3apeructpuposaHo B MuHiocte Poccuu 10 mapta 2017 r. N 45896

MWHUCTEPCTBO 3[JPABOOXPAHEHUSi POCCUCKOW ®EQEPALIUA

NPUKA3
ot 19 suBaps 2017 r. N 11H

OB YTBEP)XAEHUU TPEEOBAHWN
K COQEPXXAHUIO TEXHUHECKOW U 3KCMNYATALUMOHHOW AOKYMEHTALIUK
NPOU3BOAUTENS (M3rOTOBUTENSA) MEAULIMHCKOIO U3AENUA

B COOTBETCTBUAM CO cTaThel 38 depgepansHoro 3akoHa ot 21 Hosbps 2011 r. N 323-93 "O6 ocHoBax OxpaHbi
300poBbA rpaxaaH B Poccuinckoi depepauun” (CobpaHue 3akoHoAATENLCTBA Poccuitckont ®egepaumn, 2011, N
48, cT. 6724; 2013, N 48, cT. 6165; 2015, N 1, ct. 85; N 27, ct. 3851) 1 noAnNyHKTOM 5.2.192(1) MNMonoxeHus o
MuHucTepcTBe 3npasooxpaHeHus Poccuiickon ®efepauun, yTBEPXAEHHOrO MOCTaHOBNEHUEM MpasuTtenbcTea
Poccuiickon ®epepaummn ot 19 uoHa 2012 r. N 608 (CobpaHue 3akoHoaaTensCcTea Poccuiickon ®epepauun,
2012, N 26, cT. 3526; 2013, N 16, cT. 1970; N 20, ct. 2477; N 22, cT. 2812; N 33, cT. 4386; N 45, ct. 5822; 2014, N
12, cT. 1296; N 37, cT. 4969; 2015, N 2, ct. 491; N 12, ct. 1763; 2015, N 23, ct. 3333; 2016, N 2, c1. 325; N 9, cT.
1268: N 27, cT. 4497; N 28, c1. 4741; N 34, c1. 5255; N 49, ct. 6922), npukasbiBato:

1. YTBepauTb npunaraemble TpeboBaHUA K COAepPXaHUIo TEXHUYECKON W IKCNIyaTauMoHHOW AOKYMEHTaLum
npoussoauTens (M3rotoBuUTENs) MEAULMHCKOTO U3Aenus.

2. YcTaHOBUTb, 4TO YTBEPXAEHHble MyHKTOM 1 HacTosuero npukasa TpeboBaHWA MPUMEHAKTCA K
TEXHWYECKOW W IKCMyaTauMoOHHON [OKyMEeHTauuu npouasoguTenei (usrotoButenen) MeauLUHCKUX nU3nenun,
3asiBNeHUs O rocydapCTBEHHOW perucTpauun KOTopbiX NpeAcTaeneHbl B depepancHyio cnyxby no Haasopy B
cepe 3npaBoOXpaHeHUs nocne BCTyNseHUs B CUIy HacTOsALLEero npukasa.

MwuHucTp
B.1.CKBOPLIOBA

YTBEepxaeHsbl

npukasom MuHucTepcTea 3apaBoOXpaHeHus
Poccuiickon ®epepaumm

ot 19 axeaps 2017 r. N 11H

TPEBOBAHUA
K COMIEP)XAHUIO TEXHUYECKOW U 3KCNNYATALUMOHHOW [OKYMEHTALIUK
NPOU3BOAUTENSA (M3roTOBUTENA) MEAULMHCKOIO U3AENUA

|. O6wme NnonoXxeHus

1. Hacrosilume Tpe6oBaHus onpeaensioT nepeyeHb MHpopMaLmm, NoANexXallen ykasaHuio B TEXHUYECKOW 1
3KCMyaTaLMOHHOM AOKYMEHTaLWK Npon3soauTens (M3roTOBUTENs) MEANULIMHCKOTO U3aenus.

2. TpowussoguTenb (M3roToBUTENb) MEAWULMHCKOTO U3aenus paspabaTbiBaeT TexHu4eckylo U (unu)
3KCNNyaTaLMOHHYI0 [AOKYMEHTaLMI0, B COOTBETCTBUAWN C KOTOPOW OCYLUECTBNSAIOTCA NPpOU3BOACTBO, UIrOTORMEHUE,



XpaHeHue, TPaHCNopTUPOBKa, MOHTaX, Hanagka, NpUMeHeHue, 3aKcnnyarauus, B TOM 4ucne TexHu4eckoe
obcnyxvBaHue, a Taikoke PeMOHT, yTunusauus UMY YHUHTOXEHUE MeaQULIMHCKOro U3nenus.

3. Hactosiwme Tpe6oBaHUs He PacnpoCTPaHAKTCA Ha MEeAULMHCKWE M3aenus, KOTOpble W3roTORNMeHb! No
WHAMBMAYAnNbHBIM 3aKa3am NauMeHTOB, K KOTOPbIM NPeAbsBnAlTCA cneuvasnbHble Tpe6oBaHUA NO Ha3HAYEHUIO
MEANLMHCKUX PaBOTHUKOB U KOTOPbIE NPeHa3HaueHbl UCKIIOYUTENBHO ANA NMYHOTO UCMONb30BAHUSA KOHKPETHLIM
NauMeHTOM, @ TakKe MeUUMHCKWE W3nenusi, NpeAHasHayeHHble ANA WUCMonb3oBaHUs Ha  TeppuTopun
MEeXayHapoAHOro MEeAULIMHCKOrO KnacTtepa.

