IMPABUTEJILCTBO POCCHUMCKON ®EJEPAIIMHA
ITOCTAHOBJIIEHUE

ot 31 masa 2018 r. Ne 633

MOCKBA

O BHecenun u3menennii B [IpaBuna rocynapcrBeHHob
perucrpauMy MeIHUHHCKHUX H3JeHi

IlpaButenbcTBO Poccuiickoil Penepaliui N0 CTAHOBJI A €T ¢

1. YTBepauTh npunaraeMele M3MEHEHHs, KOTOpble BHOcATCsA B [IpaBuia
roCyJJapCTBEHHOM pETHCTpPALMM MEOULMHCKUX HW3JeNIUH, YTBEp)KIEHHbIE
nocraHoBienueM IIpaBurensctBa Poccuiickoit ®epepanuu ot 27 mexabps
2012r. Ne 1416 "O6 ytBepxnaeHuu I[lpaBun rocynapCTBEHHOH perucTpaldu
MeauuuHCKUX — usgenuid"  (CoOpanue — 3akoHomatenbCcTBa  Poccuiickoit
Oenepauun, 2013, Ne 1, ct. 14; Ne 43, ct. 5556; 2014, Ne 30, ct. 4310; 2017,
Ne 8, ct. 1233).

2. YcTaHOBUTh, 4YTO NYHKTBI 3, 4, 14 - 21 wm 26 U3MEHEHHH,
YTBEPXKACHHBIX  HACTOAIUMM  DIOCTAHOBJIEHUEM, HE  TMPUMEHSIOTCS K
IIPABOOTHOILICHUSM, CBSI3aHHBIM €  OCYILECTBJIEHHEM TOCYAapCTBEHHOM
PETUCTPAaLMK MEAULMHCKUX W3JEIMH, BO3HUKIIMM JIO JHS BCTYIUICHUS B CHITY
HAaCTOSLIEro MOCTaHOBIIEHUS.

3. [Ipu3HaTh YTpaTUBILMMHU CWIIY MYHKTHI 28 ¥ 29 (B 4acTH, Kacarolencs
ab3aleB TMepBOro M BTOPOro MYyHKTA 552 [IpaBun rocymapcTBeHHOM
pEerucTpalMyd MEAMLUHCKUX HU3AeNUil) U3MeHeHUH, KOTOpble BHOCSTCS
B IlpaBuna rocylapcTBEHHOM  perucTpaivd MEAHIIMHCKHX  H3CNHi,
yTBEpXIEHHBIX mnocTtaHoBieHUeM [lpaButensctBa Poccuiickoit ®enepauuu
or 17wutona 2014r. Ne670 "O BHeceHum wu3MmeHeHud B [IpaBmia
roCylapCTBEHHOH  perucrpauud  meauuuHckux — usnenuit”  (CoOpanue
3aKOHOJATENbCTBA PocCHiickQit auuy, 2014, Ne 30, ct. 4310).

Ilpencenarens [IpaBute

Poccuiickoit ®enepa J1.MenBenes
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YTBEPXJEHDI

nocraHoBneHueM [IpaButenbcTBa
Poccutickoit ®enepaunn
oT 31 Mag 2018 r. Ne 633

MU3IMEHEHMHII,

KoTopble BHocATes B IIpaBuia rocynapeTBenHoii
perucTpauuy MeIHUMHCKHX H31e/IHH

1. B nyHkre 4:
a)B ab3ale ILECTOM CJOBa '"pErucTpalMOHHOE YAOCTOBEpEHUE
Ha MEJIULIHHCKOE U3/leNie" 3aMEeHUTh CJIOBaMH "TaKkue JOKYMEHTHI'";

0) B ab3alle necaToM cjoBa ", 3aperucTpUpPOBaHHOE Ha TEPPUTOPHH
Poccuiickoii  ®enmepaudy, YMNoOJHOMOYEHHOE" 3aMEHUTh CJIOBaMH WM
HHIWBHAYAJIBHBIN NpelNpUHUMAaTENb, 3aperdCTPUpPOBaHHbIE Ha TEPPUTOPHH
Poccuiickoit @eneparninu, ynmonHOMOUYEHHEIE" .

2. ITyHKT 5 1OMOTHUTE ab3aleM ClleIyIoLIero Coiep KaHus:

"Ilpp M3MEHEHWH BHJIAa MEIULMHCKOTO H3IENUs B paMKax paboThl MO
GOpMHUPOBAHUIO U BEACHUIO HOMEHKJIATypHOH KiaccU(UKaUUU MEeOULUHCKUX
W3JleIMd MO BHAAM, YTBepXAaeMoW MUHHUCTEPCTBOM 3[IpaBOOXPAaHEHHs
Poccuiickoit ®Depepaunu, perucTpUpyIOLIU OpraH BHOCUT B PEECTPOBYIO
3allUCh TOCYIapCTBEHHOI0 peecTpa MEOUMLUMHCKUX H3JeNUA M OpraHu3alvi
(MHOUBMIYAIBHBIX TpeANpUHUMATeNel), OCYIIECTBISIOMMNX MPOU3BOJACTBO H
H3rOTOBJIEHHE MEIMUIUHCKUX W3JIeNIMid (#anee - rocyAapCTBEHHBIH peecTp),
COOTBETCTBYIOLICE U3MEHEHHE U YBEIOMJISIET 00 3TOM IOpUAMUECKOE JIULIO MU
WHIMBHAYAJbHOIO  MpPEANPUHHUMATENS,, HA  HUMs  KOTOPOrO  BBIAAHO
PETHCTPAIIMOHHOE YAOCTOBEPEHUE HAa MEIMUUHCKOE H3JeNUe, BUI KOTOPOIo
u3MeHeH, B TedeHHe 20 pabouux [AHEW C [aTbl BHECEHUS WU3MEHEHUS B
peeCcTpOBYIO 3allUCh FOCYJAapCTBEHHOIO peecTpa.”.

