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MuHMCTepCTBO 31PaBOOXPAHEHHSI
Poccuiickoii @eneparmuu

®EJEPAJIBHASI CITYKBA 11O HAI30PY B COEPE
3JIPABOOXPAHEHUSI

OB BEJIMHEHHBINA ITPOTOKOJI

3acenanuit Komuccun @enepanbHoil Ciryx0bl 110 Haf30py B cepe 31paBOOXpaHEHHS
IO (h)OPMUPOBAHHMIO IIEPEUHS CIIUPTOCOAEPIKAITUX METHIHHCKIX H3HeNHi, Ha
ACATENBHOCTS I10 IIPOM3BOJCTBY, U3TOTOBJIEHHIO H (MIH) 000POTY KOTOPHIX He
pacnpocTpansieTcs aercTsie @enepanbHoro 3akoHa «O rocyqapcTBeHHOM
PEryIMpOBaHMM MIPOU3BOJCTBA K 000POTA STUIOBOTO CIIUPTA, aTKOTONBHOM 1
CIIMPTOCOAEpIKAIIeH NPOIYKINY U 06 OrpaHHYeHHH NOTpeGIeH s (PacIUTHs)
AJIKOTOJIBHOM ITPOXYKITHI

Mocksa
25 aBryera 2021 1. ‘
27 oxkTsi6pst 2021 . N 7L

IIpencenarenscTBOBaNA:

Havansnuk Ynpasienus oprasuzanuu

rOCYyTapCTBEHHOTO KOHTPOJISA U

PErucTpaluuy MEAULIMHCKUX H3EIUI

PocsnpaBHan3opa M.A. SkyToBa

[IpucytcrBoBamu:

3aMecTHTeNb HayaabHUKA Y IpaBleHHs

OpraHHU3alMK roCyAapCTBEHHOIO

KOHTPOJIS ¥ PErUCTPALMKA MEIUIIMHCKHX

u3nenud PocsnpaBHanzopa

(3amecturens Ipencenarens) [".K. Byraes

3aMecTHTeNb HayaJ bHUKA Y TIpaBlIeHHUs

JTULEH3UPOBaHHS U KOHTPOJISA

cobmonenns 0bs3aTebHBIX TpeOoBaHMI

Pocsnpasnanzopa (Cexperaps) N.A. I'ycbkoBa



3amectuTenk AUpeKkTopa Jenapramenra
JIEKapCTBEHHOTO 0OecrieYeHus u
PEeryaupoBaHus 00paleHus
MeJIMIMHCKHX H3aenuit MuH3apasa
Poccun

3amecTuTens qupekTopa Jenmapramenrta
OFO/PKETHOH ITOJTUTUKH B OTPaCiIsaX
couManbHON cdepsl 1 HayKu MuHbpHHA
Poccun

3amecTUTENb qUpeKTopa JlemapTaMenTa
KOHKYPEHIUH, SHeprod)PeKTHBHOCTH H
aKoJoru MunskoHoMpaszBuths Poccnu

3amecTHUTenb AUpekTopa JlemapramenTa
pa3sBUTHA (papMalleBTHYECKOH U
MEIIMIIMHCKOMN ITIPOMBIIIIEHHOCTH
Munnpomropra Poccun

3amMecTHTeNb HadallbHUKa Y IIpaBIeHts
IIPOEKTHOM JEeSATENBHOCTH U Cy1e0HOiA
paboTel Pocankoronsperynaposanus

3aMecTuTeNs HadyalbHUKA Y IIpaBIeHHUs
IIPaBOBOT'0 0OecIIeYeH s
Pocankoronsperynuposanus

3aMecTHTeNb HavyalbHHKA
KoHTponpHOro ypasinenus
Pocankoronsperynuposanus

IlepBrIii 3aMecTHTENb HAYaILHUKA
['maBHOrO ynpaBieHus denepanbHbIX
TaMOJKEHHBIX IOXOJI0B H TapHU(pHOIo
perynuposanus ©@TC Poccun

3aMecTHTENh HaYa bHUKA Y IIpaBIeH s
ToBapHO# HoMeHKIaTypsl ®TC Poccun

IlepBeIii 3aMecTHTEb HAYATBHUKA
YIpaBieHus TOProBbIX OrpaHUYEHHUI,

BJIFOTHOT'O U 3KCIIOPTHOTO KOHTPOJIS
OTC Poccun

K.A. bunapko

IO.A. Jlomeiixo

A.H. IlaxoeB

E.B. [lenucosa

A.B. Ps6oB

H.JI. XXykoBa

M.H. Jlyrosckoii

A.M. BrikoB

J.1O. Xopies

M.H. Iliouxux



Havaneauk YnpaBneHHst KOHTPOIIS
3npaBooxpaHenus ®AC Poccun

3aMecTHUTeNb HauaabHHKA YnpasneHus
KOHTpoJIA 30paBooxpaHeHuss ®AC
Poccuu

3aMecTHTeNk HaYa bHUKa YIIpaBleH s
KOHTpOJIs 3apaBooxpanenus GAC
Poccun

Cexperaps Komuccuu PCIIIT o
(papManeBTHUECKOM ¥ MeIUITMHCKOMH
IIPOMBIILIJIEHHOCTH

IIpencenarens Komurera mo
3apaBooxpaHeHuto O01epoccuiickoi
OOIIECTBEHHO OpraHU3aly MaJoro U
CpelHero npeanpUHIMAaTelbCTBA
«Omnopa Poccuu»

Oxkcnept Komurera «Jlenosoit Poccumy
10 Pa3sBUTHIO (hapMaleBTHYECKOH
OTPACIIH, TUPEKTOP IT0 SIKOHOMHUKE
3paBoOXpaHeHus [ pynibl KOMITaHUi
«P-@apm»

3aMecTuTeNb reHepaIbHOTO JUPEKTOPa
®OI'bY « BHUMHUMT» Pocsnpasramzopa

OKcrepT oTaena skcneptussl PIBY
«BHUHMKMT» Pocanpasuanzopa

3aMeCTUTENb reHepalbHOrO JUPEKTOpa
®OI'BY «HanuoHansHelil HHCTUTYT
kagectBa» Poc3npaBHamzopa

OKCIepT OTHelNa SKCIEPTH3E] Ka4ecTRa,
s dexTUBHOCTH M 6€30MaCHOCTH
MeQULMHCKUX u3nenuii I'BY
«HauuoHansHbIN HHCTHTYT KauecTBay
PocsnpaBHanzopa

E.A. Knocrep

M.A. Jlertsapés

I.A. Crapsx

J1.B. Bytrorun

A.B. I'por

A.B. Brikos

H.M. ®omuna

N.H. Ky3una

H.A. KazeMun

O.I1. Yepnetikuna



['naBHelii Bpau ®I'BY HMHUI]
«THHUMCu4JIX» Munsnpasa Poccun C.H. Annpeesa

PykoBonutens HanmonansHoro
MEHUIMHCKOIO UCCIIe0BATEIBCKOrO

nentpa ®PI'0Y BO MI'MCY um. AL
EsnoxumoBa Mun3snpasa Poccun H.H. Mansruaos

3aBenytomas anrekoii ®I'BY

«HaunoHaneHbI# Me TUIIMHCKU I

HCCIIE0BATEIbCKHI LIEHTP XUPYPrUu

uM. A.B. Bumaesckoro» Munsapasa

Poccuu A.Jl. Ianeryii

I'naBHas megurnuHckas cectpa ®I'BY

«HanuoHaneHBIH MeIUITMHCKHI

HCCIIEIOBATENBCKUI LIEHTP XHPYPTHU

uM. A.B. Bumuesckoro» Mun3snpasa

Poccun M.B. XKenaesa

L. Komuccueii ®enepanbnoii c1y0b1 10 HaA30py B cepe 31paBooXpaHeH s
no (OPMHPOBAHHIO NEPeYHsi CIHPTOCONEPIKAMMX MeIHIHHCKHX H3JeJHii, HA
AESATEILHOCTL MO MPOHM3BOACTBY, H3rOTOBJIEHHIO H (H/JH) 060pPOTY KOTOPBLIX He
pacnpocTpansiercss aeficrBue ®exepanbHoro 3akona «0O rocyJapcTBeHHOM
PeryiupoBaHHH NMPOH3BOJACTBA H 060pPOTA 3THJIOBOrO CIHMPTa, AJKOroJLHON H
COUPTOCOepskamlell MPOAYKUMH H 00 OrpaHHYeHHH NoTpeGieHusi (pacnuTHs)
AJIKOrOJILHOH npoaykuum» (aanee - Komucens) sacaymana wndopmanns ot
npeacenaresass Komuccnu M.A. SIKyTOBOIi:

[Io nroram nByx 3acenanuii Komuccuu Gbu1 paccMOTpeH BOIIPOC O BKIFOYEHHH B
MEPEYEHb CHOUPTOCOAEPIKAIMX MENUIIMHCKUX H3JIEIUd, Ha JesTeJBHOCTL II0
MPOM3BOJCTBY, M3TOTOBICHHIO M (MiIK) OOOPOTY KOTOPBIX HE pAaclpoCTpaHseTcs
neticteue  ®enepansHoro  3akoHa «O  rOCYJapCTBEHHOM — PEryJIHpOBaHHH
MPOU3BOJICTBA M 000POTa ITUJIOBOTO CIHPTA, AKOrONLHON M CIIHPTOCOAEpIKALIEit
MPOTYKIMH ¥ 00 OrpaHHYeHHH HoTpebenus (PaCIIUTHs) alKOTONBHOM TIPOXYKIIANY
(masnee- Ilepedens), 28 MequuuHCKUX n3menuii (177 IIPEIIOKEHHUH ).