Il. Tpe6oBaHMsA K COAEPKaHUIO TEXHU4ECKOW AOKYMEeHTaLuu
npow3soauTens (U3roToBUTENS) Ha MEAULIMHCKOe uaaenue

4. TexHuyeckas AOKYMEHTauus NpPOWU3BOAWTENs (M3roTOBUTENs) Ha MeAULMHCKoe wuanenve (nanee -
TEXHUYEecKas [OKyMEHTauus), NnpeacTaensemas npoussoauTenem (v3roToBUTENEM) MEOULMHCKOTO U3Aenus unv
YNOMHOMOYEHHbIM MpeAcTaBuTeNieM Npou3BOAUTENS (M3roToBUTENA) MEAMLMHCKOro u3genus B cocTaee
perucTpauMoHHOro A0Cke Ha MeaULMHCKOe uaaenve, AoMKHa coaepXarts:

1) HauMeHOBaHWE MEAWLIMHCKOTO W3henusi, MHYK WHGOopMauuio, Mo3BONAILLYIO naeHTuduuMpoBaTb
MEOULIMHCKOE wu3[enue, Hanpumep, HOMep MOJenu, BapuaHTbl moauduKaumii (MCNonNHeHUn) MeauLMHCKOro
nanenus;

2) HasHavyeHue MeauLMHCKOro u3aenusa U NpuHLUnG neucTBuUS;
3) nokasaHusi U NPOTUBOMNOKA3aHWS K MPUMEHEHWI0 MeAULIMHCKOTO N3aenus;
4) nicpopmaumio 0 NoTeHUUanbHbIX notpebutensx MeauLUUHCKOro uanenus;

5) onucaHue OCHOBHbIX (DYHKUMOHANBHBIX 3MEMEHTOB MEAMLIMHCKOTO M3aenusi, KoTopoe  MOXer
CONpPOBOXAATECA CXemamu, hoTorpaduyeckuMm WN306paXeHUsiMK, PUCYHKaMK, Auarpammamu 1 UHbBIMU
NOSICHEHUSIMMU;

6) onucaHue COCTaBHbIX YacTei (yanoB) MEAULIMHCKOrO n3nenus (npu Hanu4uu);

7) onucaHne NPUHAANEXHOCTEN, MEAULIMHCKAX U3AeNUA U1 U3AENUiA, He SBNAIOLLMXCS MEAULIMHCKUMM, HO
NPeayCMOTPEHHbIX ANs UCNOMb30BAHUA B KOMOMHALMM C 3asiBNEHHBIM MEANLIMHCKUM 13nenvem (npu HanU4um);

8) nepeueHb M ONMCaHWe Matepuanocs MeAULMHCKOTO U3aenus, BCTynalowux B HernocpeACTBEHHbIA WK
ONOCPEAOBaHHbIN KOHTAKT C OPraH3MOM nauueHTa (Tenom Yenoeeka);

9) [aHHble 0 MapKUpOBKe MeAULMHCKOro nanenus u €ro ynakoeke;

10) nepeyeHb PUCKOB, MAEHTU(MUUMPOBAHHBIX B MPOLIECCE aHanusa pucka, U onucaHue cnoco6oB
yMPABNEHUs! STUMMU PUCKaMM B LIENSIX CHKEHNS WX A0 AOMYCTUMOTO YPOBHSA (Mpu Hanuuuu);

11) cBeaeHMs O BepuMKaLMM U Banupauuv MEeAUUMHCKOTO W3Aenusi, KOTopbie WCnomnbsoBanuch Ans
[l0Ka3aTenbCTBa COOTBETCTBUS MEAULIMHCKOTO N3AENNs yCTaHOBNEHHbIM TPEGOBaHUAM, B TOM YUCINE pe3ynbTaTl:

a) UCNbITaHWIi B UCNbITaTeNbHbLIX Nabopatopusix (LeHTpax);

6) nabopaTopHbiX M (WNM) 3ABOACKUX WCMBbITAHWWA, BKNOYas pesynerarbl UCNBbITAHUA B YCMOBUSX,
UMUTUPYIOLLMUX BKCTNyaTaLnOHHbIE;

B) nabopaTtopHbIX UCABITAHUM Ha XUBOTHLIX AN NOATBEPXAEHUA NPaBUIIbHOCTU KOHUEnuuMu roToBOro
MeAULUWUHCKOro U3nenus;

12) nepeyeHb MaTepUanos XWBOTHOMO W (MNK) YEnoBe4ecKoro NPOUCXOXKAEHUS C ykasaHuem ceefieHuin 06
X BUONOrMYECKON COBMECTUMOCTY M 6e30nacHOCTH, O BbIBOpe UCTOYHUKOB (AOHOPOB), B3ATMM NpoB, o6paGoTke,
XpaHeHuu 1 obpalleHumn C AaHHBIMKM Matepuanamu (npu Hanuuuu);

13) uHopMaLmIo O NPOBEAEHHbIX UCNBITAHWUAX, MPOTOKONAaxX MCNbITAHWUA, aHanuae nony4yeHHbIX AaHHbIX;