3. B mynkTe 9:

"n.n "

a) IIOAIIYHKT "a  MTONOJHUTE CJIOBaMH ', IIPH 3TOM 3asBHTCIIb YKA3bIBACT
TOBapHBIﬁ 3HaK U HHBIC CpeICTBA HHAUBUAyATU3allUd MEJULTHHCKOTO U3ACIIN B
cjIydyac uX HAHECCHUS Ha YIIaKOBKY MEJAUMUHUMHCKOTO H3I[€.TII/I$I";

0) moAnyHKT "0" U3N0XUTH B CIEAYIOIEN PelaKIUu:

3744682



"0) B OTHOIIEHHH pa3paboTuHKa - MOJHOE U (B Cilyyae, €clld UMeeTcs)
COKpallleHHO€ HaWMeHOBaHHWEe, B TOM 4Hcle (QUPMEHHOE HauMEeHOBaHUE,
OpraHu3allMOHHO-TIpaBoBasi ¢GopMa IOPUAMYECKOTrO JIHIA, aapec MecTa ero
HaxoXXIeHUs Wik ¢amMuiusa, uMs W (B cliydae, €Cld HMeeTcs) OTUeCTBO,
PEKBU3UTHI JOKYMEHTA, YI0CTOBEPSIOLLETO JIMYHOCTD, aIpEC MECTa XUTENhCTBa
MHANBUAYAJIBHOrO NpeIlIpHHUMATENS, a TaKXke HoMmepa TenedoHoB U (B ciyyae,
€CIM HUMEETCS) aJpec JJIEKTPOHHOM TMOYTHl HOPUAUYECKOTO JHLA HIH
UHAVBUAYAJIBHOTO NpeapUHUMaTeNs;"

B) NOAMYHKTHI "I'" U "1" U3JI0KUTH B ClIeyIOLIEN peJaKiuu:

"I) B OTHOLIEHHWHU YHNOJIHOMOYEHHOr0 MPEACTABUTENS MPOU3BOAUTEINS
(uzroroBuTeNsl) - mNoOJNHOe U (B Clydae, €CIH HMEETCs) COKpalleHHOE
HaUMEHOBaHUE, B TOM 4YuCle (UPMEHHOE HaUMEHOBaHHWE, OpraHU3alMOHHO-
npaBoBas ¢opMma OPUAUYECKOrO JIUIa, aJAPEC MeCTa €ro HaXOXIACHUS HIIU
bamMuus, uMs U (B ciiydae, eclIi UMEeTCs) OTYECTBO, PEKBU3UTHI JIOKYMEHTa,
yIOCTOBEPSIONIETO JIMYHOCTh, aJpec MecTa >KUTENbCTBAa WHAMBHIYaJbHOIO
IpeINpUHAMATENS, a TaKkke HOMepa TeledOoHOB U (B cliyuae, eclid UMeeTcs)
afpec JJEKTPOHHOH TMOYTHl IOPUAMYECKOrO JIMLAa WM HMHJIMBUIYaJbHOTO
npeAnpuHAMATENS;

J) B OTHOIIEHWW JIMI[Aa, HA HMS KOTOPOTO MOXET OBITh BBIIAHO
PETUCTPALIMOHHOE YIOCTOBEpPEHHEe, - MONHOE M (B cllyyae, €Clid HMeeTcs)
COKpallleHHOE€ HaWMEHOBaHHWE, B TOM 4HCle (UPMEHHOE HaUMEHOBaHHUE,
OpraHM3allMOHHO-NpaBoBas ¢opMa HOPHIAMYECKOro JIMLA, aJpec MeECTa €ro
HAXOXIeHUs Win Qammiusg, UMs U (B ciydae, €CliM MMEeTCs) OTYECTBO,
PEKBU3HUTHI JOKYMEHTA, YAOCTOBEPSIOIIEro JINYHOCTD, aipeC MECTA XKUTEJIbCTBA
HHIUBUAYAJIBLHOTO MpeINpUHUMATENS, a TaK)Ke HoMepa TenedoHoB U (B ciydae,
€ClIi HMeeTcs) aJpec DJJICKTPOHHOM MOYTHl IOPUAWYECKOrOo JIMLA HIIH
WHIMBHAYAJIBHOTO NMpeANpUHUMATENS;" .

4. B nynkre 10:

a) NOAMYHKT "K" U3JI0KHUTh B CIEAYIOLLIEH pelaKLUu:

"K) IS MEIMUMHCKUX u3Aenuid | Kiacca MNOTEHUWAIBHOIO DPHCKa
IpUMEHEHHS U MEOUIMHCKUAX W3IEJWi Uil TUAarHOCTUKH In Vitro - CBEAEHHMS,
HOJATBEPXKIAIOIIME  KIMHHUYECKY0O  d(@ekTMBHOCT U 0€30MacHOCTh
MEIULUHCKUX U3AENTHH;";

0) JOMOJHUTH NOAMYyHKTaMHU "M" 1 "H" clielyloulero coiepKanusi:

"M) CBEIIEHUs O BbIAAHHBIX PErHCTPUPYIOIIHMM OpPraHOM pa3pelIeHHUIX Ha
BBO3 MEIUIMHCKUX H3JEIHHA C LIEJbI0 UX IOCYIapCTBEHHON peructpauuu (s
MEMIIMHCKHMX M3eNIMil HHOCTPaHHOTO MPOU3BOJCTBA);
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H) KOIIUM JOKYMEHTOB, NOATBEPXAAIOIIUX KA4eCTBO JIEKAPCTBEHHOTO
npernapara, ¢apManeBTHYeCKOH cyOcTaHIMM, OHOJOrHYECKOro marepualia u
HHOI'O BEILUECTBA, C MCIOJIB30BAHMEM KOTOPBIX MPOU3BEICHO MeOUIIHHCKOE
U3JIeNINEe WM KOTOpBIE BXOAST B €r0 COCTaB U KOTOpBIC NMpeAHa3HAYEHBI IS
IPUMEHEHHUS] TOJNBKO C YYETOM Ha3Ha4YeHUs MEIULMHCKOro H3MeIus,
ONPENEICHHOTO  TNPOU3BOAUTEJNEM, H  BBIJAHHBIX B  COOTBETCTBHH C
3aKOHOJATEIbCTBOM CTPaHbl MPOUCXOXKJEHHUS JIEKapCTBEHHOro Ipenapara,
dapmalneBTUUeCKOl cyOcTaHnuu, OHWOJOTHYECKOTO MaTepuaja H  HHOIO
BEIlECTBA. .

5. Ilynkt 16 nononHUTh ab3areM CleIyroniero Coaep kaHus:

"VBenoMIIeHME B CJIy4ya€ €ro HamlpaBleHHsS 3aKa3HbIM [OYTOBBIM
OTIPABIIEHUEM CUHUTAETCS MOJNyYeHHBIM 1O UcTedeHHH 10 pabouux mHen ¢ aaThl
HarpasJeHHUs YBEeJOMJIEHHUS." .