B pesynbrare mepporo 3acenanus 65UTO NPHHATO peLIEHHE O BKITIOUEHHM 14
MEIUIMHCKUX wu3fenui (85 mnpemnoxenuit) B IlepedeHs M 0 He BKIIOYEHHH S
MEIMIMHCKUX u3nenui (65 npemnoxenuii) B [Tepeuens. Kacatensno 9 Meqummuckux
usnenvii (30 mpennoxeHui) B agpec 3asBUTeNeH ObLIH HaIlpaBJIEHB]l 3aIIpoCchkl 00
YTOYHEHHHU UH(DOpMAIIHH.

Or sasButrenelt OBUIO mONydeHO 7 OTBETOB Ha 3ampochl 06 YTOYHEHUH
MH(OPMAIMH 10 7 MEAULMHCKAM H3IeTusM (28 IIpEAJIOKEHUH ).



I1. O6 urorax 3acexanuii Komuccnu
ITo uroram 3acenannii Komuccueii npHHATHI eHHOI/IACHbIE pelIeHH:

1. O Bmouenun B Ilepeyens 19 (meBsTHamUaTH) MemUUMHCKUX H3menuit (94
IPEATIOKeH)s), yKa3aHHBIX B [Ipunoxxenun Ne 1 x HacTosIlEMy IIPOTOKOITY.

2. O meuenecoobpa3nocty BrarodeHus B [lepedens 10 (mecsaTd) MeIHUIMHCKHAX
usfenuit (83 mnpemnoxeHus), ykazaHHBIX B Ilpmmoxenun Ne 2 K HacTosmemy
IPOTOKOJY C YKa3aHHEM IPHYHH.

3. VIpaBieHWIO OpraHM3allMM TI'OCYHApCTBEHHOTO KOHTPONIS M PErHCTPAIUH
MEIUIUHCKHX u3nenuii Poc3apaBaanzopa:

3.1. MOArOTOBUTH TPOEKT U3MeHeHHil B IlepeyeHb, yTBepPXKICHHEIH
Pacniopspkernem [Npasutensctsa Poccmiickoit @enepauuu ot 15.09.2020 Ne 2355-p
(nanee- npoekT u3MeHeHu B [lepeyenn) — cpok 28.10.2021;

3.2. nH}OpMAIMIO O MPOBEJEHHOM 3acelaHii KOMHCCHE M NMPMHATHIX Ha HEM
PEIICHUAX, MPOEKT W3MeHeHHWH B IlepedeHp HampaBHTh B YIpaBieHHe aenaMH
PocsnpaBHanzopa ¢ mensro pasmerneHnss Ha opuuManbHOM caiite DenepaibHON
ciyk0bl IO Hamsopy B cdepe 3ApaBOOXpaHEHHS B HH(GOPMALHLOHHOIO-
TEJIEKOMMYHHUKalHOHHOH ceTH «MHTepHeT» — cpok 29.10.2021;

3.3. IOArOTOBNIEHHEBIH ITO pe3yNnbTaTaM 3aceqanii KOMMCCHH TIPOEKT H3MEHEHHUH
B Ilepeuens HanpaBuTs B MUHHCTEPCTBO 31paBooXpaHeHus Poccuiickoii Denepanuu
—cpok 01.11.2021.

IIpunoxxenus:

1. IIpoexT u3MeHeHHit B epedeHb CIMPTOCOEPKAIINX MEULIHHCKIX H3Ie/HiH,
Ha JIeATCIBPHOCTD IO IIPOM3BOACTBY, M3TOTOBJICHHIO U (MIM) 060POTY KOTOPHIX He
pacnpocTpansercs gpeiictBue @enepanpHoro 3akoHa «O  rocyaapCTBEHHOM
PeryJIMpOBaHMH TPOM3BOACTBA W 000pPOTAa STHIOBOrO CIHPTA, AJKOTOJIBHOH M
CIUPTOCONEPXKAEeH NPOAYKUMM X 00 OrpaHHYeHMH OTpeOIeHHUs (PacITHTHS)
AJIKOTOJIBHOM MPOIYKIIUKY.

2. Ciucox MeMIMHCKUX U3MIENHH, He MOIeKAIINX BKIIOYEHHIO B Ilepeuens.

3. IToanucu unenoB Komuccun.

IIpencenatens Komuccuu P4 /‘B/O\MAW% - M.A. fxyToBa

\\‘-

Cexperaps KoMuccun ‘,%/7/;{ . / H.A. T'ycekoBa
£ e
2



[Tpunosxenue Ne 1
K TIPOTOKOIY 7L

3 4 ',/.’ 38
ef L7 a”n'z{l'[POEKT

O L8, 07, LOZ/
N3MEHEHMS B IIEPEYEHD
CIIHpTOCOAEPKAINHX MEAHIIHHCKHX H3£[eJIHﬁ, Ha JeATeJIBHOCTb Mo
NPOMU3BOACTBY, H3rOTOBJIEHHIO H (MJIH) 060POTY KOTOPBIX He PACTIPOCTPaHSIETCS
,IleﬁCTBHe (I)enepa.ubﬂoro 3aKOHa «O rocyjapcreeHHOM PEryJinpoBanuH
IMMPOH3BOACTBA H OGOPOTa 3THJIOBOIO CnmupTa, aJ]KOI"OJ'leOﬁ H cninoconepmameﬁ
NPOAYKUMH H 00 OrpaHH4YeHHH NOTPel/IeHus (pacnuTHsI) AJKOT0JbHON NMPOAYKIHHY,

yTBep:KIeHHbIH pacnopsxenneM [IpaBureascrBa Poccuiickoii @®exepanuu ot 15
ceHTsiOps 2020 r. Ne 2355-p

Howmep
PETHUCTPALIHOHHOTO
YZIOCTOBEpPEHHS Ha

MEIHILIMHCKOE
H3JIeNne
1 @®CP 2010/09376 ot
17.08.2020

ITpousBoaurens

(M3rOTOBHTENE)

MEIHLIHUHCKOTO
H3JIENTUs

HaumMeHOBaHHE MEAMIIMHCKOTO
H3JIENTUsA C yKa3aHUEM BapHaHTa
UCIIOJIHEHHS (MOJCIIH)

No
II/TI

3akpsiTOe
aKIHOHEPHOE
001ecTBo
"HAIEX]IA-
DAPM", Poccus

Komnosumnus [IOJTMMEpHast s
MOKPBITHA OIEPALUOHHBIX W PaHEBBIX
nosepxHocteil "HMoanonuxkom" nmo TY
9393-001-82518844-08

@®CP 2008/02414 or
27.02.2019

HaGop peareHTOB a7 oOIpeneneHus
TpPOIM3Ma M BBIABIICHHS MyTaluii
YCTOHYHBOCTH BUpYyCa
ummyHoaedunuta yenoseka (BUY-1) x
aHTHPETPOBHPYCHBIM IIpernaparam B
KIHHHYECKOM MaTepHane MEeTOI0M
oJIMMeEpa3Hoi 1enHoi peaxkuu (I1L[P)
C TOCIeAYHIOIIHM CEKBEHHPOBAHHEM
IIPOIYKTOB aMILTHHKALHH
"AmnmuCenc® HIV-Resist-Seq" mo TY
9398-013-01897593-2011:

- Habop peareHTOB aisi onpejeseHus
TpOIIM3Ma M  BBIABIEHHS MYyTallWi
YCTOHYMBOCTH BHpYyCa
uMMyHoaedunuTa yenoseka (BHUY-1) x
aHTHPETPOBUPYCHBIM IIperapaTaM B
KIMHAYECKOM MaTepuane MEeTOI0M
nosMMepasHoi nenHol peaxiuu (T1LP)
C IMOCIHEAYIOUIMM CEKBEHHPOBAHHEM
NPOIYKTOB aMIUTH(UKAITHH
"AmMnuCenc® HIV-Resist-Seq" mo TY
9398-013-01897593-2011: ®opma 6

- Habop pearenToB mns onpeneneHus
TPOIM3Ma M BBIABICHHSA MYTaluid

®DenepanpHOE
OromKeTHOE
yUpeKIeHHE
"LleHTpasbHBIH
Hay4HO-
HCCIEeA0BATENbCKUHI
HHCTHTYT
MHAEMHOJIOTHH"
®enepansHOit
ciIy0bl 10 Haa30py
B chepe 3aluThI IpaB
notpebureneit %
Onaromonyuus
yesioBeka, Poccus

HayKH




YCTOWYHBOCTH BHpYyca
UMMYHOeuuuTa yenoseka (BUU-1) k
AHTUPETPOBUPYCHBIM IIperapaTaM B
KIMHHYECKOM MaTepuaie MeTOIOM
nojMMepasHoi nennoi peakuu (I11P)
C TMOCTENYIOIHM CEKBEHHPOBAHHEM
IPOJYKTOB aMIITU(pUKAHHA
"AMmuCenc® HIV-Resist-Seq" o TY
9398-013-01897593-2011: ®opma 7