14) ccoinkv Ha npegbigywine mMoauduKkaumMm MeavuUMHCKOrO U3fnenus wunm noaobHble MoauduKauun
MeOMLMHCKUX U3Oenuii, Haxoaswuxca B obpalieHuu, B crnyyae UCnonb3oBaHus B TEXHUYECKON AOKyMeHTauuu
nHpopmaumm o noAobHbIX Unu npeabliayLmx mMoaudUKaUMaX MEeQULMHCKOro u3aenus Ans Aokasartenscrsa
COOTBETCTBUSI MEAULIMHCKOrO naaenus Tpe6oeaHmam GeaonacHocTv U 3 eKTUBHOCTH;

15) uHpopMaLMIo 06 OCHOBHbIX CTaANsAX NPOEKTUPOBAHUS MEAWULIMHCKOTO M3aenusi W Npon3BOACTBEHHbIX
npoleccax, KOTopas MOXeT COMPOBOXAATHCS Cxemamy, hoTorpacuieckumm 1306paxXeHUAMN, PUCYHKaMM,
avarpaMMamiy ¥ UHbIMU NOSICHEHNAMM;



16) MH(OPMALMIO B COOTBETCTBUM C AAHHBLIMW TOCYAAPCTBEHHOTO peecTpa NekapCTBEHHbIX CPEeACTB ANA
MEAULIMHCKOTO NPUMEHEHUsi O COAePXKALLMXCS B MEAULIMHCKOM U3aenuu:

nekapcTteeHHOM npenaparte Ans MeaUUUHCKOro MpuMeHeHus, B TOM 4ucne o HanMeHOoBaHUU
(MexagyHapoAHOM HenaTeHTOBaHHOM, WU rpynnupoBOYHOM, UMK XUMUYECKOM W TOpl'OBOM), HanMeHOoBaHUn
npoussoauTensi NekapcTBeHHoro npenapara ans MeguuuHCKoro npuMmeHeHus, garte u Homepe perucrtpautmoHHOro
yAOCTOBEPEHUS NeKapCTBEHHOMO npenapara Ana MeauuUHCKOro NpUMEeHeHus,

(papMaLieBTU4ecKoil Cy6CTaHLMM, B TOM YUCNEe O HAUMEHOBaHUN (MEX/yHapOAHOM HeNaTeHTOBaHHOM, Ui
[PYNMUPOBOYHOM, WM XUMUYECKOM W TOPIOBOM), HaUMEHOBaHWM NPOU3BOAUTENS thapmaLeBTU4HeCKON
cybCTaHLUMK, AaTe M HOMepe PEeecTPOBOW 3anucy rocyAapCTBEHHOTO peecTpa feKapCTBEeHHBIX CPeacTs And
MEeAULIMHCKOrO NPUMEHEHWS;

17) onucaHue MeToja CTepunu3aLmMM, CBEAeHUs O MeToaax Banupauuu B OTHOLEHMM npolecca
cTepunuaauuu (BKMIOYAs WCMbITAHWUS Ha GUOMOTMYEcKyld Harpyaky, Hanuuue NUPOreHHbIX BELLECTB, Hanu4ne
OCTATOMHOTO KOMMYECTBa CTEPUMN3YIOLLEro BeLlecTsa) 1 O BanuaauMu npouecca ynakoBbiBaHus (B crydae, ecnu
MeAULIMHCKOe U3nenue NocTagnsieTcsl B CTEPUIbHOM BUAE);

18) uHopMaLMIo O NpoLecce NPOeKTUPOBaHUsi, paspaboTkv U BanMaaumm NporpamMMHOro obecneyeHus,
MCNOMb3yeMOro B rOTOBOM MEAWLIMHCKOM U3fenuy (B cryvae Hanuyusi B MEAULMHCKOM W3Aenuu nporpammHoro
obecrneyeHusi, 06eCneunBaloLLEro ero NpaBubHYI0 3KCTIyaTaLuio ¥ (Unk) NPUMEHeHe No HasHaueHuio);

19) Tpe60BaHNs K TEXHUYECKOMY 06CYXUBAHMIO N PEMOHTY MEAULIMHCKOTO U3aenus,
20) NOpAAOK W YCIIOBUS YTUNU3ALIMM UM YHUHTOXKEHNA MeAULIMHCKOTO U3nenus.

5. TexHn4eckass AOKYMEHTaLUMs MEeaMLUMHCKOrO U3nenus Ans AuarHoCTuky in vitro, nomumo uHdopmaumu,
yKasaHHOW B NyHKTe 4 HacTosimx TpeGosaHui, AomkHa coaepxXaTb:

1) onucaHne HasHa4eHusi MeguLIMHCKOro naaenusi, BK4as:

a) onucaHue LueneeBoro aHanuTa, cBefeHus o ero Hay\lHOﬁ 000CHOBaHHOCTH, yKaszaHue Ha Ka4yeCTBEHHbIN,
I"lOﬂyKOJ'IM‘-!eCTBeHHblﬁ WM KONMUYECTBEHHbIN BUA, aHanuTa;

6) PYHKUMOHAMNBHOE Ha3HaYeHWe (Hanpumep, CKPUHUHI, MOHWUTOPWHN, AMArHOCTMKa Uni BCromoraTensHoe
CPEeACTBO B AUarHocTuke);

B) crieuuduyeckylo NaTornorui, CoCTosiHUe WM (paktop pucka, Ans o6HapyxeHusi, onpeaeneHus unu
A depeHUMpoBaHus KOTOPOro NpeaHasHaveHo MeauUmMHCKoe usnenue Ans AMarHoCTuku in vitro;

r) TMn aHanuaupyemoro obpasua;
[A) NoNynAUUOHHbIE, AeMorpacuyeckne acnekTbl NPUMEeHeHUsi MEAULIMHCKOTO N3Aenus;