6. [lonnynkt "a" myHkta 21 nomonHUTH cioBamMHM "(3a HCKIIIOYEHUEM
MEIMLMHCKUX H3Jenuil 1 Kiacca NOTEHUMANbHOIO pHUCKa NpPUMEHEHHsS U
MEeIUIMHCKUX M3IETHH U1 JUarHOCTHKH in vitro)".

7. B nyHkre 21 '

a) B MpeJJI0KEHUH TpeTbeM ab3aila BTOpOro:

mocje CJOB '"HampaBiseTcss OJHOKPaTHO" J[OMOJHUTH CJoBaMH '"Ha
K&XKJOM OJTale OJKCIepTH3bl KadecTBa, 3(¢deKTHBHOCTM U 0e30macHOCTH
MEIHUILIMHCKOTO U3Je/Iu";

cjoBa "MO mouTe 3aKa3HbIM MUCBMOM" 3aMEHUTH CJIOBAMM '"3aKa3HbIM
MIOYTOBBIM OTIIPABIICHHEM C YBEJOMJIEHHUEM O BpPYyUEHHUH";

6) nomoNHUTE ab3alaMHu ClieIyIoLIero CoAepKaHus:

"B cnydyae ecnd OTBET Ha 3ampoc, a TakXe MpHIaraeMmble K HeEMy
JOKYMEHTBl COCTaBJeHbl Ha HHOCTPAaHHOM $3bIKE, OHHU MpPEACTABISAIOTCH C
3aBEpPEHHBIM B YCTAHOBJIEHHOM MOPSAKE MePEeBOAOM Ha PYCCKHUH SI3BIK.

[Ipy BBISIBIEHUMM PETUCTPUPYIOLIMM OPraHOM B IpEACTaBIEHHBIX
3asiBUTEJIEM B OTBET Ha 3alpoCc JIOKYMEHTaX HEJOCTOBEPHBIX U (WJIH)
HEJOCTAaTOYHBIX JAHHBIX WJIM JOKYMEHTOB, COCTABJIEHHBIX WIU COIAEpXKalIUX
TEKCT Ha WHOCTPAHHOM s3bIKe 0e3 NepeBojla B YCTaHOBJIEHHOM IOpsiIKE Ha
PYCCKHH SI3BIK, PETUCTPHUPYIOLIMHA opraH B TeueHue 2 pabouyux JHEH Bpydaer
(HampaBIisieT 3aKa3HBIM MIOYTOBBIM OTIIPABIEHUEM C YBEJOMIIEHHEM O BPyYE€HUU
UIH B QopMe 3JIEKTPOHHOIO JIOKYMEHTa, TMOJANUCAHHOIO 3JIEKTPOHHOM
HOJIMKCHIO0, THOO B 3JIEKTPOHHOW (hOpME MO TEJIEKOMMYHHKALIMOHHBIM KaHajlaM
CBA3M) 3asfBUTENIO peElieHHe O BO3BpaTe YKa3aHHBIX JOKYMEHTOB C
MOTHBMpPOBaHHBIM OOOCHOBaHMEM IMPUYMH BO3BpaTa M COOOILIEHHEM O
BO3MOXXHOCTH IIOBTOPHOTO IIpE/ICTABIICHHS] 3aiBUTEJNEM [0 HCTCHECHUS
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50 paboumnx nHeH co AHA MOJy4eHHUS 3ampoca A0paboTaHHBIX JOKYMeHTOB. [1pu
HEIPeICTaBIEHUHU 3asBUTEIIEM B YKa3aHHBIM CPOK 3allpallliBaeMbIX MaTepHAIIOB
M CBEIEHHH DJKcnepru3a KadecTBa, d3(P¢eKTUBHOCTH U ©6e30MacHOCTH
MEJULUHCKOrO H3JAeIusl MPOAOJDKACTCS 10 HaXOASIIMMCS B PaclOpsKEHUH
9KCIIEPTHOTO YUPEXAEHHUs paHee NPEACTABICHHBIM 3asBUTEIEM JOKYMEHTaM U
CBEJICHUSM, COAEPXALLUKMMCS B pErMCTPallMOHHOM J10Che.".

8. B noanyHkTte "a" nyHkra 24 cioBa "MeIMLIMTHCKOTO U3AeIHus" 3aMEHHUTh
cloBaMH "MEIMIMHCKOTOo u3Aenus. B ciiydae ycTraHOBJIEHHS HECOOTBETCTBHUS
3aKJIIOYEHUs] OJKCIIEPTHOTO  YYPEXAECHMS YKa3aHHOMY 3aJJaHHI0  TakKoe
3aKJII0YEHHE BO3BpALIAECTCS B J3KCIIEPTHOE YUpEeXAEHHE Ha NO0pabOTKy, CpOK
KOTOpO# cocTaBisieT He 6onee 2 pabouux AHEH CO AHS MOTYYEHHs IKCIEPTHBIM
YYPEXKJIEHUEM BO3BPAILEHHOIO 3aKJIIOYeHU " .

9. AG3aupl nepBelH M BTOPOH IMyHKTa 26 Mocie ClOB "MEIUIIHHCKOro
u3genud" NOMNOJHUTL CJIOBaMH ", 3a UCK/IIOUEHHEM MeTUIIMHCKUX U3AeTUH
1 knmacca MOTEHUMAIBHOIO pUCKa MPUMEHEHUS U MEAULMUHCKUX H3AENud IS
IHArHOCTHKH In vitro,".

10. ITyHKT 31 U3M0XUTH B CIAEAYIOIIEN pEAaKLIMU:

"31. Peructpupyromuii opraH B TeueHue 2 pabouux mHeH co AHA
NOJIydYeHUsT JOKYMEHTOB, yKa3aHHbIX B mnyHkte 30 Hactosumx IlpaBui,
NpPUHUMAET pelleHHe O BO300OHOBJIEHHMM TIOCYyAApCTBEHHON perucTpaluy
MEIULIMHCKOTO U3JENUS.

Pemiene @ 0  BO30OHOBIEHMHM  TOCYJAapCTBEHHOW  perucTpauuu
MEIULIMHCKOTO U3JeNusl MPUHUMAEeTCs pPEerucTpUpYIOLIUM OpraHoM IO
pe3yJbTaTaM NPOBEPKH MOJHOTHI U IOCTOBEPHOCTH CBEACHMH, COlepKaLUXCS B
NpEICTaBIICHHBIX B PETHCTPUPYIOIIMA OpraH 3asBI€HHH O BO30OHOBIEHHUH
rocyJapCTBEHHOM perucTpalud MeIULMHCKOrO M3JENHsS U HUHBIX JOKyMEHTax,
yKa3aHHbIX B MyHKTe 30 HacTosiumx [Ipasuit.