- Habop peareHTOB nmnsi ompeneneHus
TPONM3Ma M  BEIABICHHS MYTalHH
YCTOHYHUBOCTH BHpYyCa
UMMyHoneduuTa denosexa (BUU-1) k
AHTHPETPOBHUPYCHBIM IIperapaTaM B
KIMHHYECKOM MaTepHaie MeTOAOM
noauMepasHoi nenHoi peakiuu (I1L[P)
C TOCIEAYIOIHMM CEKBEHHPOBAHUEM
IPOJYKTOB aMILTHGHUKATHH
"AMmmuCenc® HIV-Resist-Seq" mo TY
9398-013-01897593-2011: dopma 8

@©CP 2011/10167 ot
12.05.2020

Marepuan  aud  CKIEpPOILUIACTHKH
Cknepommaur mo TV 32.50.13-003-
74079425-2005:

- CKJIEpOILIIaHT B KOHCEPBaHTe

Ob1ecTBo g
OrpaHHYCHHOMH
OTBETCTBEHHOCTBLIO
"MaxkMemu", Poccus

P3H 2019/8475 ot
13.06.2019

Habop peareHTOB A/ QMarHOCTHKH in
vitro AmmmuCenc® BWY-Monurop-
Duo-FL, Habop pearenToB s
JIMarHoCTHKH in vitro AmmiuCenc®
BUY-Monutop-Duo-FL:

- ®opma 1: «PUBO-npen» Bapuant 100;
«ITLIP-xomrutekt» BapumanT FRT-LA;
IporpaMMHOE obecreueHue
AmnnnCenc® BWY-MonuTtop-Duo
Bepeus 1.0 «PUBO-npeny Bapuant 100
B COCTaBe

- ®opma 1: «PUBO-npen» apuant 100;
«III{P-xomnnext» Bapuant FRT-LA;
IIPOrpaMMHOE obecrieueHue
AMmHCeHc® BHY-Monurtop-Duo
Bepcus 1.0 «IIL[P-koMmiexT» BapHaHT
FRT-LA B coctase

- ®opma 2: «PUBO-npen» apuanT 100;

«IILIP-xommexkt» Bapuant FRT-L;
IIporpaMMHoe obecnevyeHne
AvmmCenc® BUY-MosnwuTtop-Duo

Bepcus 1.0 «PUBO-npen» Bapuant 100
B COCTaBe

- ®opma 2: «PUBO-npeny BapuanT 100;
«[IL[P-xommiekt» BapuanT FRT-L;
IporpaMMHOe obecrnieyeHne
AMmmmuCenc® BHY-Monurop-Duo
Bepcus 1.0 KomruekT peareHTOB

OenepansHoe
OromxeTHOE
yUpeKIeHHE
"LlenTpanbHbBIH
Hay4YHO-
HCCIIE0BaTEeNLCKUH
HHCTUTYT
DMHIEMHOJIOTHH"
®denepanbHOIf
CIyOBl 10 Hax30py
B cpepe 3allUTEI TpaB
notpedurenei u
Oularonoxyyuus
yeJgoBeKa, Poccus

HayKH




«[TL1P-xomnnexkra» Bapuaut FRT-L
BKJIIOYAeT

- ©®opma 3: «MAI'HO-cop6» BapuaHT
100-1000; «IILIP-kOMILIEKT» BapHaHT
FRT-LA; nporpammHoe obecnedyeHue
AMnmCenc® BUY-Mounutop-Ono
Bepcus 1.0 «MAT'HO-cop6» BapmaHT
100-1000 B cocraBe

- ®opma 3: «MATHO-cop6» BapuaHT
100-1000; «IILIP-KOMILIEKT» BapHaHT
FRT-LA; nporpammHoe obecredeHue
AMmmuCenc® BHWY-Mosnurtop-Ono
Bepcuss 1.0 Kommnexkt peareHToB
«[TLIP-xommexta» Bapuant FRT-LA

- ®opma 4; «KMATHO-cop6» BapuanT
100-1000; «IILIP-kOMILIEKT» BapHaHT
FRT-L; mnporpammuoe obecrnedeHue
AMnmnCenc® BHY-Mosnutop-Duo
Bepcus 1.0. «MATHO-cop6» BapuauT
100-1000 B cocrage

- ®opma 4; «MATHO-copb» Bapuaut
100-1000; «IILIP-KOMILIEKT» BapHaHT

FRT-L; nporpammHoe obecneueHue
AvnmuCenc® BUY-MosnwuTtop-Duo
Bepcus 1.0. Kommekt peareHTOB

«ITIIP-kommnexTa» Bapuaut FRT-L

P3H 2019/8874 ot
05.09.2019

Habop pearentoB s ompejeneHus
TEHETHYECKOTr0 pHCKa  pa3BUTHSI
HIIEMHAYECKOTr0 HHCYIIbTa Ha
OCHOBAaHHH aHaTHM3a MOJUMOP(HEIX
IOHK wmapkepoe wmetomom I[P B
peanmsHOM Bpemenu "AMmuCeHc®
I'enockpun Stroke SNP-FL:

- Habop peareHToB i OmpeneneHus
TeHETHYECKOro pHCKa  pa3BHUTHS
HIIEMIYECKOr0 HHCYJIbTA Ha
OCHOBaHMH aHajJu3a MOIMMOP(HBIX
JHK wmapkepor metomom IIIIP B
peasHOM BpPEMEHH
« AMnmuCenc®I'enockpun Stroke SNP-
FL» ®opma 1: «PUBO-nmpen» Bapuaut
10

- HabGop peareHTOB mna ompemeneHus
TeHETHYECKOTrO pHCKa  pa3BUTHS
HIIEMHYECKOTO HHCYJIbTA Ha
OCHOBaHMH aHaJIHM3a IOJHMOP(HEIX
JHK wmapkepoB metomom III[P B
pearbHOM BpEMEHH
«AMnnuCenc®I'enockpun Stroke SNP-
FL» ®opma 1: «I11IP-koMIexT»

DenepanbHOE
Or0mKeTHOE
y4peKIeHHe
"LleHTpasIbHBIH
Hay4HO-
HCCIIEIOBATEILCKUH
HHCTUTYT
SIUIEMHOJIOTHA"
OenepanbHOi
ciy>k0Bl 110 Ham30py
B chepe 3aIIUTEI IpaB
notpedureneit 5§
Onaromostyuns
4yejioBeKa, Poccus

HayKH

P3H 2020/12268 ot
14.10.2020

Habop pearentoB mns BesiBnenns PHK
KopoHaBupyca SARS-CoV-2 mertogom

O6mectBo c
OTpaHHYEHHOMN




OT-IILIP c duryopecueHTHOM
JeTeKIHeH B peXUMe PpealbHOro
BpemeHd '"MHTHpuka SARS-CoV-2-
mono", cepust E001: Habop pearentoB
mia BeiaBiaeHHs PHK  koponaBupyca
SARS-CoV-2 wmetomom OT-IIIP ¢
(IryopeclleHTHOH neTeKnuel B peskumMe
peansHOro BpeMenu "Mutuduxa SARS-
CoV-2-mono"

OTBETCTBEHHOCTBIO
"Kommanuss ~ Ankop
buo", Poccus

@®C3 2010/08511 or
04.03.2019

Marepuansl  CTOMaTOJIOTHYECKHE B
Habopax H OTJENBHBIX YIAKOBKaxX H
BCIIOMOTaTeNbHBIE MaTePHAIIEI K HHM:

- 1. Craprossiit Habop Multilink Speed
Starter Pack: 1.1. ®ukcupylonmii
komno3uT Multilink Speed (ot 1 mo 10
IIT.): 1.2 [Tpaiimep
OJTHOKOMITOHeHTHBIH Monobond N, 1 r
1 mr. 1.3. Kanronu misg cMelmuBaHus
(or 1 no 10 wr).

