MuUHHUCTEPCTBO 3ApaBOOXPAHEHHS]
Poccuiickoit @enepanun

®EJAEPAJIbBHAS CJIIYXBA 1O HA/I30PY B COEPE
3APABOOXPAHEHHUA

IMPOTOKOJI

3acenanusi Komuccuu @enepaibHO CITy>XOBI IO HaA30pY B chepe 3ApaBOOXpaHEHHMS
10 (OPMUPOBAHHUIO [TEPEUHS CIMPTOCOAEPKAILINX MEAULMHCKUX U3JIEIHH, Ha
IesITeTBHOCTD IO ITPOU3BOACTBY, U3TOTOBIEHHIO U (MIH) 0O0POTY KOTOPBIX HE
pacnpoctpansieTcs neiictBue @enepanbHoro 3akoHa «O rocy1apcTBEHHOM
peryiIupoBaHUU MPOU3BOACTBA U 0O0POTA ITUIOBOTO CIIMPTA, AIKOTOJBHON U
CIIUPTOCOepKALIEH TPOAYKIHH U 00 OrpaHUYeHUH NOTpebieHus (pacIIuTHs)
AJIKOT'OJIBHOM IIPOLY KLU

MockBa

06 aBrycra 2020 r. Ne 3 /?#

IIpencenarensCTBOBAN: Havanpuuk Yopasnenus
OpTraHu3aIluu
rOCYJTapCTBEHHOIO KOHTPOJIA
Y PETUCTPaLMK METUIIMHCKHIX
uznenui Poc3apaBHagzopa
E.M. AcraneHko

IIpucyrcTBOoBaN:

3aMecTHUTeNb HauaIbHHUKA YIIpaBIeHHs

OpraHH3alMY FOCY IapCTBEHHOTO KOHTPOJIS

¥ PETHCTPAITHH MEIUIMHCKUX U3eUH

PoczapasHanzopa (3amecturens [Ipencenarens) M.M. CyxaHoBa

3aMecTHUTeNb HauYalbHUKA YIpaBIeHHUs

JULCH3UPOBAaHUS U KOHTPOJIS COOIIOICHNS

o0s3aTenbHBIX TpeboBanuit Pocsnpasuansopa

(Cexpetaps) , H.A. I'ycekoBa



3amecTuTens qupekTopa demapramenta

JIEKapCTBEHHOTO 0OecredeHus

U peTyIHpOBaHHs OOpalleHus MeIUIMHCKIAX

u3nemii Munszapasa Poccun K.A. busbko

3amectuTenb HadanbHUKa [IpaBoBoro
yIpasjeHus Pocankoroaspery iupoBaHus N.JL XKyxora

3aMecTHTEeNb HadyalbHUKa
YrpaBneHUs KOHTPOJIBbHOH paGoThl
PocankoronsperynupoBasus O.M. KpacunsHuKOBa

3aMecTUTeNb HauaIbHUKa Y TIPaBlIeHHs TOPTOBBIX
OrpaHHUYE€HUH, BATIOTHOI'O U 3KCIIEPTHOTO
xontpois OTC Poccun E.E. Eropos

Hauanpauk ['maBHOTO ypaBieHus
TaMOXXEHHOT'0 KOHTPOJIS IIOCHE BBIITyCKa TOBapOB
OTC Poccun B.U. Cenesnen

3amectutenb pykoogurens ®AC Poccun T.B. Huxeropozies

OrsercTBeHnsIi cexperaph Komuccnu PCIIT
10 (papManeBTHYECKOH U MEIUIIMHCKON
NIPOMBIIIJIEHHOCTH A.B. byTtrorun

Unen [Ipesunmyma [IpaBnenus Accompanum

«HIT «OIIOPA», ncnionHUTENbHBIN JUPEKTOD

Accolyalyy anTeuHslX yIpeKaeHnH

«Coro3 @apma» M.B. JIutBunoBa

3aMecTHUTeNb FeHepallbHOTO AUPEKTopa
OI'BY « BHUMMMT» Poc3apasHagzopa O.A. Tapacenxo

3aMeCTHTENb MeHepallbHOTO JUPEKTOopa
OI'bY «HanuoHanpHBIM HHCTUTYT KauecTBa

Pocznpasuamzopa W.A. Kazpmun

HauansHHUK OTIeNa SKCTIePTU3EI KaYeCTRa,
3¢ heKTUBHOCTH B 6€30TTACHOCTH MeAUITHHCKHX
usnemuit ®I'BY «HanuonanbHEIM HHCTATYT