B ciy4ae eciu 3TH TOKYMEHTHI [Ipe/ICTaBICHbI HE B [IOJIHOM 00beMe MIH
B HUX BBISBJICHBl HEJIOCTOBEPHBIE JaHHbIE, a TAK)XXE B Cly4ae Npe/CTaBICHHs
IOKYMEHTOB, COCTaBIIEHHBIX Ha HWHOCTpaHHOM $3bIKe, 0e3 3aBepeHHOro B
YCTaHOBJIEHHOM MOpsiAKe NepeBojia Ha PyCCKHUH A3bIK, PETUCTPUPYIOLIUN OpraH
Bpy4aeT (HarpasiisieT 3aKa3HbIM [OYTOBBIM OTIIPABJICHUEM C YBEIOMIICHHEM O
BpyYeHHH wWJIH B (GopMe DJIEKTPOHHOTO JIOKyMEHTa, IOANKUCAHHOTO
3JIEKTPOHHOHR HOJIHUCBIO, nubo B 3IIEKTPOHHOM bopme no
TEJIEKOMMYHHKAIIMOHHBIM KaHajllaM CBs3M) 3asiBUTEIIO PELIEHHE O BO3BpaTe
3asBJICHUS O BO30OHOBIIEHHHM TI'OCYJApCTBEHHON PErMCTpalUd MEIULHHCKOTO
U3JleNidsg C TNPUJIOKEHHEM K HeMY YKa3aHHBIX JOKYMEHTOB M H3JI0KEHHEM
HOPHUYMH, MOCIYXHUBIIUX OCHOBAaHHMEM MJisi Takoro Bo3BpaTa. OQHOBpPEMEHHO
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PETUCTPUPYIOLIMHA OpraH coo0IlaeT 3asBUTENI0 O BO3MOXXHOCTH ITOBTOPHOTO
NpeAcTaBjieHus] 3asBJ€HUS O BO30OHOBJIIEHUMH TOCYNApCTBEHHOUN perucrpaiuu
MEJIULIMHCKOTO U3/ENINS C NPUJIOKEHWEM K HEMY T0paOOTaHHBIX JOKYMEHTOB.".

11. ITonmyskt "a" myHkTta 34 cimoBa "MeOUIIMHCKOIO H3eNus" 3aMEHHTh
ClIOBaMHM "MeAMIMHCKOro u3aenus. B ciiydae yCTaHOBJIGHHS HECOOTBETCTBHS
3aKJIIOYEHUs] JKCIIEPTHOIO  YUYPEXKACHHS  yKa3aHHOMY 3aJaHHI0  Takoe
3aKJIIOYEHHE BO3BpAlllaeTCs B JIKCIEPTHOE YyUpexAeHHe Ha NopaboTKy, CpoK
KOTOpOM cocTaBisieT He Oojiee 2 pabouyux AHEH CO IHS MOMyYEeHUS SKCIEPTHBHIM
YUpEeXIEHUEM BO3BPAILIEHHOTO 3aKJIFOYEHHU "

12. ITyHKT 35 H3J105KUTH B CleayOLIEH peJaKuun:

"35. OCHOBaHUAMH IJI TIPUHATHS PETHUCTPUPYIOLIUM OPTraHOM pelIeHUs
00 OTKa3e B rocy/lapCTBEHHOM perucTpaluy MeIULIMHCKOTO U3AENHS SABISIOTCA:

a) MOJIy4eHHE OT IKCIEPTHOIrO YUPEXKIEHHUS 3aKIIOUEHHUs [0 pe3yJibTaTaM
IKCIEPTU3bl KayecTBa, HS(PGEeKTUBHOCTH W ©O€30MacHOCTH MEIULIMHCKOIo
U3JIEJINS, CBHIETEILCTBYIOLIETO O TOM, YTO KauecTBO, U (MiH) 3¢pGHeKTUBHOCTb,
H  (un1M) ©Oe30MacHOCTh PErMCTPUPYEMOIO0 MEAMIIMHCKOTO M3JeNnus He
MOATBEPXKAESHBI MOJyYeHHBIMU JaHHBIMHU, U (WJIH) O TOM, YTO PUCK IIPUUNHEHHUS
Bpelda 3J0POBBIO TpaXJaH H MEAMLUMHCKUX pabOTHUKOB BCJIEACTBHE
NpUMEHEHUS MEOUIMHCKOrO M3Jeius MpeBblaeT 3PQPEKTUBHOCTh €ro
NpUMEHEHHS;

0) BBISIBJIECHHE  PETUCTPUPYIOIIUM OpraHoM no  pe3yJbTaram
roCy1apCTBEHHOTO KOHTPOJs 3a oOOpallleHHeM MEIUUUHCKUX  HU3JENHH
HECOOTBETCTBHH JIAHHBIX 00 3P (HEKTUBHOCTU U O OE30MACHOCTH MEIUIMHCKOTO
u3elds JAHHBIM O MEIUIIMHCKOM H3JeJUH, COJiepXKalluMcS B 3asiBJIICHUHM O
PETUCTpAIliH B IOKyMeHTax, yKa3aHHbIX B yHkTe 10 HacTosiux [Ipasui.".

13.B nyskte 36 cnoBa "MEOUIMHCKUX U3[EIMH U OpraHu3anui
(MHIMBUOYANBHBIX MpeANpUHUMaTeNel), OCYIECTBIAIOMMX [POU3BOJACTBO U
H3TOTOBJIEHHE MEeAUIIMHCKUX M3/eJTUH," HCKITIOUYHTD.