2) KOHKpeTU3auuio npodeccuoHanbHOro YPOBHA  NOTEHUMAnbHbIX none3oBartenev (Hanpumep, Bpad
KMUHWYECKOl naBopaTopHON AMArHOCTUKA, MeAMLMHCKUIA NabopaTopHbIiA TeXHUK (dpenbawep-nabopaHT), UHOK
cneuuanucr);

3) onucaHue npuHUUnNa aHanuTU4eckoro MeTtoaa unu npuHuuna [eucTBusi MeguuMHCKOro usgenus, Ans
aHanuTu4eckoro OGODYAOBGHMFI - COOTBETCTBYIOLLNE TEXHUYECKMNE XapaKTePUCTUKK;

4) onucaHue ycrnosuii TPAHCNOPTUPOBKK,

5) cBeaeHus 06 aHanUTMYECKoN YyBCTBUTENBLHOCTU (Nopor o6HapyXeHus ), aHanMTUHecKow cneunpuyHocTy,
[AVarHOCTUHECKOI YyBCTBUTENBHOCTU U ANarHOCTUHECKOM creuuguyHoCTH;

6) onucaHue UaMepUTeNbHbIX NPOLEAYP, METPONIOTUYECKON NPOCIeXNBAEMOCTU 3HaYeHMIA kanubpaTopos 1
KOHTPOMNbHbLIX MaTepuanos;

7) [aHHble No cTabunbHOCTU MEAULIMHCKOro u3aenus, noareepxaawliue 3asBneHHble CPOK rogHoCTH,
cTabunbHOCTb NPU NPUMEHEHUN U cTabunbHOCTL NPU TPAHCNOPTUPOBKE.

I1l. Tpe6oBaHMs K COAepPXaHUIO IKCMyaTauuoHHOW AOKyMEHTauum
npou3soauTens (U3roToBUTens) MeaULMHCKOro u3aenus

6. SkcnnyaTtaunoHHas AOKYMEHTauus npov3soauTens (waroToBUTENS) HA MeAULMHCKOe uanenue (panee -
aKCNMyaTaunMoHHasi [JOKYMeHTauus), npeacTaensemas npovssoauTenem (w3roToBUTENEM) UMK YNONHOMOYEHHbBIM
npeacTaBuTeNeM NpousBoAuUTens (M3roToBUTeNs), B COCTaBE PErucTpaLuMoHHOro A0Cke Ha MEAULIMHCKOE usnenue,
[AOIMKHa coaepxatb:

1) HaMMeHOoBaHMe MeULUHCKOTO U3enus;



2) B OTHOLIEHUM NPOU3BOAUTENS (MBrOTOBUTENS) MEAULIMHCKOrO M3Aenus - nonHoe u (B8 cnyyae, ecnu
UMeeTCs) COKpallleHHOe HauMeHOoBaHWe, B TOM Yucne UpMeHHoe HauMeHoBaHWe, OpraHU3aLMoHHO-NPaBoBYIo
(hOpMy HOPUAMHECKOTO NWLA, afipec MecTa HaxOXAeHUs WM amunuio, UMs U (s cnyyae, ecnu umeeTtcs)
OTYECTBO, PEKBU3UTHI AOKYMEHTA, YAOCTOBEPAIOWEro fMYHOCTb, aApec MecTa XUTenbCcTea WHAWBUAYANLHOTO
npeanpuHMMaTens, a Tawke Homepa TenedoHoB U (B cnydae, ecnu uMeeTcsl) agpec 3MeKTPOHHOW MOouTb
OPUANHECKOTO ML UM UHAVBUAYANBHOTO NpeanpuHUMaTens;

B OTHOLUEHWM YNIONHOMOYEHHOTO NPEeACTaBUTENsi NPOUIBOAUTENS (MTOTOBUTENS) MEAULMHCKOTO uaaenus -
nonHoe u (B Criydae, €CNM UMEEeTCs) COKPalLeHHOe HauMeHoBaHWe, B TOM 4ucne upMeHHOe HauMeHoBaHue,
OpraH13aLMOHHO-NPaBoByl0 hOpPMYy OpUAMYECKOro nuua, appec (Mecto HaXOXaeHus), a Tawkke Homepa
TenedOHOB U (B Cnyyae, eciiv UMeeTcs) aapec ANeKTPOHHOM NOYTLI IOPUANYECKOro Nuua;

3) HasHaueHMe MEeOMLMHCKOTO M3henus C ykasaHueM MOTeHUManbHoro notpebutens (Hanpumep,
MeaUUMUHCKUA paboTHWK);

4) yHKUMOHANbHBIE XapaKTEPUCTUKM U HasHa4eHe MEAULIMHCKOTO U3nenus

5) pUCKM NpPUMEHEeHUss MEeOULUHCKOro U3nenus, NPOTUBONOKa3aHusA, oXuaaemble U npeackasyembie
no6ovHble achpeKkTbl, CBA3aHHbIE C NPUMEeHeHUueM MeAULMHCKOro naaenus no HasHa4eHuto;

6) TeXHUYECKME XapaKTepPUCTUKN MEAULNHCKOro U3Oenus;

7) onucaHue anHap,nexcﬂocmﬁ, MeaAULMNHCKUX nagenuin unu n3nenuin, He sIBNSAIOLUXCA MeaUuUMHCKUMU, HO
npeaycMOTPEeHHbIX ANns UCNOoNb30BaHUA B KoMBuHauum ¢ MeauLMHCKUM usgenvem (npu HaﬂM‘MM);