KadecTBa» Poc3apasHamzopa IO.C. Kcenzenko

3aBeyIOUINH OT/IeIOM OpraHu3aIii

CTOMATOJIOTHYECKOH CIIyXO0bl, TALEH3NPOBAHUA

1 akkpegurauy OI'bY « THUNCuldJIX»

Munznopasa Poccuu B.JI. Baruep



I'naBusriit Bpad ®I'BY «HanmoHanbHbIM

Me,ZII/II_[I/IHCKI/Iﬁ HCCHGHOB&TGHBCKI/Iﬁ OEHTpP

xupypruu um. A.B. Bumnesckoro» Munsnpasa

Poccun, IpeAcTaBUTENb I1aBHOIO BHELITATHOI'O

crierManucTa xupypra Munzapasa Poccun ®.M. CemeHoB

3aMecTHTENb INIABHOIO Bpaya 10 MEAULIUHCKON

gact DKV «PecmybnukaHckas KIIHHAYECKas

uHpeknonHas donbHUIA» Mun3npasa Poccun,

K. M. H., Bpad-UHGEKIIMOHUCT BBICLIEN KaTerOpHH B.A. Pozenbepr

Pextop ®I'BY BO «MockoBckuit

roCyJapCTBEHHBIN

MeJIMKOCTOMATOJIOTUYECKUH YHUBEPCUTET UMEHH

A.U. EBnokumoBa» Munzapasa Poccun,

TJIaBHBIM BHELITATHBIN CIIELIMAIIMCT- CTOMATOJIOT

Munsnpasa Poccun 0O.0. Anymepn4

3aBenyromas LleHTpanbHOU XUMHKO-
TOKCHKOJIOTHUECKOU aboparopueit 1| MI' MY
uM. U.M. Ceuenona T.A. bypelkuHa

3aBenytromas kadenapoit 1abopatopHOH

MeMIUHBI U T€HeTUKH HHCTUTYTa MEAULIMHCKOIO

obpazoanusg PI'bBY «HauuonanpHbIi

MeIUITHHCKUM HUCCIIeN0BATENBCKUM LIEHTP

umenu B.A. AnmazoBay Munsznpasa Poccun,

IJIaBHbBIM BHEIITATHBINA CIIELAATIUCT

10 KJIMHHYECKOU Ja00paTOpHOM TUArHOCTUKE T.B. Basunosa

I. O npensoxkeHHsIX, MOCTYNHBIIHX /st paccmoTpenusi Kommccnein
DenepaibHoii  cay:k0bl 10  HaA30py B cdepe  3a4paBOOXpaHEHHSH
no ¢(OpMHPOBAHHIO IepeyHs CHHPTOCOAEPKAIWMX MEIHIHHCKHX H3Je/ui,
Ha JeSiTeJIbHOCTDH 10 MPOU3BOACTRY, H3TOTOBJIEHHIO H (HJIH) 000POTY KOTOPBIX He
pacnpocrpansiercsi aeiictBue PegepanbHoro 3axkoHa «0 rocyiapcTBeHHOM
peryJiHpoBaHHMH NPOM3BOACTBA H 000pOTA ITHJOBOI0 CHOHPTA, AJKOI0JIbLHOM
H cIIHpTOCcOoAep Kalueii NPOAYKIHH U 00 orpaHHYeHHH NOoTpedJieHus (pacuThs)
aJIKOroJIbHOH npoaykuum» (najee — Komuccus)

Komuccueii pacemorpeHo:

105 npemnoxeHu#t O BKIIOYEHHH B TEpeYeHb CIIMPTOCOMAEPIKALIIX
MEIMLMHCKUX U3ETui, Ha NeSTeIbHOCTh O MPOM3BOACTBY, U3TOTOBJICHUIO U (MIIH)
000pOTYy KOTOPBIX He pacmpocTpansercs neiictBue PenepanbHoro 3zakona «O
rOCyIapCTBEHHOM pEeryJIMpPOBaHUM MPOM3BOJACTBA M 000pOTa 3TUIIOBOIO CIIHPTA,



aJKOTOJIBHOM M CIHUPTOCOJepkalleil MpOayKLUMH U 00 OrpaHWYEHHH NOTpeOJIeHUs
(pactiuThsA) alKOTOJIBHOM MNpOAYKUHW», (manee — Ilepedenp) 113 MeguImHCKUX
W3,