14. ITyHkTbI 37 - 39 U30KUTH B CIEAYIOLIEH pENaKUHHU:

"37.K wu3MeHeHHSIM, BHOCHMBIM B [IOKYMEHTBI, COJEp)Xalluecs B
PETrHUCTPalIMOHHOM JOChe, He TpeOYIOLUM NPOBEICHHUSI SKCIIEPTU3BI KayecTBa,
3¢ eKTHBHOCTH U 6€30MacCHOCTH MEAULIMHCKOTO U3/IENHS, OTHOCATCS:

a) M3MEHEHHE CBEJICHUH O 3asBUTEIIE, BKIIIOUYAsl CBEICHUS:

0 peopraHu3alliy IOPUIUYECKOrO JINLIA;

00 H3MEHEHHMH HAUMEHOBAHHUSA IOPUIUYECKOro Jjula (moJHoro u (B
cilyyae, €CJId MMEeTCs) COKpalleHHOro, B TOM 4HCIE€ (UPMEHHOIO
HAaUMEHOBAHHA ), aJipeca MecTa ero HaX0XXACHHS;
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00 U3MeHeHuU (paMuIuM, UMEHHU U (B Clydae, eClIM MMEEeTCs) OTYECTBa,
ajZipeca MecTa JXUTENbCTBa MHIANBUAYAIBHOTO MpeIpUHAMATENST B PEKBU3HUTOB
JTOKYMEHTA, yIOCTOBEPSIIOUIETO €70 JTHYHOCTE;

0) u3MeHeHHe CBEICHUH O JIMIE, Ha UM KOTOPOTrO MOXET ObITh BBIAAHO
pPErucTpalliOHHOE YJIOCTOBEpEHHE Ha METUIIMHCKOE H3AeNHe, BKIHYas
CBEJEHMS:

0 peopraHu3alliy IOPUIUYECKOro JIHLIA;

00 H3MEHCHHMM HAWMCHOBaHHS IOPHAMYECKOTO JHIa (MOJHOrO U
(B cnmyyae, ecld UMeeTCs) COKpAlleHHOTO, B TOM 4YHClIe (UPMEHHOTO
HaNMEHOBaHUs), aJpeca MecTa ero HaxXOXKIeHHS WId (paMUIHMH, MMEHH W
(B cimyuae, eclid HWMeeTcs) OTUECTBA, MECTa J>KUTEIbCTBA WHAMNBHIYAJIHLHOTO
npenpuHAMATENS,

B) H3MEHEHHE aapeca  MecTa NPOU3BONCTBA  (M3TOTOBJIEHHS)
MEIUILIMHCKOTO HU3IENNs;

') ©3MeHEHHe HAMMEHOBAHUSA MEIUILIMHCKOTO H3JeNIds B Clydae, eclii He
U3MEHWJIUCh CBOWCTBA M  XapaKTEPUCTUKH, BIHUSIOINIME HA KadecTBo,
3¢¢dekTHBHOCTP W 0e30macHOCTh ~ MEJULMHCKOrO  H3IENHs,  WIH
COBEPILUEHCTBYIOTCSA €ro CBOWCTBAa W XapaKTEPUCTHKH I[P HEU3MEHHOCTH
GYHKITHOHAIEHOTO HazHaYeHUs U (vn) MIPUHIIUIIA JeNCcTBUA,
npexycMaTpHBaroIee:

nobapiieHHe (MCKIIOYEHHE) MPUHAUIEKHOCTEH MEIMILIMHCKOTO H3IEIUS
UM U3MEHEHHE UX HAHMEHOBAHUS;

yKa3aHWe, U3MEHEHHUEe W HCKIIOYEHHE TOBAapPHOIO 3HAKa M MHBIX CPEICTB
HHAVUBHAYATU3aLUH METUIIMHCKOrO U3EIIH;

U3MEHEHHE KOJIMYECTBA €AWHHLI MENUIHMHCKOrO U3JAEIUsS WIH €ero
COCTABHBIX 4YacTeld, KOMIUIEKTYIOLIMX, YKa3aHHbIX B TPHJIOXKEHHUH K
PETUCTPALIMIOHHOMY YIOCTOBEPEHHIO;

yKa3aHWe WM HCKIIOYEHHe BapUaHTOB HCHOJHEHUs (Mojeneil)
MEQHUIIMHCKOTO 31NN,

H3MeHEeHHe MapKUPOBKH U (MJIM) YIAKOBKH MEIUIIMHCKOTO U3AENus;

1) U3MEHEHHE  TPOM3BOAUTENeM  (M3TOTOBUTEIEM)  MEIUIIMHCKOIO
U3JIeNIAs CPOKOB NIEHCTBUS OKYMEHTOB, COJEPXKAIIUXCS B PErUCTPALIMOHHOM
JIOCKE;

€) Ui3MeHeHWe uHpopMauud 00 YIOJHOMOYEHHOM IIpeicTaBUTeElNe
MIPOU3BOINTENS (M3TOTOBUTENS) MEAULIMHCKOTO U3/AEHU.

38. Jlns BHeCEHHMS B JIOKYMEHTBI, COAEpIKalfecs B PerMCTPallMOHHOM
J0Chbe, U3MEHEHHH, YKa3aHHbBIX B MyHKTe 37 Hacrosuwmx [IpaBui, 3aaBUTENb HE
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nosaHee 4eM 4epe3 30 pabouux nHedl co OHS M3MEHEHHS COOTBETCTBYIOIIMX
JAHHBIX NPEICTABIsAET (HapaBJisieT) B pETUCTPUPYIOLIUH OpraH:
a) 3asBJI€HUE O BHECEHHMM HM3MEHEHUH B JIOKYMEHTHI, COJEp)KAllHecs B

PETHCTPALlMOHHOM J0Che (fajiee - 3asBICHHE O BHECEHHMM H3MEHEHHH),
0(hOpMIIEHHOE B COOTBETCTBHH C IMMyHKTOM 9 HacTosiux [IpaBu;
0) KOTHIO NIOKYMEHTa, MOATBEPXKAAIOIIETO HOJTHOMOYUS

YNOJIHOMOYEHHOTO MPeACTAaBUTENS MPOU3BOAUTENS (U3TOTOBUTEIIA);

B) IOKYMEHTbl U CBEACHHUS O COOTBETCTBYIOIIMX H3MEHEHHAX, B TOM
qucie JIOKYMEHTHI, NOATBEpPXKAAIOIIHE U3MEHEeHMH, yKa3aHHbIE
B noamyHkrax "a" - "B" myHkra 37 Hactosmux [lpaBun, a Takxke B ciydae
M3MEHEHHUs HAaUMEeHOBaHUS MEIULIHHCKOTO W3/ICITUA:

CBEJIEHUS] O HOPMATUBHOM TOKyMEHTALMH Ha MEeIHLIMHCKOE U3/ICITHE;

TEXHUYECKYIO JOKYMEHTALMIO MPOU3BOAUTENsT (M3rOTOBUTENS) Ha
MEIMLIMHCKOE  U3JeNHe, IMPUBEIEHHYID B COOTBETCTBHE ¢  HOBBIM
HaUMEHOBaHWEM MeJAMLIMHCKOTO H3/eNHus;