- 2. Habop Multilink N System Pack
Ppa3IUYHBIX IIBETOB: 2.1,
Quxcupyromui nement Multilink N mo
mseram (ot 1 o 10 mr). 2.2. [Ipaiimep
Multilink N Primer A 1 mt. 2.3.
Ilpatimep Multilink N Primer B 1 1.
24. [IlpaiiMep OZHOKOMIIOHEHTHBIH
Monobond N, 5 r 1 . 2.5. ITnac

- 3. CraproBeii HabGop Multilink N
Starter Pack: 3.1. ®uxcupyromuii
nemedT Multilink N (ot 1 mo 10 mT.).
3.2. Ilpatimep Multilink N Primer A 1
wt. 3.3. [Ipafimep Multilink N Primer B
1 LT, 3.4. ITpaiimep
OMHOKOMIOHEHTHEIH Monobond N, 1 r
I . 3.5. CMemmuBaromue KaHio

- 4. Habop Multilin k Autom ix System
Pack  pasmuuneix  nBetoB:  4.1.
Marepuan Quxcupyrommit Multilink
Automix Syringe (ot 1 go 10 mr.). 4.2.
Kanronn s cmemusanus (ot 1 o 100
wt.). 4.3. Bormuar Monobond Plus 1
. 4.4. [Ipaiimep A Multilink Primer A
1 . 4.5. IlpaiiMep B Multilink Primer
B 1 mt. 4.6. Mukpo6paru (ot 1 mo 100
wr.). 4.7. Bnoxk g 3aMelIMBaHHUS
Mixing Slab. 4.8. bBnox s
3amemnuBaHusg Mixing Pad

"WBoknap BuaneHT
AT, JInxTeHiuTeiin

P3H 2018/7114 or
04.05.2018

Marepunansl cToMaToNOTHYECKHE IS
npsMoi pectaBpanuu 3yboe Tetric B
Habopax, Marepuaist
CTOMATOJIOTHYECKHE  JUIS  MPSIMOM
pecTaBpauuu 3yooB Tetric:

"HBoknap BuBameHt
AT, JluxteHiuTeiin




- 6. Habop Tetric N-Ceram Bulk Fill
System Kit/Tetric N-Bond Universal 3g
- 8. Habop Tetric N-Ceram System
Kit/A2/Tetric N-Bond Universal 6g

P3H 2018/6694 ot
22.01.2018

Habopsl  cromaTosnormueckue
aare3uBHO# ¢ukcaiun Variolink:
- 1 HabGopsl cTOMAaTOIOTHYECKHE IS
anre3uBHO# ¢ukcanuu Variolink N

- 1.2. Habop Variolink N Esthetic
Cementation System TS
LIEMEHTHPOBaHHUSA

- 1.4. Ha6op Variolink N Intro Pack

- 1.5. Habop Variolink N LC System
Pack

- 2.1 Habop Variolink Esthetic LC
System Kit (Pen)

- 2.2 Habop Variolink Esthetic LC
System Kt

- 2.3 Habop Variolink Esthetic LC
System Kit e.max

- 2.4 Habop Variolink Esthetic LC
System Kit/Tetric N-Bond Universal
(Pen)

- 2.5 Habop Variolink Esthetic LC
System Kit/Tetric N-Bond Universal
(bottle)

- 3.1. Habop Variolink Esthetic DC
System Kit (Pen)

- 3.2 Habop Variolink Esthetic DC
System Kit

- 3.3. Habop Variolink Esthetic DC
System Kit e.max

- 3.4 HaGop Variolink Esthetic DC
System Kit/Tetric N-Bond Universal
(Pen)

- 3.5 Habop Variolink Esthetic DC
System Kit/Tetric N-Bond Universal
(bottle)

IS

"UBokmap BuBameHT
AT, JIuxTeHmTelin

10

P3H 2018/6796 ot
01.02.2018

Marepuan CTOMATOJIOTHYECKHH
KOMITO3HTHBIH CaMOTBEpIEIONIMH IS
IIOCTOSTHHOM 3KCTPaopaIbHOM
bukcanmu OPTONEIUIECKUX
KOHCTPYKITHii Multilink Hybrid
Abutment B Habopax:

- I. Habop Multilink Hybrid Abutment
Starter Kit

"Bokmap Busanment
AT, JIuxTeHInTeH

11

P3H 2018/7069 ot
23.04.2018

Anre3uBbl CTOMATOJIOTHYECKHE
CBETOOTBEPIKAaEMEbIE
OIIHOKOMITOHEHTHEIE B HA0Opax:

- 1. Habop Tetric N-Bond Universal
Refill VivaPen

"HBoknap Busanent
AT, JluxTeHmrteiin




12

P3H 2017/6048 ot
04.08.2017

AJIre3UBEI CTOMATOJIOTHYECKHE
CBETOOTBEPKIaeMEIE
ONHOKOMIIOHEHTHBIE B  OTJEJILHBIX
yIIaKOBKaX ¢ MPHHAIEKHOCTAMH:

- 1. ApnresuB CTOMaTOIOIHYECKHH
CBETOOTBEPIKIAEMBIiA
OIHOKOMIIOHEHTHEIH Tetric N- Bond
Universal Refill VivaPen B ¢opme
PYYKH 2 MJI B yHakoOBKe IO | ImT.

- 3. ANre3uB CTOMATOJOTHYECKHH
CBETOOTBEPIKIAEMBIi
onHokoMmmoHeHTHEIH Tetric N- Bond
Universal Refill Bottle Bo ¢akone 6 r
B yIIaKoBKe 1o 1 mrT.

- 4. AnresuB CTOMAaTOJIOrHYECKHII
CBETOOTBEPIKIaEMBIH
onHokoMIioneHTHRIH Adhese Universal
Refill VivaPen B dopme pyuku 2 M B
YTIaKOBKE 1O | IIT. WM B YIIAKOBKE IO
3mr.

- 5. AnresuB CTOMAaTOJIOTHYECKHI
CBETOOTBEPKIAEMBII
ogHokoMnoHeHTHBIH Adhese Universal
Refill Bottle Bo ¢makone 5r B ynakoske
1o | mrT. WM B ynakoBKe 110 2 IIT.

"UBokmap BupaneHT
AI™, JIuxTeHITEHH

13

P3H 2021/14026 or
09.04.2021

HabGop peareHTOB [/ BBISBICHHS H
KojnuyecTBeHHOro omnpeaenenus PHK
SARS-CoV-2  wmeromom  OT-IILIP
AmmmuCenc® COVID-19-FL:

- ®opma 1: «PUBO-npenn» BapuanT 100,
«ITIIP-xomnnexT» Bapuaut FR1 -100 F.
- ®opma 2: «MAI'HO-cop6» BapuanT
100, «IILIP-kommnext» Bapuant FRT -
100 F.

- ®opma 3: «MATHO-copb» BapuaHt
100M, «IIL[P-kommexT» Bapuant FRT
-100 MF.

®enepanpHoe
OI0KETHOE
yUpexraeHNE
"LleHTpanbHBIH
Hay4HO-
HCCIIEI0BATEIBCKHE
HHCTUTYT
SIHIEMHOJIOTHH"
®enepanpHoi
ciIy0Bl IO Ham3opy
B chepe 3aIIuTHI TpaB
notpebuTenei U
Onaromoyuus
yenoreka, Poccus

HayKH{
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®C3 2011/10306 ot
23.08.2012

Cpensl [UTaTeIbHbIE IUTSt
KyJbTHUBUPOBAHUS MHKPOOPraHH3MOB
(cM. [Ipunoxenue Ha 3 nucrax):

- 78. Urea indole medium - MoueBuHoO-
HHJI0JIOBAs Cpena.

bioMerieux
Opannus

SA,

15

P3H 2014/1987 ot
07.04.2020

HabGop pearenros nns BeisiBnenus PHK
KOPOHABHPYCOB, BBI3BIBAIOIINX
TSIKEIYIO PECHHPATOPHYIO HHDEKIMIO:
MERS-Cov (Middle East respiratory
syndrome coronavirus) u SARS-Cov
(Severe acute respiratory syndrome
coronavirus), B OHOIOrHYeCKOM
MarepHale METOIOM IOJHMEpPasHON

@enepansHoe
OIOIKETHOE
yUpexJIeHHe
"LlenTpanbHbIi
Hay4HO-
HCCIIEIOBaTEIbCKHI
HHCTHTYT
SMUAEMHOIOTHH"

HayKH




LEITHOH pEaKIHH (TIL1P) ¢
rHOpHAN3aIMOHHO-(ITyOpECIIEHTHON
nereknpeit "AmmuCenc® Cov-Bat-
FL" o TY 9398-224-01897593-2013

- Gopma 3 KOMIIJIEKTHEl pEareHTOB
"PUBO-mpen" Bapuant 50

- ®opMa 4  KOMIUIEKTHl pEareHTOB
"PUBO-npen" Bapuant 50

DenepanbHO
cIry>k0Bl 110 HaA30py
B chepe 3a1uTEl IpaB
noTpeOuTenei H
Onaromonyyus
yenoBeka, Poccus

16

P3H 2018/6940 ot
12.04.2019

HaGop pearesToB 171 BBISABIEHHSA
MyTalHi YCTOHYHBOCTH BHpyca
umMmyHoaeduuuTa yenopexa (BU4-1) x
aHTHUPETPOBHPYCHBIM TIpemapataMm B
OHONOrMYecKOM MaTepHane METOI0M
momMepasHoi nenHo# peaxuu (I1LIP)
G MTOCIIE AYIOLITHM MacCOBBIM
apajuIeIbHBIM CEKBEHHPOBAHHEM
MPOIYKTOB aMIuTHHKaIHH
"AmMmmuCenc® HIV-Resist-NGS" 1o
TY  9398-240-01897593-2015, IIL
®opwma 3, B coctase: 1. "PHUBO-3015-E"
- 1 mr. 2. "KoMmmuaext mis
crabmwmzanun PHK" - 1 mT. 3. "OT-
[MP-xommnexT-BUY-NGS" - 1 mrT. 4.
"TIHP-kommnexkT-BUY-NGS" - 1 mT. 5.
"2® NGS" - 2 mit.