II. O HoOpMATHBHO-PABOBBLIX aKTaX, peryJupylIHux obpanieHHe
CIIHPTOCOAEPKAMMAX MEeTHIHHCKAX H3/1eJTHi

[Mpunsate k cBemenuio MHeHHe wieHa Kowmmccun J1.B. byTioruna
(otBercTBenHbIl cekperaps Komuccuu PCIIII o papMarieBTHIecKON ¥ METUIMHCKON
IIPOMBIIIVIEHHOCTH) O HEOOXOAMMOCTH BHECEHHS W3MEHEHUU B oOlpeneneHue
«CIUPTOCOAEPKAIME MEOULIMHCKHE H3OeNus», coaepxkaiueecs B DenepamsHOM
3akoHe or 22.11.1995 Ne171-®3 «O rocyJapCTBEHHOM pPETyJIMpPOBAaHUMU
MTPOU3BOJACTBA U 000pOTa ATHIIOBOTO CITUPTA, ATKOTOJIBHOW M CIIMPTOCOJEpIKaIeit
NPOLYKIHMH 1 00 orpaHuueHHH NOoTpebaeHns (PacUTHs) ATKOTOJIBHON MPOIYKITUI,
C LENBI0 €ro paclpoCTpaHCHUs HA BCE MEOULMHCKHUE W3AENMs, COJepiKallue
(hapManeBTUYECKYI0 CYOCTaHIMIO CIIAPTA 3TUIOBOTO (3TAHOJ) WM STHUJIOBBIM CIHPT,
BHE 3aBUCHUMOCTH OT (DOPMBI BRIy CKa.

III. O6 urorax 3acenanusa Komuccun
IIo wmroram 3acenanus Kommuccueldi NpPHHATO eIHHOIVIACHOE pelleHHE O
HHKEC/IeAYIOLIEM:
1. VnpaBineHuto opraHu3alii TOCYIapCTBEHHOTO KOHTPOJII M PETHUCTPAIUH
MEeIUIMHCKUX u3nenui Poc3apaBranzopa:
1.1. moamroroBuTh mpoekT akta IIpaBurenscTBa Poccuiickoii @enepariuu
06 yrBepxnennu [lepeuns, cogepxkaiiero uHdopmanuo o 41 (copoka
OJHOM) MEIMLIMHCKOM W3IeNnH, ykazaHHoM B [Ipmmoxenuu Ne 1 k
HAaCTOsAIIEMY IIPOTOKOIY, B cpok 10 14.08.2020;
1.2. npencrasute B Komuccmoo wuabOpMaImio o Qopme BBIIyCKa
8 (BOCBMM) MEIUIMHCKHUX H3JCNHH, NPEeNIOKEHHS I10 KOTOPBIM
paccMaTpuBaIMCh Ha 3acedaHud KoMuccuu, HO HE MPHHATO
OKOHYATEJIFHOIO PEIIEHHs O BKIIOYEHUH UX B mpoekT [lepeuns, Ha
OCHOBaHUM  HH(OpPMAIMH,  COIEpKamiedcs B  KOMIUIEKTE
PErUCTPAlHOHHON TOKyMEHTaluu, B cpok 110 17.08.2020;
1.3. mo 65 (wecrunecsaTd IATH) MEIMIMHCKUM H3IETHSIM HalpaBUTh
3asABHUTEIISIM 3alIpOCBl 00 YTOYHEHUH WH(DOPMAIMH, [IPEACTABICHHOMH
B [IDSUVIOKCHUH, B CBI3H C HECOOTBETCTBHEM CBENEHHUSM,
COMEPKAIIUMCS B KOMIUIEKTE DETHCTPALMOHHON MOKyMEHTAIH, B
cpok go 13.08.2020;
1.4.  wmHpopManuIo 0 MpoBeNeHHOM 3acenanuu KoMHCCHY M IIPHHATHIX Ha
HEM pelieHusx, npoeKT Ilepeuns HanpaBuTh B YIpaBiieHHE AelaMu
PocanpaBHanzopa ¢ menpio pasMelneHds Ha OQGUIHATLHOM caiiTe



DenepanpHOl CIy)0BI O HaA30py B cdepe 3ApaBOOXpaHEHHs B
WH()OPMALIOHHO-TEIEKOMMYHUKAIIMOHHOU ceT «HTepHET» B CPOK
10 25.08.2020;

1.5. noaroTroBieHHBIM IO pe3yjbTaTaM 3acelaHMsi KOMHCCHH IIPOEKT
[Tepeuns HanpaBuTh B MuHHCTEpCTBO 31paBooxpaneHus Poccuiickoit
®enepamnuu B cpok 1o 17.08.2020;