9KCIUTyaTallUOHHYIO OKYMEHTAUMIO NPOU3BOOUTENS (M3rOTOBUTENS) Ha
MEIULMHCKOe H3Jeiue (B TOM YHUCJIe UHCTPYKUUIO TO NPUMEHEHHIO WM
PYKOBOJCTBO MO 3JKCIUTyaTallid MEIUIIMHCKOTO W3JIeNus), NPHUBEACHHYIO B
COOTBETCTBHE C HOBBIM HAUMEHOBaHUEM MEIUIIMHCKOTO H3/IEIIuSs;

¢dororpaduueckue n3z00pakeHUss 0OIIEro BUAA MEIUIIUMHCKOTO W3ZENUs
BMECTE€ C  [PHHALJICKHOCTAMH, HEOOXOAUMBIMH [  IpPUMEHEHUs
MEJUIIMHCKOrO U3/e/us N0 HazHadeHHo (pa3MepoM He MeHee 18 caHTHMMeTpoOB
B JUIMHY U 24 CAHTUMETPOB B LIMPUHY);

I') JOKYMEHTHI POU3BOAUTENS U (UJIM) OpraHU3alii, OCyIIeCTBIISIOIUX
NpoOBeJleHHe TEeXHUYECKUX HCIBITaHUI, TOKCHKOJOTHUYECKUX HCCIeOBaHUH,
KJIMHUYECKUX MCHBbITaHUKH (pe3ynbTaThl COOTBETCTBYIOLIUX UCIBITaHUH),
NOATBEPXAAIOIIME, YTO BHECEHHE 3asBJIEHHBIX W3MEHEHUH He BIeYeT
W3MEHEeHHUs] CBOMCTB W  XapaKTEepPHCTHK, BIUSIOMKAX Ha  Ka4iecTBO,
3¢ GEeKTUBHOCTH U 6€30MacHOCTh METULIMHCKOTO U3JIENUS, WU COBEPILIEHCTBYET
CBOHCTBA W  XapaKTEpUCTUKH TMPU HEU3MEHHOCTH  (PYHKIIMOHAJIBHOTO
Ha3HaueHHUs W (WIK) OpUHLMIA JeHCTBUS MEULIMHCKOTrO U3/ENNS;

J1) OpUTHHAJ PErUCTPALIMOHHOTO YIOCTOBepeHus (Oy0nukKar);

€) OMKCh JOKYMEHTOB.

39. BHeceHHe W3MEHEHHMI B JOKYMEHTHI, YKa3aHHbIE B MOAMyHKTax "B"
n "r" mynkra 10 Hactostmmx IlpaBuna (3a MUCKIIOYEHHEM CIly4aeB, yKa3aHHBIX B
noanyHkre 'r" mnyHkra 37 Hacroswux [IpaBum), ocymecTtBasercs IO
pe3ynbTaTaM OJKCHEepTH3bl KkadecTBa, 3¢(PEeKTUBHOCTM U  0e30macHOCTH
MEUIIMHCKOIO W3JeNusl, MPOBEJAEHHONH B MOpsJKE, AHAJIOTHYHOM HOPSAKY
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NpOBE/IeHUs JKCIEepTU3bl KadecTBa, I¢GdeKTUBHOCTH U 0Oe30MacHOCTH
MEIULIMHCKOTO H3JIE€NUsl B LENSIX €ro rocylapCTBEHHOH perucrpaluvd B
COOTBETCTBUM € MNyHKTOM 21 Hacroamux IlpaBun, B cioydae ecnu
PETUCTPUPYIOILUMM OpraHoM IO pe3yjibTaTaM [MpPOBEPKH IMOJHOTHI |
JNOCTOBEPHOCTH CBEJIEHUH, CoIepXkallMXcsi B IPEACTABICHHBIX TOKyMEHTaXx,
YCTaHOBJIEHO, 4YTO BHECEHUE 3asABJIEHHbIX H3MEHEHUH BIIEUYET H3MEHEHHUE
CBOMCTB M XapaKTEpUCTHK, BIMAIOWMX HAa KadyecTBO, 3(PQEKTUBHOCTH U
6e30nacHOCTh MEIULUUHCKOrO HU3JeNUs, WIM COBEpPLIEHCTBYEeT ero CBOWCTBA U
XapaKTEPUCTUKU TPH HEU3MEHHOCTH (YHKLHUOHANBHOrO Ha3HadeHus H (WiIH)
NPUHLUIA JeUCTBUSA MEJULUMHCKOrO u3zaenus.".

15. B nynkrax 40 - 43 cnoBa "nyHktaMu 38 u 39" 3aMeHUTH CllOBaMH
"myHkTOM 38".

16. B nynkre 44:

a)cioBa "moanyHkroM "a" nyHkta 39" 3aMeHUTh  CllOBaMH
"moanmyHkTamu "6" - "e" myHkra 38";

6) cioBa "nmyHkramu 38 u 39" 3aMeHUTH ci10BaMH "yHKTOM 38".

17. B mynkrax 45 u 46 cnoBa "nyHkThl 38 U 39" B COOTBETCTBYIOILIEM
najiexe 3aMeHUTH C10BaMU "NIyHKT 38" B COOTBETCTBYIOIIEM MajJexke.

18. ITyHkT 47 U3NM0XKUTH B CIEAYIOMIEH pelaKLMu:

"47. BHeceHne  WM3MeHEHMH B  JOKYMEHTBI, coJepkaiidecss B
PETUCTPAIIMOHHOM [I0Che, He TpeOyIOUIMX MPOBEACHUsI IKCIEPTHU3bl KadecTBa,
3¢ PeKTHBHOCTH W ©6€30MacHOCTH MEAMLIMHCKOrO H3JENHsl, OCYLIEeCTBISETCS
PETHCTPUPYIOIIUM OPraHOM B CPOK, He MpeBblmaroliuid 15 pabouunx nHeit co
IHS TIPUHATHS PEILIEHUs O PpaCCMOTPEHHHU 3asiBJI€HHUS O BHECEHUU U3MEHEHHUH U
JIOKYMEHTOB, MMPe1yCMOTPEHHBIX MyHKTOM 38 HacTtosmux [ IpaBuir.

BHeceHne n3MeHEeHUH B JOKYMEHTBI, COJEPKALMECS] B perUCTPaLliOHHOM
JIOChE, TPeOYIOLIMX TPOBEJCHHUS SKCIEepTHU3bl KauecTBa, 3(OQPEKTUBHOCTH M
0e30MacHOCTH MEJIHULMHCKOTO H3MENHs, OCYLIECTBISIETCS PEeruCTPUPYIOLIUM
OpraHoM B CpOK, He mpeBbllIaromuid 35 pabouux gHEH co OHS HPUHATUSA
pellleHHs O paCCMOTPEHHUU 3asBIEHUS O BHECCHHHM HU3MEHEHHH U NOKYMEHTOB,
IpelyCMOTPEHHBIX MyHKTOM 38 Hacrosmux [Ipasui."”.

