 COOTBETCTBHUA
MeITUuUIUHCKOIro uagenua TpeboBauguaM 6es300acHOCTH

M 25bbe XK THUBHOCTU MeOIUINUHCKMNUX M3 TeqTunu

HanmeHoBaHWe MeAUUMHCKOTO U3genus:

MyHKT O6LWMX MpumeHnmo MerTog, PekBu3nutbl PeksusnTtbl PesynbtaT
TpeboBaHwuii CTb K NCNO/Ib3yeMbli HOPMaTMBH LOKYMEHTa, OLLEHKMU
MeANLMHCKO ana oro noaTeBepKAaatoLLe

My M34enunio [lOKa3aTeNbCcTBa [OKYMEHTa ro COOTBETCTBUE

COOTBETCTBUA Ha
ncnosbaye
MbIA MeTOA,
1 2 3 4 5 6

II. MopAaAgoK 3amoadHeHUA OPME DTpPpeagcTaBIeHUA CBepJ
eHUMHN 0 COOTBETCTBHUMN METUINUHCKOTLO M3OTe€eNINUA TpeoboO
BauHusaMmM 6esdonacHOCTU U bdbeKTUBHOCTHU MeOTUIUHECEK

UX UB3Oenunmn

1. B rpacdbe 1 ykasbiBaeTcsi cooTBETCTBYHOLWMIA NYHKT O6Limx TpeboBaHun 6Ge3onacHocTu m

3P HEeKTUBHOCTN MEANLIMHCKUX W3AENWN, Tpe6OBaHVIl7I K UX MapKuUpoOBKE U SKCI'IJ'IyaTaLI,I/lOHHOVI

OOKYMEHTauMmM Ha Hux, yTBepxaeHHblx Pewenvem CoBeTta EBpasuickon 3KOHOMUYECKOM
komuccum ot 12 dpespans 2016 roga N 27 (ganee - O6wme TpeboBaHus).

2. B rpadpe 2 ykasbiBaeTcs, NpMMEHMMO N TpeboBaHue, NpedyCMOTPEHHOE YKa3aHHbIM B
rpacpe 1 nyHkTtom O6wwimx TpeboBaHun, kK meguumHckomy nsgenuio ("aa" wnm "Het"). Ecnu gaHHoe

Tpe6OBaHVIe He NpMMEeHNMO K MeanUMHCKOMY n3agenuio, B rpacbe naetca obbsACHeHMe.

3. B rpacde 3 ykasbiBaeTca MeToA, MPUMEHEHHbIN Ans [oKasaTeNnbCTBa COOTBETCTBMS
MeOMLMHCKOro n3aenvs TpeboBaHuio, NpeaycMOTPEHHOMY YkasaHHbIM B rpade 1 nyHkToMm O6Limx
TpeboBaHuit (Hanpumep, NpUMeHeHne cTaHgapTa, COOCTBEHHbIE UCMbITAHUS C UCMONb30BaHUEM



CTaHOApTU30BaHHOMO MeToAa, UCMbITaHUS! C UCMONb30BaHNEM COBCTBEHHOIO MeToAa UCTbITaHuM,
MCMbITaHUS!, NPOBEAEHHbIE TPETLEN CTOPOHON, UK OPYro MEeTOA).

4. B rpade 4 ykasblBalOTCS PEKBU3NTbI HOPMATMBHOIO JOKYMEHTa Ha MeToh, UCMOMb3yeMbli
ONnsl fokasaTenbCTBa COOTBETCTBUSI MEOULMHCKOrO M3genus TpeboBaHuto, npedycMOTPEHHOMY

yka3aHHbIM B rpade 1 nyHkTom O6Limx TpeboBaHui.

5. B rpade 5 ykasbiBalTCS PEKBU3NTbI OOKYMEHTOB, MOOTBEPXKAANOLMUX COOTBETCTBUE
MeOMLMHCKOro n3aenus TpeboBaHuio, NpegycMOTPEHHOMY Yka3aHHbIM B rpade 1 nyHkTom O6Limx
TpeboBaHuit (MPOTOKOSIOB WCMbITAHUA, CepTUdUKATOB, AeKnapauuii COOTBETCTBMS, OTYETOB O
NPOBEAEHHbIX NCCIEeA0BaHNsX, APYrMX AOKYMEHTOB).

6. B rpade 6 ykasbiBaeTCs 3akmntoyeHne 0 COOTBETCTBMU UMM HECOOTBETCTBMN MEAULIMHCKOro
nagenusa ObLmm TpeboBaHMAM.

OnEeKTPOHHbIV TEKCT AOKYMeHTa
nogrotoerneH AO "Kogekc" 1 cBepeH no:

odmumanbHbI cant

EBpa3nmnckoro sSkOHOMM4YECKOro cot3a
www.eaeunion.org, 17.05.2016