1.6. 0GOPMHUTE 3aKITIOYEHHS O COOTBETCTBUH (HECOOTBETCTBHUI) CBEICHHIM
B IPE/ICTaBJICHHBIX 3asBUTEJIEM MPEIJI0KEHUH U NIpUJIaraeMbIX K HeMy
JNOKyMEHTax CBEIEHUSM, COAEPKAIIMMCS B PETUCTPAIMOHHOM J10ChE
Ha MeAULMHCKOE u3aenue U [ 0cy 1apCTBEHHOM peecTpe MEAULMHCKUX
U3JeNUi ¥ OpraHu3anuil (MHOIUBUIAYAJIBHBIX MpeAlpUHUAMATENEH),
OCYILECTBIISIFOIIMX MPOU3BOACTBO U H3TOTOBIICHHE MEIUIMHCKHUX
W3JIENUH, B OTHOILIICHUU TIPEJIONKECHUN, YKa3aHHBIX B ITOANYHKTax 1.2
¥ 1.3 Hacrosimero npoTokoia, ¥ HanpaBuTh B KoMuccuio B Cpok A0
28.09.2020;

2. mpoBecTH cienyrollee 3aceqanue Komuccuu no pacCMOTPEHHUIO YTOYHEHHOM
UHpOpMaIMy, TpeACTaBIeHHON Poc3apaBHAI30pOM B COOTBETCTBHH C
noamynkramu 1.2 u 1.3 Hacrosimero mpoToKoja, C IENBI0 BO3MOXXHOCTH
JOTIOTHEHUS IPOEKTa ITepeuns HOBBIMH HanMEHOBAHUAMHU
CIIUPTOCOEPKAIUX MEIUIIMHCKUX H3aenuid, He mo3auaee 05.10.2020.

IIpunoxenue:

1. mpoekt ITepeuns CIMPTOCOAEPKAIIHUX MEIULUHCKUX U3JIeNHi,
Ha JESTENbHOCTD 110 IIPOM3BOICTBY, U3rOTOBIEHHUIO U (UIIH) 000POTY KOTOPHIX
He pacrpocrpansercs Aeicteue PenepanbHOro 3akoHa «O ToCyIapCTBEHHOM
pETYIUPOBAaHWK IIPOM3BOACTBA U 000pOTa STHIIOBOTO CIIMPTA, AJKOIOJBHOM
U CIIUPTOCOAEPIKAILEH IIPOIY KUK U 00 OrpaHUYEHUH TOTpeOIIeHUs (PacTUTHS)
AJIKOTOJIBHOU POy KLU,

2. NOIANMMCH YJIEHOB KOMMCCHH.

IIpencenarens Komuccuu E.M. AcraneHko

Cexperapp KomMuccuu N.A.T'ycpkoBa




Ipunoxenue Ne 1

K npoTokomny 4/~ 34 g 52;%}%

I[MPOEKT

INEPEYEHD

CIHPTOCOACPKAUX MEAUITHHCKHX nszxe.nnii, HA J€ATCJABHOCTD

10 NPOU3BOACTBY, H3rOTOBJIEHUIO H (MJ1H) 000POTY KOTOPBIX

He pacnpocTpaHsieTcs JeiicTBHe PegepabHoro 3akona «0 rocy1apcTBeHHOM

peryJIHpoBaHHH MPOU3BOACTBA H 060POTA 3THJIOBOTO CIHPTA, ATKOI0JIbHOH

aJIKOT0JIbHOH NPOXYKIIHK)

H CIHPTOCo/Aep:Kanied NpoAYKIHH H 00 OrpaHHYeHHH NOTpeb/eHus (PACUTHS)