8) MH(OPMALMIO O HamM4uW B MEOULMHCKOM M3nenuu nekapCTBEHHOro CPeacTsa AN MeAUuLMHCKOro
NPUMEHEHWs, MaTepuaroB XUBOTHOTO U (UNK) YE0BE4ECKOTO NPOUCXOXAEHNS;

9) WHpOPMALMIO O NOpsAAKe YCTAHOBKM, MOHTaxXa, HAacTPOWKM, KanuBpoBKA W WHBIX LAeVCTBUSIX,
HeoB6X0aUMBbIX ANs BBOAA MEAWULIMHCKOTO U3Nenus B 3KCIyaTaumio;

10) TpeboBaHMA K NOMELLEHUAM, B KOTOPbIX NpeanonaraeTcs ycTaHoBka (MOHTaX) MeaULMHCKOro U3aenus,
a Tawkke TpeboBaHWs K MOATOTOBKE WNM KBanuPuKkauum nuu, OCYLLECTBNSILWNX YCTAHOBKY (MOHTaX)
MeAMLMHCKOro nanenus (Npu Hanuuum);

11) WHOpPMaUMI0O ANA NPOBEPKA MPaBUNBHOCTU YCTAHOBKWA (MOHTaXa) MEeAULMHCKOro u3nenus u ero
rOTOBHOCTM K 6e3onacHoi paboTe akcnnyarauuu, BKIOYan:

a) cogepkaHWe M NEepUOANYHOCTb TEXHUYECKOro OBCMyXMBaHWsi, BKIIOYAs OYMCTKY W AEMHPEKUMIo
MeAULIMHCKOro uanenus;

6) nepeuyeHb NPEAOCTABNEHHbIX NPOU3BOAUTENEM (MrOTOBMTENEM) MEAULIMHCKOTO M3Nenus CBeaeHuw,
KnioYel, naponei AocTyna, NporpamMm, HeobBXOAUMBIX AN MOHTaXa, Hanaaku, SKCniyatauuum U TeXHWHeckoro
06Cny>XUBaHUS MEAULIMHCKOrO U3aenus;

B) NnepeyeHb PacxoAHbiX Marepuasnos (KOMMNOHEHTOB, PeareHToB), a Takke Npoueaypy Ux NpUMEeHeHUs 1
3aMeHbl;

r) HeobxoaumocTb kanubposku Ans obecneveHus Hagnexawien u GesonacHon paboTbi MeaAULMHCKOro
n3nenus B Te4eHne cpoka ero cnyxobl;

[1) METOZbl CHWKEHMS PUCKOB, CBSI3aHHBIX C YCTAHOBKOWA, KanvBpOBKOWA UM TEXHUYECKUM obcnyxuBaHuem
MeAMLMHCKOro nanenus;

e) uHopMaLumMio O MOHTaXe, Hanaake, HacTpoiike, kanMbpoeke U UHLIM nevcTeusiM, HeobxoauMbIM Ans
BBOZA MEAULIMHCKOrO M3Aenus B 3KCNIyaTaLMio U ero NpaBunbHOM akcnnyarauum (npumeHeHus);

X) MH(OPMaLMI0 O NepeyHe OCHOBHbLIX XapaKTepuCTUK MO 3KChilyarauuu (NpUMEHeHn) MeaULMHCKOro
W3nenus, YCrioBUsiM TPaHCIOPTUPOBKU U XpaHeHUs (HanpuMep, Temnepatypa v BnaxHoCTe Bo3dyxa, ocselieHune
1 UHbIE XapaKTepucTUKK);

3) nepevyeHb MpuUMEHAEMbIX MpoussoavnTenem (Vlal'OTOBVITeﬂeM) MeauLMHCKOro wuagenus HauuoHalbHbIX
CTaHAapToB;

12) WHOPMaLMIO O CTEPUNBHOM COCTOSIHUM MEAWLMHCKOTO M3denus, MeTtoae ero crepunusaumm v o
nopsiake AeNCTBUI B Cryyae HapyleHWs CTepUNbHOW YnaKoBKM (ecnu mMeavuUMHCKOE U3genue nocraenaeTcs B
CTEpUNbHOM BUAE) UMK, eCNU MeAVNLIMHCKOE U3aenine NocTaenseTca HecTepuilbHbIM, ykasaHue Ha HeobxogumocTb
ero cTepunuaauum nepej ucnosb3oBaHueMm;

13) uHdopMaumio o nopsiake o6paboTKM MEeAMUMHCKOTO M3Aenusi Ans ero MoBTOPHOTO WCMOINb30BaHNUS,
BKMIOYAs OMMCTKY, AE3MHMEKLMIo, YNakoBKy W npuU HeoBXoaMMOCTU MeToa MOBTOPHOW cTepunusauum (ecnu



MeauuMHCKoe usaenve npegHasHadYeHo ans MHOropasoBoro MCHOJ‘Ib:iOBaHMﬂ), a TaKKe Kputepuu HenpurogHocTu
MeANLMHCKOro uaaenusa ans NpuMeHeHus;