®enepansHOE
Oro/KEeTHOE
yUpEXKIACHHE
"[lenTpasBbHBIH
Hay4yHO-
HCCIIeI0BATENbCKH I
HHCTHTYT
SIUIEMHOJIOTHH"
®DenepanpHOH
cinyOBl 1O Hag30py
B cdepe 3alIuTHI IpaB
nmoTpebuTeNneit 151
Onaromoydus
yeoBeka, Poccus

HayK{
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P3H 2020/11488 ot
30.07.2020

Cpencteo oT
ULTRASTOP pro med.
- 1. Cpencrso or 3anoTeBaHuA
ULTRASTOP pro med., ¢pmakon 30 v
- 2. CpenctBo oOT 3anoTeBaHUsA
ULTRASTOP pro med., 30 ammyn
MOHOJI03 5 MIL.

3allOTEBAHUA

"MoHo
ITponyxTs
ABcTpus

xeM-(hapm
I'm6X",

18

@®CP 2009/06188 ot
17.04.2019

Habop peareHToB IS
KonmuyecTBeHHOro omnpenenenus PHK
BHpyca HMMyHoneduuuTa dYeIoBeKa
tuma 1 (BHUY-1) B ximMHHYecKOM
MaTepHale METOAOM IOoJIUMepa3HOMH
LEITHOH pEeaKIHH (TTLIP) g
ruOpuIM3aIHOHHO-(IIyOpeCIeH THOM
nerekuuedt  "AmmmuCenc® — BHUU-
Monutop-M-FL" no TV 9398-208-
01897593-2012, Popma | BKIIOYaET
KOMILJIEKT PacXOJHBIX MaTEPHANIOB,
KOMIUIEKTEI  peareHToB  «MAI'HO-
cop6» BapuanT 100-1000

®denepansHOE
OI0/KEeTHOE
yUpeKIeHHE
"[leHTpasibHBIH
HAy4HO-
HCCIIeOBATENbCKUN
HHCTHTYT
SMUAEMHOIIOTHA"
®denepanpHO
ciIyxObl 1O Hag30py
B chepe 3aIMUTHI IpaB
norpeduTenei %4
Onaronomy4us
yenoBeka, Poccus

HayKH

19

®CP 2012/13246 ot
09.04.2019

Habop pearenToB
reHETHYECKUX HOJTHMOP(H3MOB
METOIOM  NHUPOCEKBEHHPOBAaHHA C
IIPUMEHEHHEM CHCTEMBI TeHETHUECKOTO
aHanu3a CepHH PyroMark

JJIs JETCKITHH

OenepansHOe
OromKeTHOE
yupexIeHne
"LleHTpaNbHbII
Hay4HO-
HCCIIe0BATENbCKUI

HayKH




"AMnmiCenc® [Tupockpun" mo TV
9398-161-01897593-2011

- @opma 1 BKIIOYAET KOMILIEKT
peareHToB A1 NPOOOMOATOTOBKH
«[TUPO-mpen

HHCTHTYT
AMUIEMHOIIOTHH"
®denepansHOi
cyxOBl 10 Hax30py
B c(epe 3auIMThI IpaB
norpeduTenen a
Gnaromosryuus
qyenoBeka, Poccus




[Ipunoxenue Ne 2

K OpOTOKONY A 74

Om L. 70 ALY
om L5, OF . ALOL/

MenuunuHCKHE H3OeJIus, He nmoAJieKalnHe BRIIYCHHIO B Hepeqeﬂb

kapueca Fluor
Protector S, B
Habopax:

1. Ha6op Fluor
Protector S Refill 3 x
71, B coctase: 1.1.
Jlak 3amyuTHBLH
¢bTopcomepkammit
Fluor Protector S, 7 r -
3 mrs 1.2
AnmakaTop ans
HaHECEHHS
0JIHOPa30BbIN
VivaBrush G (50
mr./ymn.) - 2 yo. 1.3.

Homep HaumeHnoBanue m
POU3BOIUTEIND
Ne PRICIPRLURDIHOND MEAEIRISROTO (M3roTOBUTENE) Omucanue
T | YACCTaERpeTEieE i HAReIT B At e MEIHIIMHCKOTO HECOOTBETCTBHH
MEIHIHHCKOE BapHUaHTa UCIIOTHEHUS
U3JIeNHA
H3JIETIHE (Mojenu)
1 @®C3 2008/01223 Marepuan "WBoknap CeeneHus B
ot 01.04.2008 croMmaronorudeckuii | BuBament AI™, IIPECTaBIEHHOM
cBeTooTBepkAaeMblit | JIuxHeHIITEHH IPEIIOKEHHH He
IIJIOMOHMPOBOYHBIH COOTBETCTBYIOT
(cm. [Tpunosxenue Ha TpeboranusaM [IpaBun
1 mucre): (hOpMHPOBAHHKS NIEPEUHS
Tetric (N - Ceram) CIIHPTOCOACPIKAIIIX
MEIHIIHHCKHUX M3/eITHH,
YTBEP)KIEHHBIX
IIOCTAaHOBJIEHHEM
[IpaBuTenbsCcTBA
Poccuiickoit @eneparnun
ot 15 urons 2019 r.
No774 (nanee - IIpasuna)
CornacHo MyHKTY 6
ITpaBuy1 BKIIIOYEHHUIO B
NepeveHb MOIIEXAT
CIHPTOCOIEPKALIHE
MEIUIITHCKHIE U3CTHs B
XKUIKOM hopMe BEITyCKa.
2 P3H 2019/8944 ot | Marepuain s "HBoknap Ceenenus B
18.09.2019 CHUIKEHHS Busanent AT, IIPeICTaBIEHHOM
YyBCTBHTEIBHOCTH JInxHeHmTeHH IpEeIIOKEHUH He
3y00B H COOTBETCTBYIOT
npohUIaKTHKH TpeboBanusmM [Ipaswun.

CornacHo nyHKTY 6
[TpaBun BKITIOYEHHIO B
nepedeHb TOUIeXKaT
CIIHPTOCOIEPIKAIIIHE
MEIMUHHCKHE H3/IETHS B
XKHIKOH PopMe BBITyCKa.




Ne
II/T1

Homep
PETHCTPALIHOHHOTO
yIOCTOBEPEHHS Ha

MEIHULUHCKOE
H3JIeNTHe

HaumenoBanue
MEIHI[HHCKOTO
M3JIETHS C YKa3aHHEM
BapUaHTa UCIIOJTHEHHS
(Momenu)

[IpousBoguTENH

(M3rOTOBHUTEIIB)

MEJUIHHCKOIO
H3EIHUs

Onucanue
HECOOTBETCTBUH

WncTpykius mo
IPUMEHEHHIO - | ImT.
2. Habop Fluor
Protector S Refill 1 x
71, B coctase: 2.1.
Jlak 3armuTHBIH
(dbTopconepralmuit
Fluor Protector S, 7r -
1 xiw, 2.2,
Anmnukarop s
HaHECEHHS
OJTHOPAa30BbIH
VivaBrush G (50
mr./ym.) - 1 ym. 2.3.
WHcTpykius mo
NPUMEHEHHUIO - 1 1mT.
3. Ha6op Fluor
Protector S Single
Dose Refill, B
coctage: 3.1. Jlak
3aIUTHEIH
(bTopcoaepKariit
Fluor Protector S, 0.26
r-20 mr. 3.2.
Anmmuakarop as
HAHECCHHS
OIHOPAa30BbIH
VivaBrush G (50
mr./yn.) - 1 yn. 3.3.
Hucrpykuus o
IPUMEHEHHIO - 1 IIT.

P3H 2015/2945 ot
07.04.2017

Marepuas:
CTOMAaTOJIOTHYECKHE
10MOHPOBOYHEIE B
Habopax W OTAeIbHBIX
yIIaKOBKax, ¢
IIPHHAIEKHOCTAMH:
Marepuaisl
CTOMATOJIOTHYECKHE
IIOMOHPOBOYHBIE B
Habopax: 1.
Marepnan
CTOMAaTOJIOTHYECKHUH
II0MOHPOBOYHEIH
Tetric N-Ceram Bulk
Fill System Kit /

"WBokmap
BuBanment AI™,
JIuxHeHIITEHH

Ceenenus B
IpeICTaBJIEHHOM
IpeIOKEHUH HE
COOTBETCTBYIOT
TpeboBanusam [IpaBu.
CornacHo myHKTY 6
ITpaBua BKIIIOYEHHIO B
NepeueHb IOJIeKaT
CIHPTOCOEpIHKALIHE

MEIUIMHCKUE H3/IEIIHA B
AUIKOM popMe BBINTyCKa.
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Howmep
PEerucTpallHOHHOTO
YIOCTOBEPEHHS Ha

MEIUIIMHCKOE
H3IEITHE

HamMeHnoBaHue
MEIHITHHCKOTO
H3JIENTHS C YKa3aHUEM
BapHaHTa UCIIOTHEHHA
(Monenu)

[IpouzBouTens

(M3rOTOBHUTEIH)