Howmep
Ne | PCrHCTPALHOHHOTO HauMeHoBaHHe MEOMLIMHCKOTO HU3MIESHS C Ipowssonures
[U@ | YAocToBepeHus Ha apHAHTA HCTIOMHEHNA (MOCITH) (M3roToBUTEND)
METULIHHCKOE YKa3aHueM BapHa ol A MEIHIMHCKOTO H3eHs
H3eTHe
1 oC3 PearenTs! 1y1s1 OKpacky Ma3KOB U3 KIIMHHYECKU "6uoMepre C.A.", ®panuus
2011/10311 or: HCCIIEyeMOro MaTtepralia, BapuaHT HCTIOTHEHHU
02.08.2011 Color Gram 2, R4 - Cadpanun kpacutenb.
2 ®C3 PearenTs! 11 OKpacky Ma3koB U3 KIIMHUYECKU "ounoMepbe C.A.", OpaHuus
2011/10311 or: KCCIIelyeMOrO MaTepyala, BApUaHT UCTIOJIHEHUS
02.08.2011 Color Gram 2, R1 - Kpucraninyeckuii
(hHOTETOBBIN KpacuTesb.
3 P3H 2015/3503 ot: | Kommnnekr pearentos juis skcrpakuunu JTHK u3 OBbYH LIHMH1
27.03.2019 6uonoruueckoro Mareprana "AMminCenc® JHK- ONUIeMHOIOTHH
cop6-1" o TY 9398-233-01897593-2015, Bapuanr | PocnorpebHanzopa, Poccus
ucnonxenus Qopma 1
4 P3H 2016/4228 ot: | HaGop peareHTOB [uis AMATHOCTHKH in Vitro ®BYH LIHNHA
17.04.2019 AmminCenc® HBV-Resist-Seq no TY 9398-222- OnuaeMHOIOTHH
01897593-2014, papuant ucnonnenus ®opma 1 Pocnorpebnansopa, Poccus
5 P3H 2016/3920 or: | KowmrutekT pearentos mis sxkcrpakuuu JJHK u3 &®bYH HHHMHA
18.04.2019 Huonoruyeckoro Mareprana "AmMminCenc® ONHIeMHOIOTHH
MATI'HO-cop6-YPO" no TV 9398-218-01897593- Pocnorpe6Hansopa, Poccus
2015, BapuanT ucnonuenus Popma 1
6 @CP Kommnexr pearentos mig Beinenenns PHK/JTHK u3 ®BbVYH HHUM
2010/07265 or: KuHu4eckoro Matepuana "MAIHO-cop6" no TV OnuneMHONOr |
09.04.2019 9398-106-01897593-2012, BapHaHT KCIOJIHEHHUS Pocnorpebuanzopa, Poccus
®opmMma 2
7 ®OCP Kommnexr pearentos nns seinenenus PHK/JJHK u3 ®bYH ITHMA
2010/07265 ot: KuHrYeckoro Matepuana "MAI'HO-cop6" no TY Onuaemmonoruu
09.04.2019 9398-106-01897593-2012, BapuaHT UCTIOIHEHHUS Pocnorpebnanzopa, Poccus
®opma 1




OCP

2009/06189 ot:

25.02.2019

HaGop pearenToB nns swisieineHns amenu 5701
JIoKyca B rnaBHOro xoMImekca
FHCTOCOBMECTHMOCTH YesoBeka (HLA B*5701) B
KJIMHHYECKOM Marepualie METOAOM ITOJIMMEPa3HOH
uenHoi peakuyu (ITLP) ¢ raGpuausanuoHHo-
(hiryopeclieHTHOH eTeKLUEH B pexkuMe "peanpbHOro
BpemeHn" "AMmnCenc® I'enockpun HLA
B*5701-FL" mo TY 9398-099-01897593-2009,
BapuaHT ucnioaHeHus @opma 1

®BYH [THUU

ONHAEMUONOTHH
Pocnorpe6uanzopa, Poccus

OCP

2009/06187 or:

26.02.2019

Habop peareHTOB AJist O7IHOBPEMEHHOIO BBISIBIICHHS
PHK Bupyca renatura C (HCV), IHK Bupyca
renatuta B (HBV) u PHK Bupyca
umMMyHoaeduuTa yenoseka (HIV) B kiuHHIecKOM
MatepHase METOAOM NOJUMEPa3HOW LeTHOM
peakuuu (ITHP) ¢ rubpunuzaumonHo-
¢dnyopecuenTHo# nerexuued « AMImIHCeHc®
HCV/HBV/HIV-FL» no TY 9398-069-01897593-
2012, apuanT ucnonsenus Gopma 3

®bVH IIHMMU
OnuaeMHOJIOTHH
Pocniorpebuanzopa, Poccust

10

OCP

2007/00183 or:

04.03.2019

Kommnexr pearedtos mis seiaenenus JHK u3
xiuaMyeckoro mMarepuana "JHK-cop6-AM" no TV
9398-036-01897593-2009, BapuaHT HCIIOTHEHUS
Dopma 2

OBbYH ITHMHU

ONuIeMHOIOTHH
Pocnorpebuanzopa, Poccus

11

@oCP

2007/00579 or:

27.02.2019

Habop peareHTOB 1151 BBISBIEHUS H
KonuuecTBeHHoro onpeaencuus MPHK xumepHoro
reHa ber-abl (Bapuant M-ber) u MPHK rena abl B
KJIMHUYECKOM Matepualie METOAOM MMOJMMEPAa3HOH
uenHo# peakuuu (I1LP) ¢ rubpuausaipoHHo-
(ryopecLieHTHOMH feTek#el B peskuMe "peasbHOro
BpemeHu" "AMmunCenc® Jleitkoz Keaut M-ber-
FRT" no TV 9398-033-01897593-2007, Bapuaut
ucnonnenus opma 1