14) wHdopmaumio, Heobxoaumyl AN UASHTUDUKALMU MEOULIMHCKUX WU3Oenuii C Lenbio nonyyeHus
Ge3onacHoil KoMBuHauuM, ¥ MHOPMAauMio 06 WM3BECTHLIX OrpaHW4YeHUsIX Mo COBMECTHOMY WCMONb30BAHMIO
MEANULIMHCKAX W3nenuii (Ans MeauuMHCKUX W3aenuid, npeaHasHayeHHbIX Ans UCronb3oBaHus BMecTe c Opyrumu
MeAVLIMHCKUMM N3aenusmMm u (unu) NPUHAANEXHOCTAMK);

15) uHchopmaumio 0 npupoge, Tune, a Tawke (npu HeobxoaumocT) 06 UHTEHCUBHOCTU U pacnpeaeneHuu
nanyyeHusi (SNeKTPOMarHUTHoOe, WOoHU3MpyKLliee, WHOE) MeaMUMHCKOro u3genus W cnocobax 3awuThbl
notpebuteneit ¥ TPETbUX NUL OT HenpeaHaMEpeHHOro WanyyeHus B npouecce 3Kcnnyarauvmn MEAMULIMHCKOro
nanenus (ecnu MeauUMHCKoe u3aenue co3naeT OnacHbIi UK noTeHuuasnbsHo OnacHblil YpoOBEHb U3Ny4eHus npu
MCNONb30BaHWUMU MO HA3HAYEHUIO);

16) HdopMaLWMI0 O Mepax NPefoCTOPOXHOCTU, NpeaAnpUHUMaeMbIX B CriyHae:

a) HEeUCrIPaBHOCTU MEANLMHCKOTO uanenus, c6os B ero pabote UM OTKNOHEHWHA B hyHKLUMOHNPOBaHUM,
KOTOpbIE MOFYT BMUSTL Ha 6@30NacHOCTL MEAULMHCKOTO M3fenusi, B TOM YuCrne onpeAenseMbix No BHeWHUM
npuaHakam;

6) BO3neNCTBUS Ha (DYHKUMOHMPOBAHUE MEAULMHCKOTO W3NENUS BHELWHUX (aKTopoB, CBA3AHHBIX C
NPUMEHEHUEM MEOMLMHCKOrO WM3Aenus B KOMOGMHAUMM C [pYrUMM MEeAULMHCKUMW U3nenuamu U1 (unm)
o6opyaoBaHMeM, WNM TakMx MpejckasyeMmbix (HakTopoB, KakK BHEWHME 3MNeKTPOMarHuTHble  nons,
aneKTpOCTaTUNECKMe Pa3psifibl, M3NydeHWe (ANeKTPOMarHuTHoe, MOHU3NPYIoLLEe, UHOE), aTMOChepHOoe AaBneHue
1 ero nepenaapl, BNaXHOCTb U Temneparypa Boaayxa,

B) pUCKa BMEKTPOMAarHUTHbIX NOMEX, CO3AaBaeMbiX MEAWLMHCKUM u3nenvem Ans ApyrvX MEauLMHCKUX
n3nenuii, 060pyA0BaHNA U CPEACTB CBA3M NpU NPOBEAEHUN U OLIEHKe Pe3ynbTaTos AUarHoCTUK, NeYeHUs unm npu
ero MPUMEHEHUM NO HasHayeHulo (Hanpumep, 3MEKTPOMAarHUTHOe U3nyYeHue MEeAULMHCKOro  U3nenus,
oKasbiBalolLLiee BnusiHue Ha apyroe o6opyaosaHue);

17) npepynpexaeHuss 1 (Mnu) Mepbl NPeaoCTOPOXHOCTW, NpeanpuHAMaemble notpebutenem npu
NPUMEHEHUN MEAMLIMHCKOTO U3Aenisi, COAepXalLero nekapcTeeHHoe CPeacTBo ANs MEAULIMHCKOTO NPUMEHEeHIs,
MaTtepuarn XUBOTHOTO U (MNK) YENOBEYECKOTo MPOUCXOXKAEHUS, MaTepuars!, KOTOPbIe ABNATCA KaHUEepPOreHHbIMU,

MyTareHHbIMU UMk TOKCUMHBIMU, BO3MOXHOE BbiAENEeHUe UM BbiMbiBaHUE KOTOPbIX MPUBOANT K ceHcubunusauum,
annepruyeckoi peakumu unu OTPULATENBHO BIMSET Ha PENPOAYKTUBHYIO (OYHKUMIO;

18) npegynpexgeHus u (Unu) Mepbl NpeAoCTOPOXHOCTH, nNpeanpuHuMaemMble notpeburtenem npu
YTUNU3aLMU MEAULMHCKOTO N3Aenus, NPUHAANEXHOCTEl U PacXoaHbIX MaTepuaros, UCMob3yeMbiX BMECTE C HUM
(Npu Hanuuuu), BKNoYas ceeaeHust 06 MHMEKLMOHHOM, MUKPOBHOM, SKONOTMYECKo UK (hU3U4eCckoin onacHoCTU
MeAMLMHCKOro U3aenus;

19) wHdopmauuo 06 obcroaTenbcTeax, MpU KOTOPbIX notpebutens AOMKEeH NPOKOHCYNbTUPOBATLCA C
MeauLIMHCKUM paboTHUKOM;

20) uHdOPMauUMKO O MepBOHaYanbHOM BbiMycKe WK nocnegHem  nepecMoTpe aKcnyaTaumMoHHOM
[AOKYMEeHTauuu;

21) NnopsiAoK M yCrnoBusa yTunusauum unu YHUHTOXEHUS MeQULIMHCKOro n3aenus.