19. B nyHnkre 48:

a) cioBa  "perucTpallMOHHOE  YJOCTOBepeHHEe" 3aMEHHTb  CIIOBaMH
" TOKYMEHTBI, COJepXkallliecsi B peTUCTPALMOHHOM J0CkE,";

©) cioBa "nmynkramMu 38 u 39" 3aMEHUTH clloBaMH "IIyHKTOM 38".

20. ITyHKT 49 U3M0XKUTH B CIAEAYIOLIEH pelaKLIUH:
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"49.Ilpy BHeceHMHM W3MEHEHHMH B [OKYMEHTHI, CoJepXalludecs B
PErMCTPallMOHHOM J0ChE, PETUCTPUPYIOLIMI OpraH OCYLIECTBISIET CleAYIOIIHe
MEpONpPUATHUSA:

a) IpUHSTHE peUIeHuss O BHECEeHWM W3MEHEeHWH B  JOKYMEHTHI,
collepXXalliuecs B PErMCTPalMOHHOM J0Che, KOTopoe ohopMIISeTCs MPHKa30oM
PETUCTPHUPYIOLLETO OpraHa;

0) BblJaua OKCIIEPTHOMY YUYPEXICHUIO 3aJaHMs Ha IMpOBeJCHUE
JKCTIePTU3bl KadecTBa, 3G(EKTUBHOCTH U 0e30MacHOCTH MEIUIIUHCKOTO
U3MeNUs ¥ OLEHKAa 3aKJIOUYEHHUs DKCIEPTHOrO YUPEXJEHHUS MJis OmpelesieHus
COOTBETCTBUSl €ro 3aJaHUI0 Ha MNpPOBEAEHUE DIKCIEepPTU3bl KauyecTBa,
sbdexTuBHOCTH U 0e30MacHOCTH MEAUIMHCKOro wu3fenus (B ciydae,
yCTaHOBJICHHOM NYHKTOM 39 Hacrosiumx IlpaBun). B ciydae ycraHoBneHus
HECOOTBETCTBUS 3aKJIIOUCHHS SKCIIEPTHOrO YUpEXKIAEHUs YKa3aHHOMY 3aJaHHUIO
TaKoe 3aKIIOUeHHE BO3BpAIllaeTCs B JKCIEPTHOE yupexaeHne Ha AopaboTKy,
CpPOK KOTOpOH cocTaBisgeT He Oojee 2 paboymx [OHEH cO OHA NOMy4YeHHUS
SKCIIEPTHBIM YUPEXICHHEM BO3BPAILEHHOIO 3aKII0YeHUS;

B) YBeJIOMJICHHE B MUCbMEHHOHN (opMe 3asiBUTENIE O MPHHATOM pELIeHHH
3aKa3HBIM TIOYTOBBIM OTIIPABJIEHUEM C yBEJOMIICHUEM O Bpy4YeHHH WM B popme
9JIEKTPOHHOTO JIOKYMEHTA, MOAMMCAHHOIO 3JIEKTPOHHON MoANUChlo, THOO B
3JIEKTPOHHON ¢dopMe 1O TEeNeKOMMYHHKAaIMOHHBIM KaHajgaM CBS3M C
IPHIOXKEHHEM TepeodOPMIIEHHOTO PEruCTPallMOHHOIO YAOCTOBEpeHHs (B
Clly4ae BHECEHMs M3MEHEHHMH B HEro) M paHee BBIJAHHOIO PErHCTPallMOHHOIO
yIOCTOBEPEHHS C OTMETKOM O €ro HeJJeHCTBUTENBHOCTH (C YKa3zaHUeM AaThl).".

21. Jlononuuth myHkTamu 49' 1 49° creyromero cofepKaHus:

"49' OCHOBaHMSMHM JUIl BBIHECEHMS OKCIIEPTHBIM  yUpeXAeHHEM
3aKIIOYEHHS O HEBO3MOXXHOCTH BHECEHUS U3MEHEHUHl B JOKyMEHTHI,
npenycMoTpeHHble moAanyHktaMu "B" M '"r" myHkra 10 Hactosumx Ilpaui,
SBJISIIOTCSL:

a) HeJOCTOBEPHOCTh TPEJICTABICHHBIX CBEAEHHWH, OOOCHOBBIBAIOIIMUX
BHECEHHE H3MEHEHHH, B TOM YMKCJie BBISBIEHHBIX PETCHCTPHUPYIOLIMM OPraHoOM
0 pe3yjbTaTaM T'OCYAapCTBEHHOIO KOHTpOJsA 3a oOpallleHMeM MeIMLIMHCKHX
W3JIeTIHi;

0) OTCYTCTBHE B TNPENCTABIEHHBIX 3asBUTEIEM [JOKYMEHTax CBEIEHUH,
MOATBEPKIAIOIINX, YTO U3MEHEHHs], BHOCUMBIE B JJOKYMEHTBI, COJIEPKaLIMECcs B
PETUCTPAllAOHHOM JIOChE, HE BJIEKYT HW3MCHEHUE CBOMCTB M XapaKTEPHUCTHK,
BIMAIOIMX Ha KayecTBO, 3(PGHEKTHUBHOCTh U 0O€30MacHOCTh MEIULUHCKOIO
W3leNdsd, WIM COBEPIICHCTBYIOT CBOMCTBA M  XapaKTEpPUCTHUKHU  IIpH
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HEU3MEHHOCTH (PYHKUMOHAIBHOrO Ha3HayeHUs W (MJIM) MPUHLMMA JAEHCTBUS
MEIULTHCKOTO U3/IENHSI.

49%. PerucTpupyloIMii OpraH B TeueHHe 2 paboumx mHeidt co JHA
MOJyYeHHs 3aKITIOUEHHUs SKCIEPTHOTO YUYpEeXJEeHUs NPUHUMAET pelieHHe O
BO3MOXXHOCTH (HEBO3MOXXHOCTH) BHECEHHS] HW3MEHEeHHH B JOKYMEHTHI,
coJiepXKalluecss B PETHCTPALMOHHOM JOChE, M YBEJAOMIIIET O MPUHATOM
pELLCHUH 3asBUTENS 3aKa3HBIM IOYTOBBIM OTIIPABICHHUEM C YBEIOMIIEHHUEM O
BpYYeHMH WJIH B (opMe DSIeKTPOHHOro JOKYMEHTa, IOAMUCAaHHOTO
3JIEKTPOHHOM MOAMHUCHIO, oo B BIEKTPOHHOM dopme 1o
TEJIEKOMMYHHKAIIMOHHBIM KaHajlaM CBSI3U.