ObYH HHUH
OIUAeMHOJIOT MU
Pocnotpebnanzopa, Poccust

12

oCP

2009/05365 or:

22.03.2019

Habop pearenros mns onpenenenns pPHK
Chlamydia trachomatis B KTHHHYECKOM MaTepuale
C MOMOLLBIO PEAKIIMH TPAHCKPHITLIHOHHOM
amnupukauun (HACBA) B peskimMe «peatbHOro
BpEMEHM» [T AMarHOCTHKM in Vitro
«AMmmuCenc® Chlamydia trachomatis-
PUBOTECT» no TV 9398-016-01897593-2009,
BapuaHT ucnonHeHus Gopma 1

®bYH LITHUU
SNUAEMHOJIOTHH
Pocnorpebnanzopa, Poccus

13

OCP

2009/06301 or:

27.03.2019

Habop pearenToB mis onpeaenenus pPHK
Neisseria gonorrhoeae B KIMHHYECKOM MaTepHUarie ¢
MOMOLIBIO PEAKLIMH TPAHCKPHITIHOHHOM
ammnukau (HACBA) B peskiMe «peaibHOro
BPEMEHU» JUIsl JUArHOCTHKH in vitro
"AmmuCenc® Neisseria gonorrhoeae-
PUBOTECT" no TV 9398-017-01897593-2009,
BapuaHT ucnoHerns Popma 1

®BbVYH [ITHHH
ONUIEeMHOIOTHHA
PocnorpebHan3opa, Poccus

14

OCP

2008/02414 or:

27.02.2019

Habop peareHTOB 115t onpesiesieHys TponM3Ma 1
BBISBJICHHS MYTallMi YCTOMYHBOCTH BUpYCa
ummyHozaeduuTa yenoseka (BUU-1) k
aHTUPETPOBUPYCHBIM MpernaparamM B KITMHHYECKOM
MaTepualie METOOM MOJIMMepa3sHOH HenHoH
peaxumu (ITLP) ¢ mocnenyromum
CEKBEHHPOBaHHEM NPOAYKTOB aMITHPUKALKH
"AmminCenc® HIV-Resist-Seq" no TV 9398-013-
01897593-2011, Bapuant ucnonnenus dopma 5