MEIHIMHCKOTO
M3IENHS

Omucanue
HECOOTBETCTBHH

Tetric N-Bond, B
cocTaBe

Martepuansl
CTOMATOJIOTHYECKHE
JIOMOHPOBOYHEIE B
Habopax: 4.
Marepuan
CTOMATOJIOTHYECKUI
mwiomOupoBouHsli Te-
Econom Plus System
Pack pazmuynbIX
IIBETOB, B COCTaBE
Martepuainsl
CTOMATOJIOTHYECKHE
IIOMOMPOBOYHEIE B
Habopax: 5.
Martepuan
CTOMATOJIOTHYECKUH
mIoMOupoOBOYHBIH Te-
Econom Plus Intro
Pack paznuanbIX
[[BETOB, B COCTaBE
Marepuainsl
CTOMATOJIOTHYECKHE
IIOMOHUPOBOYHBIE B
Habopax: 6.
Marepuan
CTOMATOIOTHYECKU
JI0MOUPOBOYHBII
03HAKOMHUTEIbHBIIT
Te-Econom Plus Intro
Pack pazmuaHbIX
I[BETOB, B COCTaBe
Marepuainsl
CTOMATOJIOTHYECKHE
MIOMOHPOBOYHEIE B
OTJENIBHBIX
ynakoBkax: 4.
Anresus
CTOMATOJIOTHYECKUH
Te-Econom Bond, 5.
Marepuaisl
CTOMATOJIOTUYECKHE
IIIOMOHPOBOYHEIE B
OTIENbHBIX
ymakoBKax: 8.
Anre3us




cnuptoBsie (70 %
STHJIOBEIH CITHPT)
aHTHCENTHYECKHE U3
HETKaHOTO
MaTepuaa,
CTEpPUIIbHEIE,
onHopazopsle o TY
32.50.50-001-
0162715757-2019»:
1. Canderxu
CIIMPTOBBIE
AHTUCENTHYECKHE U3
HETKaHOTO
Marepuana,
CTEpUIBHEIE,
OJIHOpa30BEIe, pa3Mep
30 x 60 MM.

2. Canderxu
CIIHPTOBEIE
aHTHCENTHYECKHE U3
HETKaHOTO
MaTepHaa,

Homep HaumeHoBaHKE
[IpousBouTeNs
No | PETHCTpanHOHHOTO MEIUIIUHCKOTO (aarcToBITeIE) e —
YIOCTOBEpEHHS HA | H3JIeHd C YKa3aHHeM .
I/T1 MEIHIIHHCKOTO HECOOTBETCTBUH
MEIUIUHCKOE BapHaHTa UCTIOTHEHUS
U3JIeNne (Mozenu) MR
CTOMATOJIOTHYECKUI
Tetric N-Bond, 6 1.
- ®C32008/01452 Marepuan "UBoxnap CeeneHus B
ot 03.02.2016 CTOMATOJIOTHYECKHH Busagent AI™, MIpEeICTaBICHHOM
CBETOOTBEP)KIAEMBIH | JIMXHEHINTEHH [IPENIOMKEHUH HE
IIOMOHPOBOYHBIH: COOTBETCTBYIOT
Marepuan tpeboranusM [Ipapm.
CTOMAaTOJIOTHYECKUH CornacHo myHKTY 6
CBETOOTBEPIKIAEMBIH [IpaBun BKITIIOYEHHIO B
nnoMOUpOBOYHEIH, 1. IIepeYeHb MOJJIeKaT
ExciTE F B dopmax CIHPTOCOCpIKALIHE
noctaBku VivaPen, METHIIHHCKHE H3IEIHS B
Soft Touch Single KHIKOH opMe BEITyCKa.
Dose, B 6yThUI0YKaX
5 P3H 2021/14086 Canderku cnuproseie | UamuBuayansHbli | CBeneHHs B
ot 22.04.2021 (70% s>TUNOBBIH NpeJNpHHUMATEND | IIPENCTaBICHHOM
CIIHPT) "Tonybxos MBan NpeIJIOKEHUH HE
aHTHCenTHYecKHe u3 | Bragumuposua" COOTBETCTBYIOT
HETKAHOTO TpeboBanusam [IpaBui.
MarepHana, CornacHo myHKTY 6
CTEpUIILHEIE, IIpaBun BKIIIOUYEHHIO B
oaHopa3oBble 1o TY IIepeyYeHE MOJIexKaT
32.50.50-001- CIHPTOCOAEPIKALIIE
0162715757-2019, METHIHHCKHE U3AETTHS B
«Canderku XKUJIKOMH (opme BBITyCKa.




Ne
TT/T1

Homep
PETHCTPAIIHOHHOTO
YIOCTOBEpEHHS Ha

MeIUIHHCKOEe
u3zenue

HanmenoBanne
MeIHI[HHCKOTO
H3CITHA C YKa3aHHEM
BapHaHTa UCIOTHEHHUS
(Monemu)

[IpouzBOOHTENE

(M3rOTOBMTEND)

MEIUIIMHCKOTO
H3EITHS

Onucanue
HECOOTBETCTBHH

CTEpPHJIBHBIE,
OJTHOpa30BhIE, Pa3Mep
30 x 65 MM.

3. Canderxu
CIIHPTOBBIE
aHTHCENTHYECKHE M3
HETKaHOTO
MatepHaia,
CTEpHJIBHBIE,
OJITHOpA30BHIE, PA3MeEP
35 x 65 mm.

4. Canderku
CIHPTOBELIE
aHTHCENTHYECKHE U3
HETKaHOIo
MarepHana,
CTEpHJIbHBIE,
OJTHOpa30BbIE, Pa3Mep
40 x 60 MM.

5. Candetku
CIIUPTOBEIE
AHTHCENTHYECKHUE U3
HETKaHOTO
MarepHasa,
CTEpPHJIBHBIE,
OTHOPa30BEIE, pa3Mep
45 x 65 mMm.

6. Canderkn
CIIUPTOBBIE
AHTHCENITHYECKUE H3
HETKaHOI0
MaTepHana,
CTEpPHJIBHBIE,
OJIHOpa30BBIE, pa3Mep
50 x 100 mm.

7. Cangerxu
CIIUPTOBBIE
AHTHCENTHYECKHE U3
HETKaHOT'0
MarepHana,
CTEepHIIBHBIE,
OJTHOPa30BbIe, pasMep
56 x 65 mm.

8. Canderku
CIIHPTOBBIE
AaHTHCENTHYECKHE H3
HETKAHOTO




II/T1

Homep
PErHCTPALHOHHOTO
YIOCTOBEPEHHUS Ha

MEUITHHCKOE

H3JenHe

HaumenoBanue
MEIUIHHCKOTO
H3JIENTHS C yKa3aHHeM
BapHaHTA UCIIOJHEHHS
(Mopenu)

[IpousroauTens

(M3rOTOBHTENE)

MEIHIIMHCKOT O
H3IeTTAS

Omnucanue
HECOOTBETCTBUM

MaTepuaa,
CTEepHIILHELE,
OJIHOpa30BBIE, pa3Mep
60 x 60 MM.

9. Canderku
CIIUPTOBBIE
AHTHCENTHYECKHE U3
HETKaHOT'O
MaTepHaa,
CTEpHIIBHEIE,
OJIHOPA30BEIe, pa3Mep
60 x 90 Mm.

10. Candetku
CIIPTOBEIE
AHTHCETITHYECKHE U3
HETKaHOTO
MaTepHana,
CTEpHIILHEIE,
OJHOpa30BkIe, pa3Mep
60 x 100 mm.

11. Canderku
CIIHPTOBBIE
AHTHCENTHYECKUE U3
HETKaHOTO
MatepHania,
CTepUIIbHBIE,
OJIHOPa30BbIe, pazMep
65 X 65 MMm.

12. Canderxu
CIIHPTOBEIE
AHTHCENTHYECKHE H3
HETKaHOTO
MaTepHaa,
CTEpHUJIbHEIE,
OJTHOpa30BkIe, pasMep
65 x 100 MM.

13. Canderkun
CIIUPTOBBIE
AHTHCENTHYECKUE U3
HETKaHOTO
MaTepHana,
CTEpUIIBHEIE,
OJTHOPa30BEIE, pazMep
75 x 80 MM.

14. Canderku
CIUPTOBELIE
AHTHCENTHYECKHE U3




Howmep
PEerucTpaioOHHOIO
yIOCTOBEpEHHS Ha

MEIUIMHCKOE
H3enue

HaunmenoBaHue
MEeIUIHHCKOTO
H3MeNHs C YKa3aHHEM
BapHaHTa HCIOIHEHHS
(Mozenu)

[IpousBoOUTEND

(M3rOTOBUTEND)

MeIULHHCKOTO
H3/IENUs

Omnucanue
HECOOTBETCTBHH

HETKaHOTO
MaTepHaa,
CTEpHUIBHEIE,
OJHOPa3OBEIE, pasMep
80 x 125 Mm.