OcHoBaHHEM IS TIPUHATHS pellieHus 00 0TKa3e BO BHECEHHUH U3MEHEHUN
B JJOKYMEHTBI, COAepKallliecs: B perUCTPAllMOHHOM JI0Che, SIBJISETCs MOoIy4YeHHe
PETUCTPUPYIONIUM OPraHoOM OT 3KCIIEPTHOrO YUYPEXAEHHs 3aKIIOYeHHUs O
HEBO3MOXXHOCTH BHECEHMS H3MEHEHHH B IOKYMEHTHI, COJIepXXalludecss B
PETUCTPALIMOHHOM JIOChE€ MEULIMHCKOrO U3aenus.".

22. Ilynkt 50 npu3HaTh yTPaTUBIUUM CHUILY.

23.B nynkre 51 crnoBa  "peructpauMOHHOE  YIOCTOBEpPEHHE
COOTBETCTBYIOILIME  CBeJNEHHUs BHOCATCA B TOCYJapCTBEHHBIA  peecTp
MEIUIIMHCKHUX U3Jenui U opraHu3auui (MHAMBUAYATBHBIX

npeanpuHAMaTeNel), OCYLIECTBISIOIUX MPOU3BOACTBO M  U3rOTOBJIEHHE
MEIMLHMHCKUX M3JeNIHi," 3aMEeHHTb CJIOBaMM "IOKYMEHTBI, COAEpXKalluecs B
PETUCTPALlMOHHOM ~ JIOChE€, COOTBETCTBYIOILME  CBEICHUS  BHOCATCA B
rOCYJapCTBEHHBIN peecTp’.

24. B moanyukTe "a" myHkta 54 cnoBa "myHktamu 38 u 39" 3ameHHTB
cioBaMH "niyHKTOM 38".

25.Ilynkr 55 u abG3aupl nepBbId U BTOPOM IMyHKTa 55° NpU3HaTh
YTPATUBILIUMHU CHITY.

26. B nynkre 56:

a) MOANMYHKT "B" U3JIOXKUTH B CIEAYIOLIEH pelaKLIMH:

"B) B OTHOUICHHH JMla, HA MM KOTOPOIO BBIJIAHO PETUCTPALMOHHOE
yIOOCTOBEpPEHHE, - TMOJHOe M (B Clydae, €CIIM MMEETCd) COKpPAaIIEHHOe
HaMMeHOBaHHe, B TOM 4YHCJIe (UpPMEHHOE HaWMEHOBAaHWE, OPraHU3aLlMOHHO-
npaBoBas ¢opMa IOPUIHUYECKOro JIMLA U aJpec MECTa €ro HaXOXICHHUS WU
dbamunus, uMs ¥ (B ciydae, eciii UMEeTCs) OTUYECTBO, aJipeC MECTa KUTEILCTBA
HHIMBHYaJIbHOTO NpeANpUHUMaTeNs;";

6) B moamyHkTe "r" cioBa "pEKBH3UThl NOKYMEHTA, YIOCTOBEPSIOIIETO
JIMYHOCTh, MECTO" 3aMEHHUTH CJIOBaMHU "ajpec mecTa';

B) NOANYHKT "X" MpU3HATh YTPATUBLIKM CHIY.
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27.1lyaxt 57 p[ONONHUTE MNOANMyHKTaMH "t W "a" clenyroumero
COJlep KaHUSI:

"T) BBISIBIEHHE  PETUCTPUPYIOLIMM  OpPraHoM [0  pe3yibTaram
rOCYyIapCTBEHHOIO KOHTpOJIs 3a oOpallleHHeM MEeIUIUHCKUX  H3Jeui
HEJIOCTOBEPHOCTH  CBEJECHUI B JOKyMEHTax, COAepXaluxcsi B
PErMCTPALIMOHHOM J0Che, NpPEACTAaBIEHHBIX 3asBUTEJIEM H TIOBIHABIINX Ha
pe3yJIbTaTbl  3KCIEPTU3bl KayecTBa, JO(M(PEeKTHUBHOCTH H  0e30MacHOCTH
MEIULMHCKOTO U3/IENHS;

1) IOJ[yYE€HHUE pPETUCTPUPYIOLIUM OpPraHOM 3aKIIIOYEHHH 3KCIIEPTHOIrO
YYPEXAECHHI O TOM, 4YTO COIEpXKalluecs B TOCYIapCTBEHHOM peecTpe
UHCTPYMEHT, anmnapar, npudop, o6opynoBaHue, MaTepHall U MPOYUE U3AETUS 11O
cBoeMy (PyHKLMOHAJIbHOMY Ha3HaYeHHIO U (MJIM) IPUHUHUIY AeHCTBUS HE MOTYT
OPUMEHATBCS B MEAMUUHCKUX LENAX UM He SBIAIOTCS MEIUIMHCKAMH
u3jenusamMu. Takoe 3aKiIO4eHHe INpeAcTaBisieTcs (HampaBisieTcs) SKCIEPTHBIM
YYPEXACHHEM B PErHCTpUPYIOWUNA opraH B TeueHue 10 pabouux mHeil co mHs
NOCTYIUIEHUs] B DOKCIEPTHOE YYPEKIEHHE COOTBETCTBYIOILIErO  3alaHHs
PETUCTPUPYIOLIErO OpraHa C MNPWIOXKEHUEM JOKYMEHTOB PErHCTPallHOHHOTO
nocwe.".

28. B myHkTe 58 cioBa "perucTpallOHHOE YJIOCTOBEpEeHHE" 3aMEeHHTh
CJIOBaMH "IOKYMEHTBI, COZIepKallliecs] B PErHCTPAIlHOHHOM JI0CkE,".

29. Ilynkr 59 nocne cnosa "mpeanpuHUMaTens," JOIMOJHUTH CIIOBAMH
"a TaKXKe 3aKJIIOUEHUS SKCIIEPTHOIO YUPEeXXIEeHHUs 110 pe3yjbTaTaM NMpoBeIeHHBIX
UM B COOTBETCTBHMHU ¢ HacTosiiuMu IlpaBunamu skcneptus”.
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