OBYH LIHUM

ONUIeMHOIOT M
Pocniorpebnanzopa, Pocens




15 OCP HaGop peareHTOB [j1s ONIpEAEIEHUA TPOIIHU3MA U ObYH [THUH
2008/02414 or: BBISABJICHUS MYTalliii yCTOHYMBOCTH BUpYyCa ONUAEMHOIIOrMH
27.02.2019 ummyHopeduura yenoseka (BHY-1) k Pocnorpebnansopa, Poccus
aHTHPETPOBUPYCHBIM MpenapaTaM B KJIMHHYECKOM
MaTepuae METOOM MOJIMMEPa3HON LENHON
peaxiu (ITLP) ¢ nocienyomum
CEKBEHUPOBAHUEM MPOAYKTOB aMILTUPUKALIMH
"AmmnuCenc® HIV-Resist-Seq" no TY 9398-013-
01897593-2011, Bapuant ucnonHenust Gopma 1
16 OCP Habop peareHTOB 151 KOJIUYECTBEHHOIO ®bVYH HHHUU
2008/02552 or: onpenenenus PHK Bupyca ummyHoneduumra ONuIeMHOIOTH
26.02.2019 yesoBeka Tuna 1 (BHY-1) B knMHAYECKOM Pocnorpebuanzopa, Poccus
MaTepHasie METOJIOM NMOJIMMEPa3HOH LEeTHOH
peakiuu (ITL{P) ¢ rubpunnzaimoHHo-
dnyopecuentHoit aerexkuueii "AminCenc® BHUU-
Mownutop-FRT" no TY 9398-008-01897593-2012,
papuaHT ucnosHeHus Popma 4
17 OCP HaGop peareHToB /1 KOJIMYECTBEHHOTO ObYH ITHMA
2008/02552 or: onpenesnenns PHK Bupyca ummyHoneduuura ONuAEeMUOIOTHI
26.02.2019 yenoseka turna 1 (BUY-1) B xiinHHYECKOM PocnorpebHansopa, Poccus
MaTepuajie MeTOJOM MOJMMEpa3HOH LenHOH
peaxuuu (ITL{P) ¢ rubpuamnzaymmoHHO-
dayopecuentHo# aerexuuei "AMmmCenc® BHUY-
Mourutop-FRT" no TY 9398-008-01897593-2012,
BapHaHT ucronHeHust Popma 1
18 ®CP Kommutext pearentos s Boiaenenns PHK/JJHK u3 ®BbYH ITHUN
2008/03993 or: KkuHH4eckoro marepuana "PHBO-cop6” no TY ONUAEeMHOIOTHI
22.02.2019 9398-004-01897593-2008, BapHaHT UCMOJTHEHHUS Pocnorpe6Hansopa, Poccus
®opma 2
19 OCP Kowmmnnekr pearentor 1ng sigenenus PHK/THK u3 ®BbYH IIH1H
2008/03993 or: KnHKYeckoro Marepuana "PUBO-cop6" no TY OnuUaeMHOIOTUU
22.02.2019 9398-004-01897593-2008, BapraHT UCMONHEHUS PocnoTtpebHanzopa, Poccus
®opma 1
20 OCP Habop peareHTOB 11 BBISBIECHUS 1 AO "Bekropbect", Poccus
2012/14099 or: konuuecTBeHHOro onpeaeaeHus PHK Bupyca
17.03.2017 ummyHoaedunmTa yenoseka metogom OT-TILP B
pexknme peanbHoro Bpemenu (Peasbect PHK BUY
konu4ecTBeHHbIN) o TY 9398-360-23548172-
2012
21 OCP Habop pearentor ans eiasnenus JJHK pupyca AO "Bexropbect”, Poccus
2012/14103 or: renatura B metonoM nonuMepasHoi LenmHOH
23.03.2017 peaxnuu B pexuMe peanbHoro Bpemenu (Peanbect
JHK BI'B) no TV 9398-361-23548172-2012
22 | P3H 2014/1423 ot: | Habop peareHTOB AJ1s BbIACIEHHSA HYKIEHHOBBIX AO "Bekropbect", Poccus
25.03.2017 KUCJIOT U3 KIIMHAYeckux o0pa3uoB (Peanbecr
axctpakiys 100) mo TY 9398-464-23548172-2013
23 | P3H2017/5872 ot: | HaGop pearenTos mis seigenenus JJHK u3 AO "Bexropbect", Poccus
26.06.2017 KJIMHHYECKHX 00pa3uos (Jluzupyroiuii pacteop)
no TY 9398-551-23548172-2016
24 P3H 2017/5985 ot: | HaGop peareHToB /Ul aBTOMaTHYECKOTO AO "Bexropbect", Poccus
19.07.2017 BBIIEJICHHUS HYKJICHHOBBIX KMCJIOT U3 KIMHHYECKUX
obpasnos (Peanbect YHuMar) o TY 9398-545-
23548172-2016
25 OCP Habop peareHTOB /1715 BbIAEIEHHS HYKIIEMHOBBIX AOQO "Bexkropbect", Poccus
2010/06867 or: KHCJIOT U3 CHIBOPOTKH (Ma3Mei) kpoeu (Peanbect
03.04.2017 skcrpakuus 1000) no TY 9398-210-23548172-