15. Canderxu
CIIHPTOBBIE
AHTHCENTHYECKHE U3
HETKaHOI'O
MaTepHana,
CTEpPHJIBHBIE,
OJHOpa30BbIe, pa3Mep
85 x 110 mm.

16. Canderku
CIUPTOBBIE
AHTHCENITHYECKHE U3
HETKaHOTO
MaTepHaa,
CTEpHUIIbHEIE,
OJHOPAa3OBbIE, Pa3Mep
100 x 100 MMm.

17. Canderxn
CIHPTOBEIE
AHTHCENTHYECKHE U3
HETKaHOTO
Matepuana,
CTEpHIIBHBIE,
OJIHOpa30BkIE, PA3MeEp
100 x 110 Mm.

18. Canderkn
CIIHPTOBBIE
AHTHCENITHYECKHE 13
HETKaHOTO
MaTepuaa,
CTEpHUIILHEIE,
0JIHOpPa30BbIe, pa3Mep
100 x 120 mm.

19. Candetxn
CIIUPTOBLIE
aHTHCENTHYECKHE U3
HETKaHOI0
MaTepHaa,
CTEpPHJIBHEIE,
OIHOpPa30BbIe, pasMep
100 x 140 mm.

20. Canderku
CIIUPTOBEIE




IT/11

Homep
PErHCTPALlMOHHOTO
yIOCTOBEPEHHS Ha

MEIULHHCKOE
H3JIENTHE

HaumeHnoBanue
MEIHULIMHCKOTO
H3IENHA C YKa3aHHUEM
BapHaHTa HCIIOJTHEHHA
(Monenn)

[IpousBoauTens

(M3rOTOBHTED)

MEIHIIHHCKOTO
H3IENHA

Ormucanue
HECOOTBETCTBHH

aHTHCENTHYECKHE U3
HETKaHOTO
MaTepHaa,
CTEpHUTIBLHEIE,
OZIHOpPa30BbIE, pa3Mep
100 x 150 mm.

21. Candetku
CIIUPTOBBIE
AHTHCENITHYECKHE U3
HETKaHOT O
MaTepHana,
CTEpPHJIbHEIE,
OJTHOPa30BBbIe, pazMep
110 x 125 mm.

22. Canderku
CIIUPTOBBIE
AHTHCENTHYECKHUE U3
HETKaHOTO
MaTepuaa,
CTEpUIIBHEIE,
OJTHOPa30BbIe, pazMep
115 x 130 mm.

23. Canderku
CIIUPTOBBIE
AHTHUCETITHYECKHE U3
HETKaHOTO
Marepuaa,
CTEpHJIBHEIE,
OJIHOPa30BkIE, Pa3Mep
120 x 150 MmM.

24. Canderku
CIIUPTOBEIE
AHTHCENTHYECKHE H3
HETKaHOTO
Marepuaa,
CTEpHIILHEIE,
OZIHOpa30BbIe, pa3Mep
125 x 125 mm.

25. Canderku
CIIHPTOBBIE
AHTHCENTHYECKHE 3
HETKaHOIO
Marepuaa,
CTEepHIIBHEIE,
OJJHOPa30BEIE, pazMep
125 x 150 mm.




No
TI/TI

Howmep
PETUCTPALIHOHHOTO
yIOCTOBEPEHHS Ha

MEIHIIHHCKOE
H3JEITHE

HaumeHoBaHME
METHIIHHCKOTO
U3JICTTHS C YKa3aHHEM
BapHaHTa UCIIOIHEHH
(Momenn)

[TpousBoaurens

(M3roTOBUTENH)

MEIUIMHCKOTO
H3EITHSI

Onucanue
HECOOTBETCTBHH

26. Canderxn
CITHPTOBEIE
AHTHCENITHYECKHE U3
HETKaHOT'0
MmaTepuana,
CTEpPHUJIbHEIE,
OIHOpa30BBIE, pa3Mep
130 x 150 mm.

27. Canderku
CIIUPTOBBIE
AHTHCENITHYECKHE U3
HETKaHOTO
MaTepuaa,
CTEpHUIIBLHEIE,
OJTHOPA30BEIE, pazMep
135 x 185 Mm.

28. Candetku
CIIHPTOBEIE
AHTHCENTHYECKHE U3
HETKAHOTO
MarepHania,
CTEpPHIILHBIE,
0JIHOpa30BEIe, pa3Mep
135 x 200 mMmM.

29. Canderku
CIITHPTOBEIE
AHTHCENITHYECKHE U3
HETKaHOT'0
Marepuana,
CTEepPHIILHEIE,
0JIHOpa30BLIe, pa3Mep
140 x 190 mm.

30. Canderxu
CIHPTOBBIE
AHTHCENTHYECKHE U3
HETKaHOI'0
Marepuana,
CTEepHUIILHEIE,
OJITHOpa30BEIe, pa3Mep
150 x 150 mm.

31. Canderku
CIIHPTOBEIE
AHTHCENTHYECKHE U3
HETKaHOr'o
MaTepuana,
CTEPHIIbHEIE,




Ne
TI/TI

Howmep
pPErHCTPaLlHOHHOTO
yIOCTOBEpEHHS Ha

MEeIUITTHCKOe

H3emne

HaumenoBaune
MEIHIITHHCKOTO
H3IEITHA C YKa3aHHEM
BapHaHTa UCIIOJTHEHUS
(Monemnw)

IIpousBoouTETD

(M3rOTOBHUTENH)

MEIHIHHCKOTO
H3EITHS

Onucanne
HECOOTBETCTBHH

OJITHOPa30BkIE, pa3Mep
150 x 200 Mm.

32. Candetkn
CIIUPTOBEIE
AaHTHCENTHYECKHE U3
HETKaHOTO
Marepuaa,
CTEpHJIbHEIE,
OJTHOPA30BhIE, Pa3Mep
185 x 185 Mm.

33. Canderku
CIIHPTOBEIE
AHTHCENTHYECKHE U3
HETKAHOTO
MaTepHana,
CTEpHJIBHEIE,
OJTHOPAa30BbIE, pa3Mep
185 x 200 Mm.

34. Canderku
CIIUPTOBLIE
aHTHCENTHYECKHE U3
HETKaHOT0
MaTepuaa,
CTEpHUIbHEIE,
OJHOpa30BkIe, pa3Mep
200 x 200 mm.

35. Canderxu
CIIUPTOBBIE
AHTHCENTHYECKHE U3
HETKaHOI'0
MaTepHaia,
CTEpHUIILHEIE,
OJIHOpa30BEIe, pa3Mep
200 x 220 mm.

36. Canderku
CIIHPTOBBIE
AHTHUCEIITHYECKHE U3
HETKaHOTO
Matepuania,
CTEpHIILHEIE,
OJIHOpa30BEIe, pa3Mep
200 x 240 mmM.

37. Canderkn
CIIUPTOBBIE
AHTHCENTHYECKUE H3
HETKaHOTO
MaTepuaa,




Homep
PeruCTpalOHHOrO
yIOCTOBEPEHHs Ha

MEIUIMHCKOE
1263 (N02 (0

HaumMenoBanue
METHUITHHCKOTO
U3JIeHs C YKa3aHHEM
BapHaHTa UCTIOTHEHHUS
(Mozenu)

[TponzBonutens

(M3rOTOBHTEJIH)

MEeIMIIMHCKOTO
M3 ITHS

Onucanue
HECOOTBETCTBUH

CTepUIILHEIE,
0JJHOpa30BLIe, pa3Mep
200 x 250 mm.

38. Canderxu
CIIPTOBEIE
AHTHCENTHYECKHE U3
HETKaHOTO
MaTepHana,
CTEpHJIEHEIE,
OJTHOPa30BEIE, pazMep
200 x 300 mmM.

39. Canderku
CIIHPTOBEIE
AHTHCENITHYECKHE U3
HETKaHOTO
Marepuaa,
CTEPUIILHEIE,
OJIHOpa30BEIe, pa3Mep
200 x 350 mMM.

40. Canderku
CIIHPTOBBIE
AHTHCEIITHYECKHE U3
HETKaHOTO
MaTepHana,
CTEpUIIBHEIE,
OJIHOpa30BLIe, pa3Mep
220 x 220 MM.

41. Canderxu
CIIUPTOBBIE
AHTHUCEIITHYECKHE U3
HETKaHOTO
MmarepHania,
CTepUJIbHBIE,
OJIHOpa30BLIe, pa3Mep
220 x 250 mm.

42. Canderku
CIIUPTOBEIE
AHTHCENITHYECKHE U3
HETKaHOTO
MatepHana,
CTEpHIILHBIE,
OJTHOPa30BLIE, pazMep
220 x 300 mmM.

43. Canderkn
CIHPTOBEIE
AHTHCENTHYECKHE H3
HETKaHOTO




Homep
PETUCTPAI[HOHHOTO
yIOCTOBEPEHHS Ha

MEIUITHHCKOE
u3geImne

HaumenoBanue
MEIMI[HHCKOTO
H3OENHs C YKa3aHHEM
BapHaHTa UCIIOTHEHHS
(Momenu)

[IpouzBOOUTEND

(M3rOTOBHUTED)

MeIHUIIMHCKOrO
U3JEeNus

Onucauue
HECOOTBETCTBUH

MaTepuaa,
CTEpPHJIBHBIE,
OJIHOpa30BEIe, Pa3Mep
220 x 400 mMM.

44, Canderku
CIIMPTOBEIE
AHTHCENTHYECKUE U3
HETKaHOT'O
MaTepHana,
CTEpPHJIBHEIE,
OJTHOPa30BbIE, pa3sMep
230 x 300 MMm.