7. OkcnnyatauuoHHas AOKyMEeHTauus MeAWUWHCKOro u3aenus Ans  OUarHoCTukv in vitro nomumo
WHOPMaLMK, yKasaHHOM B NyHKTe 6 HacToAwux TpeGoBaHuii, AoMKHa CoaepXaTb:

1) cBeIeHUS O HAa3Ha4YeHUU MeAULIMHCKOTO U3fenus:

a) onucaHue LieneBoro aHanura ¢ ykasaHuem Ka4ecCTtBeHHOro, MonyKonM4yecTBeHHOro Unu Konu4ecTeseHHoro
BUAa;

6) cneunduyeckoe paccTPoiCcTBO, COCTOsSIHUE UnKU (pakTop pucka, Ans oBHapyXeHusi, onpeaeneHusa unm
avddepeHUMpoBaHUs KOTOPOro npeaHasHa4eHo MeauUMHCKoe usaenve;

B) TUN aHanuaupyemoro obpasua;
2) MHOPMaLMIO O NpeHA3HaYeHUN ANs KIIMHUYECKOV nabopaTopHOW AUarHOCTUKH;

3) onucaHue rnopsigka BbiNONHEeHUsi TeCTUpOBaHUA C npuMeHeHneMm MeguUUHCKOro WU3Aenus, onucaHue
peareHToB, KanubpaTtopoB U KOHTPONbHbIX MaTtepuarnos;

4) nepedeHb MarepuanoB U crneuuanbHbiX Matepuarnos, KOTOpbie TpebyloTca Ans  NpoBeAeHus
TECTUPOBaHUs (aHanW3a), HO He COAePXaTCs B KOMMJIEKTE NOCTABKA MEAULIMHCKOrO U3nenus;



5) uHdoOpMauuio Ans UAEHTUMUKALMM  MeAULMHCKUX U3Aenui C  uenbilo  nonyveHus GesonacHow
koM6uHaummu n (unu) uHdopmauunio 06 U3BECTHLIX OrpaHUYEHUsX NO COBMECTHOMY NPUMEHEHUID MeaULMHCKUX
n3nenuii No HasHavYeHuo (4ns MeauUMHCKUX U3Aenui, npeaHasHavYeHHbIX AN NPUMEHEHUA MO HasHa4YeHu B
KOMBUHAaLMKU C APYTMMU MEAULIMHCKUMU U3DENUSIMU, BKIIOYas MeaULMHCKUE U3aenus Ana AUardHoCTukM in vitro);

6) WHGpOPMaUMI0 O XapakTepucTukax CTabunbHOCT MeaULIMHCKOro u3aenus (Hanpumep, YyCrosus
XpaHeHUs1, CPOK roAHOCTU NOCNEe BCKPLITUA NEPBUYHON YNaKoBKK),

7) wHpopmaumio ans  notpebuteneid  MEeOUUMHCKOTO U3Aenusi O Mepax NpefoCTOPOXHOCTH,
npeanpuHUMaeMbix B criydae HeoGXoaMMOCTM, a Takke O Mepax NpeaoCTOPOXHOCTM W (Mnu) Mmepax,
NPeAnpUHUMAaeMbIX B OTHOLUEHUM NOTEHUMAanbHO MHMEKLUMOHHOMO Martepuana, CoaepXallerocsi B MeAULIMHCKOM
nanenuu;

8) MHOpPMaUUK O NpegHasHavyeHUM MeguLMHCKOro M3nenus TONMbKO ANsi OAHOKPaTHOro npuMeHeHus no
Ha3Ha4YeHuio,

9) uHdopmaumio o Heobxogumoin ob6paboTke MeaUUMHCKOrO W3aenust Ans Leneni ero MOBTOPHOro
NPUMEHEeHUs1 MO Ha3Ha4YeHMUIO, BKMOYAs OYUCTKY, Ae3nHdeKuuio, ynakoBky M npu Heobxogumoctn mertop
NOBTOPHOW CTepunusauuu (ecnu MeguuMHCKoe uanenue npeaHasHayeHo Ans MHOropasoBOro NMpUMEHEeHWs no
Ha3Ha4YeHuo);

10) nHdopmauuio 06 ycnosusix, Heobxoaumblx ans cbopa, obpaboTku 1 nogrotoskn 06pasLoBs, AaHHbIE NO
cTabunbLHOCTM aHanuaupyembix o6pasuoB, B TOM YWCNE YCNOBUSI W [ANWUTENbHOCTE XPaHEeHWs, YCNOBUA
TPaHCMOPTUPOBKA, OFPaHUYEHUs NO LUKIaM 3aMOpPO3KU (pasmopaXuBaHusl);

11) nHcpopmaLmio 0 NOAroTOBKE K MPUMEHEHUIO Mo HasHa4YeHuto, aKcnyaTauum MeavUmMHCKOro nanenus;

12) uHOpMauUMId O NPOCNEXMBAEMOCTU 3HAYEHWUW, 3a[aHHbIX ANs KanubpatopoB WKW KOHTPOMbHbIX
marepuarnos, kotopas obecne4ymBaeTcsi NOCPEACTBOM AOCTYNHbIX pedepeHTHbIX MeTOAUK (METOA0B) U3MEpPEHUs U
(vnun) atanoHos;

13) onucaHue npoueaypbl TECTUPOBAHUA, BKIIOYAs pacyeTbl U UHTepnpeTauun pesynsTaTtoB TeCTUPOBaHUS
U, Npu Heo6xoaUMocCTH, MHopMaLuumio O LenecoobpasHoCTU NpoBeaeHNUs NOATBEPXAAKOLLMX TECTOB;