2009




26 OCP Ha6op pearentor 114 Beisisnenus PHK supyca AO "Bexropbect", Poccus
2012/14098 or: ummyHoaeduuura yenorexa metonom OT-IIIIP B
17.03.2017 pexxume peansroro Bpemeny (Peanbect PHK BUY)
mo TV 9398-359-23548172-2012
27 OCP HaGop pearentos qns Beisasnenus PHK pupyca AO "Bekropbeet”, Poccus
2012/14101 or: renatuta C metogom OT-ITLP B pexxume
20.03.2017 peansuoro Bpemenu (Peanbect PHK BI'C) mo TY
9398-356-23548172-2012
28 OCP HaGop peareHToB ans BBIABICHUA U AO "Bexkrtopbect", Poccns
2012/14102 ot: kojuuectTBenHoro onpeneneHus PHK Bupyca
21.03.2017 renarura C merogom OT-TILP B pexxume
peanbroro BpemeHu (Peanbect PHK BI'C
KoJimuecTBeHHbIN) o TY 9398-355-23548172-
2012
29 | P3H2017/6191 ot: | HaGop peareHTOB 4715 BBISABICHHS NPOBHPYCHO AO "Bekropbect", Poccus
04.09.2017 JHK Bupyca ummynozaeduumta yenoseka (BHUU-1)
METOOM IOJIMMEPa3HOH LeNHOH Peakiyy B
pexxnme peanbHoro Bpemenu (Peanbect IHK
BHY) no TY 9398-535-23548172-2016
30 OCP Hab6op pearentos nns Beinenenns JHK u3 AO "Bexktopbect”, Poccus
2012/13148 ot: KJIMHU4ecKrX oOpasloB (Peanbect IHK-
18.05.2017 axcrpakums 2) mo TY 9398-279-23548172-2011
31 OCP HabGop pearenTos 1715 BbIsSBICHHSI U AO "Bexropbect", Poccus
2012/14104 ot: KonmuecTBeHHoro omnpeneneHus JHK Bupyca
25.03.2017 renaruta B metogom nonumepasHoi nenHoi
peakiyy B pexxuMe peanbpHoro spemenu (Peanbect
JHK BI'B konuuectBennsiit) mo TY 9398-362-
23548172-2012
32 | P3H 2013/1276 ot: | Habop pearenrtoB s Bbinenenus [JHK u3 AO "Bextopbect", Poccus
29.03.2017 KIuHM4ecKuX o0pasuos (Peanbect THK-
skctpakuys 1) mo TY 9398-411-23548172-2013
33 | P3H 2017/5873 ot: | HaGop pearentoB ans Bpigenenus JJHK u3 AO "Bekropbect", Poccus
26.06.2017 KIMHAYecKnX oopasuos (Peanbect JHK-
skcTpakuus 3) o TY 9398-590-23548172-2016
34 | P3H2017/6051 ot: | HaGop pearenToB mis Beissienus JJHK AO "Bexkropbect", Poccus
04.08.2017 MUKOOaKTepui TyOEepKYIE3HOrO KOMILTEKCA
METOAOM MOJTMMEPA3HOMN LIEITHON peaKluy B
pexume peanbHoro Bpemenu (Peanbect JTHK
MBTC) no TY 9398-549-23548172-2016
35 OCP Habop pearenTos st okpacku no ['pamy 00O "Hayuno-
2009/04160 or: «JImaxum-Habop nns okpacku no I'pamy» o TY IPOU3BOACTBEHHAS GHpMa
11.01.2016 9398-019-27428909-2008 "ABPHC+", Poccus
36 P3H 2018/7102 ot: | Habop peareHTOB 1151 OKpaCKHM FHHEKOIOTHYECKHX 00O MIJIT, Poccus
22.06.2020 mazkoB o [lananuxonay "MIIT-ITATI-JIJHO®" no
TV 21.20.23-001-23475651-2017, BapuanT
ucnonHeHus Kommnekranus 1
37 @©CP 2011/10540 | KoMmieKT peareHTOB 11 OKpacKu 00O "HHULI®", Poccus
ot 25.05.2020 MHKpOOpranu3Mos no merony Liuis-Hunbcena
(Muxpo-LTWJIb-HUJIIbCEH-HULI®) o TY-9398-
003-39484474-2002
38 OCP Kowmmiekr pearentoB 11 okpacku 3A0 "HHULI®", Poccus
2011/10541 or: MUKpOOpranu3mMos no meroay I'pama (Muxpo-
20.04.2011 'PAM-HULI®) no TY 9398-002-39484474-2002
39 @OCP KommuiekT peareHToB miis okpacku 3A0 "HULI®", Poccus
2011/10542 or: MHKpOOpPraHu3moB 1o metony Heficcepa (Muxpo-
15.11.2016 HEHCCEP-HULI®) o TY 9398-004-39484474-

2002




40 | P3H 2013/1134 ot: | Habop peareHTOB 17151 ONIPEeACICHUS 3A0 "HUL®", Poccus
11.10.2016 GakTepHaIbHOMN NeKkapOOKCHIa3HOH aKTUBHOCTH 110
TV 9398-011-39484474-2012, BapuanTs!
ucnonnenus "Mukpo-API'MHUH-HULID",
"Muxkpo-JIM3UH-HUL®", "Mukpo-OPHUTHH-
HULID"
41 P3H HaGop pearentos ans eeiaencuus PHK Bupyca 000 "3BOTAK-MHUPAH
2020/10087 ot SARS-CoV-2 u3 6HOIOrH4YeCKOro MaTepHaia B IFEHOMMKC", Poccus
19.06.2020 BapyaHTax ucmojaHeHus mo TY 21.10.60-002-

06931260-2020, papuant ucnonanenus I - 24
onpeneneHus, BapuadT ucnoyinenus Il - 96
OTpeieIeHuH
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