45. Canderku
CIIHPTOBBIE
AHTHUCETITHYECKHE U3
HETKaHOTO
MaTepuaa,
CTEPHJIBHEIE,
OIHOpa30BbIE, pa3Mep
240 x 240 mMm.

P3H 2014/1987 ot
07.04.2020

Ha6op pearentos s
BeLBIIeHHS PHK
KOpPOHaBHUPYCOB,
BBI3BIBAIOIIHX
TKEITYIO
pecrnupaTopHyIo
undexnuio: MERS-
Cov (Middle East
respiratory syndrome
coronavirus) 1 SARS-
Cov (Severe acute
respiratory syndrome
coronavirus), B
buonoruueckoM
MaTepHaie METOJIOM
MIOJIMMEPa3HOH
LIETTHOH peakluy
(IILP) ¢
rHOpUIM3AIIMOHHO-
¢bayopecreHTHOH
JeTeKIHER
"AMnmuCenc® Cov-
Bat-FL" mo TY 9398-
224-01897593-2013

- ®opma 3 KOMILIEKTBI
pearenToB "I1LIP-

®denepabHOE
OromKeTHOE
yupexJIeHHe HayK{
"[lenTpanbHbIH
Hay4HO-
HCCIIEIOBATENBCKH
W HHCTUTYT
SIHUIEMHOJIOTHH"
OenepanpHO

Iy kOBl 110
Haz3opy B chepe
3aIIUTHI IPaB
norpedurteneit u
Gnaromoyyus
yenoBeka, Poccus

CseneHnus B
IIPEICTaBIEHHOM
NIpEI0XKEHHH HE
COOTBETCTBYIOT
CBEICHHSAM,
coJieprKaIuMcs B
KOMILJIEKTE
PETUCTPALIHOHHOT O
JOChe Ha MEIUITUHCKOE
U3IEIIHE.

B Bapuanrtax
UCIIOJTHEHUS
MEIHUIMHCKOTO U31ENHUs
dopma 3 KOMIIEKTEI
pearenrtor "[1L[P-
KOMILIEKT" BapHaHT
FRT, "PEBEPTA-L"
BapuanT 50 u ®opma 4
KOMILJIEKTHI PearcHTOB
"TILP-xoMmnexT"
BapuaHT FRT,
"PEBEPTA-L" BapuanT
50 oTcyTCTBYET
CIHpTOCOAepKaIee
MEIMIMHCKOE H3/IEIHE.
B Bapuanrtax
ucnonHenus ®opma 6




Howmep HaumeHoBaHue n
POHM3BOIHUTEINH
No | PETHCTPalMOHHOTO MEIHIHHCKOTO (sroTosmTeN) o
Ty | FPOUTOREPEHAA R, | HMARERRE G s MEIMIIMHCKOTO HECOOTBETCTBHH
MEIUIIUTHCKOE BapHaHTa UCIIOJTHEHHA P T
1563 ()15 (Monemnm)
KOMIUIEKT" BapHaHT KOMIUIEKTEI peareHTOB
FRT "TTIP-koMIexT"
- ®opma 3 KOMILIEKTEI BapuanT FRT-100 F,
peareHToB "PEBEPTA-L" Bapuant
"PEBEPTA-L" 100, "PHUBO-npen"
BapuanT 50 BapuasT 100
- ®opma 4 KOMIUIEKTEI HEKOPPEKTHO yKa3aHa
peareHToB oOBeMHas 107
"PEBEPTA-L" 9THJIOBOTO CIIHPTa
BapuasT 50 COTJIaCHO CBENECHHAM
- ®opma 4 KOMILIEKTHI PErHCTPallHOHHOTO
pearenToB "ITLIP- JIOChE.
KOMIUIEKT" BapHaHT
FRT-50 F
- ®opmMa 6 KOMIIIEKTEI
pearexTos "TILIP-
KOMIUTEKT" BapHaHT
FRT-100 F
- ®opma 6 KOMIUIEKTEI
peareHTOB
"PEBEPTA-L"
Bapuant 100
- ®opma 6 KOMILIEKTEI
pearentoB "PHBO-
npen" Bapuast 100
7 P3H 2017/5757 ot | Ilpaiimep "WBokmnap Ceenenus B
22.05.2017 OJHOKOMITOHEHTHBI | BuBanent AI™, IIpeJICTaBIeHHOM
Monobond, JIuxTeHmTEHH IIpeUI0KEHUH He
Monobond N Refill COOTBETCTBYIOT
CBEJICHHSM,
coaepKalmMcs B
KOMILIIEKTE
PErHCTPALIMOHHOTO
JIOCBE Ha METUITHHCKOE
HU3CIIHE.
B peructpannonsom
JIOChE OTCYTCTBYIOT
CBeJIEHHS O
noTpeOUTENbCKOI Tape
U3 IeITus.
8 ®C32011/10309 Pearents! (peaktuBsl) | "6uoMepre C.A.", | CBemeHus B
ot 17.06.2021 Jutst uneHTuukanun | Oparuus IIPEICTaBICHHOM
MHKPOOPIaHU3MOB H IPEIOKEHHH He
onpeneneHus COOTBETCTBYIOT
YyBCTBUTEIBHOCTH K CBEIEHHSIM,
AHTUMUKPOOHBIM COAEPIKALIUMCS B
Ipernaparam KOMILJIEKTE




110MOHUPOBOYHBII

Homep HaumenoBanue 1_[
POU3BOAMTEIND
N | PCrHCIPAIHOHHOTO L (M3roTOBHUTED) Omnucanne
YIOCTOBEpEHHS HA | M3JENUs C yKazaHHeM "
/11 MEIUITTHCKOTO HECOOTBETCTBHH
MEIUIIMHCKOE BapHaHTa UCTIOTHEHHS
H3IENTAS
H3JelHe (Moenu)
24.api 20 E PErHCTPaLMOHHOTO
REAGENTS - Habop JIOChE Ha MEIHLIMHCKOE
peaktuBoB api 20 E. H3JIEITHE.
B perucrpannosHOM
JIOCBE OTCYTCTBYIOT
CBEIEHHsI O 00BEMHOM
JIOJIE STHJIOBOT'O CIIUPTA.
9 P3H 2021/14443 Ha6op pearenToB mast | O6LiecTBo ¢ CaeneHus B
ot 27.05.2021 BeisiBneHuss PHK OTpaHUYEHHOU IPEICTABICHHOM
xopoHaBupyca SARS- | OTBETCTBEHHOCTBIO | MPEIIOKEHHHU HE
CoV-2 meromom OT- | "Kommanus Ankop | COOTBETCTBYIOT
I1IIP ¢ buno", Poccus CBEICHHSIM,
(hayopecleHTHOH coaep KalmMes B
NETEKIHEH B pexUMe KOMILIEKTE
peanbHOr0 BpeMEHH pPEruCTPaliOHHOTO
"Untuduxa SARS- JIOChE Ha MEIULIMHCKOE
CoV-2"no TY H3/eIHe.
21.20.23-544- Ceenenns 00 06beMHOM
98539446-2020 JIOJIe CIIUpTa,
coaepaKauierocs B
MEIHMIHHCKOM H3/IETHH,
KOTOPBIE YKa3aHbI B
KOMILJIEKTE
PerHCTPAIlMOHHBIX
JIOKYMEHTOB Ha
yKa3aHHOE MeTUIIMHCKOe
uznenue (96%), ve
COOTBETCTBYIOT
cBeieHUsIM 00 00BEeMHOM
ZI0JIe CIIUPTAa,
coJiepIKamIerocs B
MEIUITAHCKOM H3/IEHH,
yKa3aHHBIM B
[PEIOKEHHH O
BKJTIOYEHUH
MEIHIHHCKOTO H3AeTHs
B [lepeuens (25 %).
10 ®C3 2008/01453 Martepuan "WBokmnap Ceenenus B
ot 16.09.2009 cromaromorudyeckuii | Buanment Al™, MIPEICTaBICHHOM
CBETOOTBEp)KIaeMbIi | JIuxTeHIITeHH NpEeUIOKEHHH HE
TUIOMOMPOBOYHBIH COOTBETCTBYIOT
Multilink (Automix, CBEJICHHSM,
SpeedCem), coZieprKaluMcs B
Marepuan KOMILJIEKTE
CTOMATOJIOT HYECKHH PETrHCTPALMOHHOTO
CBETOOTBEPKIAAEMBIH JIOChE Ha METUITMHCKOE

H3OCITHE.




Homep

HaumeHoBaHuEe

€rUCTPAL[HOHHOTO MEIUIMHCKOTO pomaEDIREI
N |P P (M3rOTOBUTEI) Omnucanne
YIOCTOBEPEHHS Ha | H3JEIHs C yKa3aHUEM "
/11 MEIUIIHHCKOTO HECOOTBETCTBHH
MEIUIIMHCKOE BapHaHTA UCIIOIHEHHUS
H3EITH
H3EITUE (MozenH)

Multilink, BapuanT
HCIIONHEeHHS: Automix

B xommiekTe
pErucTpantoHHBIX
JIOKyMEHTOB Ha
yKa3aHHOE MEIMLUHCKOEe
H3JelIHe OTCYTCTBYIOT
cBenieHHs 00 oOBEME
OTPeOUTENBCKOH Taphl
u 00 00BeMHOH m05e
CIUpTa, COAEPIKALIErocs
B MEIUIIUHCKOM
W3/Ie]THH, YKa3aHHEIE B
TIPEUIOKEHHH O
BKJIFOYEHUH
MEIUITHHCKOTO H3IEIHs
B [lepeyeHs.




[Ipunoxenue Ne 3

K TIPOTOKONY 07 o/ o L8 XD/
Y etn A5, 08, AOL,

IMMOATIMCH YJIEHOB KOMUCCHUHA
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