14) xapakTepuCTUKU aHanMTUYecKon aPEeKTMBHOCTU: YyBCTBUTENbHOCTb, CNeunduYHOCTb, NPaBusbHOCTS,
NOBTOPSIEMOCTb, BOCMPOU3BOAUMOCTb, npeaen obHapyXeHus (OeTeKkuuu) U AuanasoH U3MEepeHusi, BKYas
MHOPMALMIO O BNUSHUM U3BECTHbIX UHTEpPdEpeHTOB, 06 OrpaHUYeHUAX MeToaa U UCMONb30BaHUKU AOCTYMHbLIX
pedepeHTHbIX MaTepuanos 1 METOAO0B aHanuaa,

15) xapakKTepucTMkM  KIMHUYecKoW 3 PEeKTMBHOCTU:  AuarHoctmyeckas  YyBCTBUTENbHOCTb WU
AuarHocTuyeckas cneunguyHocTb;

16) Guonornyeckuin pedpepeHTHbIA MHTepBan NpUMEeHeHUs MegULIMHCKOro naaenuvs,

17) wHdopmauuio 06 MHTEpEPUPYIOLLMX BELLECTBAX UNWU OrpaHUYeHUsIX, CBA3aHHbIX C Npobon, KoTopbie
MOTYT MOBNUATL Ha pesynbTaT UccrefoBaHus;

18) npepynpexgeHue u (Mnu) cneuuanbHble Mepbl MNPefOCTOPOXHOCTU B OTHOWEHUM 6GesonacHon
YyTUNU3aLUM MEeAULMHCKOTO U3AENUA U ero NpUHaANeXHOCTen, KOTopble AOMKHbI ONMUCHIBATL:

a) UHPEKLMOHHBIE UK MUKPOBHBLIE PUCKM, B TOM YUCIE BO3MOXHOCTb 3arpsisHEHUA PacXoAHbIX Matepuanos
UH(EKLMOHHBIMU areHTaMm 4YeroBe4ecKoro NpoOUCXOXAEHUS;

6) 3KOonorn4yeckme pucku, cesidaHHble C NoTeHuManbHO onacHbiIMU Matepuanamim v BeliecTsamMmu,
B) usn4eckne pucku, B TOM YUCre BO3MOXHOCTbL B3pbiBa UM BO3ropaHus;

19) B OTHOLIEHUM MEAULIMHCKOro W3Aenusi, npeaHasHavyeHHoro Ans camoTecTupoBaHusi notpebutenem,
yKa3blBaeTcsi MHpopMaLuus:

a) o npoueaype TecTupoBaHus (MOAroToBKe peareHToB, oTbope (noarotoBke) Npobbl, NOpAAKe BbINONHEHUS
U UHTepnpeTauuu pesynstaTtoB TECTUPOBaHUS);

6) onucaHue AeincTBuii noTpebuTens B criyyae MornoXUTErbHOMo, OTPULATENbHOTO UMW HeonpeaeneHHoro
pesynsraTta TeCTUPOBaHUs;

B) O MOrpeLHoCTAX TectTa U BO3MOXHOCTU MONy4YeHUs1 NOXHOMONOXUTENbHbIX UK NOXHOOTpULaTElbHbIX
pe3yneraTtoB TECTUPOBaHUA, a Takke OTHOCUTENbHO (hakTopOoB, BNUSIOLLINX Ha pesynkTaT TeCTUPOBaHuS,

r) O HeAOMyCTUMOCTU MPUHSITUA noTpebuTenem no pesyrnbrataMm TECTUPOBaHWUS PeLeHUA MeaULMHCKOro
xapakTtepa 6e3 npeaBapuTenbHON KOHCYNETaUUn ¢ MeaULUHCKUM paGoTHUKOM.



8. OkcnnyatauuMoHHasi [OKYMEHTauus NpeaocTasnseTcs npoussoauTenem (wsroToBUTENEM) ANA
03HaKoMneHus notpebutento Ha GymaxHoM HocuTene (BMecTe C MEAULIMHCKUM U3Aenuem Unn OTAensHO ot Hero)
1 B pOpMe 3rEKTPOHHOrO AOKYMEHTa MOCPEACTBOM pasmelleHus B UH( OPMALIUOHHO-TENEKOMMYHUKALIMOHHOM
cetu VIHTepHerT.

3kcnnyaraunoHHas AoOKyMeHTauus MOXeT ObITb NpefocTaBneHa n0Tpe6wremo bOnsa 03HakoMIeHus B ¢>opme
NEeKTPOHHOro AOKyMeHTa NocpeacTsoOM pa3MelLeHUs Ha dKpaHe, ABNALEeMCA YacTbl0 MEeOULIMHCKOro U3aernus.

B OTHOLIEHWUM MEANLMHCKMX u3aenuii 1 1 2a Knaccos NOTeHUManLHOro pucka ux NpUMeHeH1A notpeburento
ANs 03HaKOMMNeHUsi MOXeT BbiTb NpeocTaBneHa dKcnnyatauuoHHas AOKYyMEeHTauus B COKpaLleHHOM Buae, npu
ycnoBuu, yto o6bem npesocTaBnsaeMon WHopMaLmMn AOCTaToNeH ANs NPUMEHEHUs MeaULIMHCKOro uaaenvs no
Ha3Ha4YeHUIo U Takoe npumeHeHue 6esonacHo.



