Y ®ENEPA.\bHAS CNYXEBA MO HAA3OPY B COEPE 3[IPABOOXPAHEHMS
(POC3PABHA/3OP)

PETMCTPALNOHHOE YAOCTOBEPEHUE

HA MEAVLMHCKOE U3AENUE
oT 06 gekabpsa 2023 roga Ne P3H 2023/21640

Ha meguunHcKoe nsgenune
Habop peareHTOB "JKCNpecc-TeCT 4/19 KAYeCTBEHHOI0 ONpefeneHns aHTUTeN K
T, pallidum B cbIBOPOTKeE, NNa3Me 1 LEeNbHOW KPOBM Ye/ioBeKa METOL0M
NMMyHOXpoMaTorpadguyeckoro aHanmsa "PAMUA-Cugpunnc-AT-UXA™" ana
ANarHocTMKK in vitro no TY 21.20.23-018-44090553-2023"

HacTosiLee perncTpalMoHHoe yA0CTOBEpPeHMeE BbIJaHO
OO6LLEeCTBO C OrpaHMYeHHON 0TBeTCTBEHHOCTLIO "JTAU® ANATHOCTUKC"

(000 "NAVN® ANATHOCTWKC"), Poccus,
121205, MockBa, BH.Tep.r. MyHuumMnanbHblii OKpYr MoXKaiCcKuid,
Tep. IHHoBaumoHHoOro ueHTpa Ckonkoso, yn. Hobens, 4, 5, nom. 1, kom. 1, P.M. 12

[MpounssoauTens
OO6LWecTBO C OrpaHNYeHHOM 0TBETCTBEHHOCTLIO "PAMNA BNO"

(OO0 "PAMKNA BNO™), Poccus,
670017, Pecnybnuka bypsatus, r. YnaH-Y a3, yn. Ceepanosa, 4. 13a, ojuc 4

MecTo npon3BoACTBa MEAULMHCKOrO N3aenuns
OO0 "PAMKNA BNO", Poccua, 121205, MockBa,
Tep. CKO/IKOBO MHHOBALMOHHOIO LieHTpa, bonbwoli 6-p, 4. 42, cTtp. 1, nom. 179,180

Homep peructpaunoHHoro gocbe Ne P1-58426/81039 ot 13.10.2023
Knacc noTeHUmanbHOro pucka npyMeHeHns MeuUmnHCKOro n3genmus 26

Kog O6Lepoccrinckoro knaccugmkaropa npogyKLummn rno BuaaM 3KOHOMUYECKOM
JeatenbHocTn 21.20.23.110

[ HacTosiee pervcTpaLoHHOe YA0CTOBEPEHNE UMEET NPUIO™Kexaa»1%4 nuctax

npukasom Poc3apasHaa3opa oT 06 gekabps 2023 rog”-na 8875
AONYLLIEHO K 06palleHnto Ha TeppuTopumn Poccuiickoin_ deaep£NesCH

Z  PykosoguTens deaepanbHoli Cyxobl
Mo HazA30py B cepe 34paBOOXPaHEHNS \ - f. '"WBTPTC 'A®. CamoiifnioBa
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3NEKTPOHHAS KONHA 0POPMAEHA LIEHTPOM HCMIbITAHIA/ W PETMCTPALIMI MERHLMHCKUX H3ENHI
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thenepay\bHan cnyx6a no Hagsopy B chepe 34paBoOOXpaHeHUs

(POC3PABHA/3OP)

MPUNJTOXEHWE

K PETUCTPAUNOHHOMY YAOCTOBEPEHUIO
HA MEANUVNHCKOE USAEJTNE

oT 06 gekabpsa 2023 roga Ne P3H 2023/21640
Jlnct 1

Ha meauumHcKoe nsgenve

Habop peareHTOB ”3KCMPECC-TECT /11 KAYECTBEHHOIO OMNpesesieHNs aHTUTEN K

I". pallidum B cbIBOPOTKE, NMsasme 1 LiEIbHOW KPOBW YenioBeKa MeTOA0M
NMMyHoxpomaTtorpagpuueckoro aHanmsa "TAMNNA-Cupunnc-AT-UXA” ans
AMarHocTmku in vitro no TY 21.20.23-018-44090553-2023"", BapuaHTbl UCMNOJTHEHNSA:
KomnnekTt Ne I:

1 TecT-KapTpnmk ans onpegeneHmsa aHtuten K T. pallidum -1 wr.

2. MnactnkoBas Npobupka ¢ HacafLKo-KanenbHuLen ¢ 6ythepHbiM pactBopom (0,15 mn) - 1
LT,

3. MuneTka ogHopa3oBas (MN3aenus ana nabopaTtopHbIX UCCeA0BaHWUIA U3 NONMMEPHbIX
marepuanos, nponssoauTenb "HuHbo Mputmes Megnkan VHcTpymenTe Ko., N114.", KnuTai,
PYNe ®C3 2012/11857) - 1 wr.

4. CkapudmkaTop ofHopa3oBblIi (JlaHueTb! (CkapudmkaTopbl) Acti-lance, Prolance
O[IHOKpaTHOro npumMmeHeHus, nponssogutens "XT JlaHueTt Cn. 3 0.0.", MNonbLa, PY Ne ®C3
2009/04308) - 1wr.

5. CanteTka aHTucenTnueckas (CanteTkn aHTUCENTUYECKME U3 BYMaXKHOTO
TeKCTUNenofo6HOro matepmana crepunbHble «M.K.AcenTuka» cnuptoBble (70 % 3TUNOBBIIA
cnupT) no TY 9393-001-51276525-00, nponssoantens OO0 "M.K. Acentuka", Poccus, PY
Xo ®CP 2009/05438) - 1 .

6. IHCTPYKUMSA MO NPUMEHEHMIO - 11T,

KomMnnekT X« 2.

1 TecT-KapTpumpk ana onpegenenms aHtuten K T. pallidum -1 wr.

2. MnacTmkoBas NpobmpkKa ¢ HacaAKoi-KanenbHULe ¢ 6ydepHbiM pacteopom (0,15 mn) -1
LT,

3. MuneTtka ogHopasoBas (3aenuna ana nabopaTopHbIX UCCNeA0BaHWIA U3 MOIMMEPHbIX
maTepuanos, nponssoanTens "HuH6o Mputmen Meankan MHcTpymeHTe Ko., N1T4.", Kntai,
PY Xo ®C3 2012/11857)- 1wr.

4. Ckapudukatop ofHopa3oBblil (NHCTPYMEHTbI MeAULMHCKME KOMIOLLME: CKapudmKkaTop,
npomnssoanTent "AHueHr Xymnaa Meankn MHcTpymenTe Ko., /1Ta.", Kutain, PY Xo ®C3
2011/09783)- 1wr.

5. CangpeTka aHTUcenTUYecKaa (CandeTkn aHTUCENTUYECKME U3 BYMAXKHOTO
TEKCTMNeNoA06HOro matepmana ctepunbHble «M.K.Acentuka>>":nupTtoBble (70 % 3TUNOBbLIN ,
cnupT) no TY 9393-001-51276525-00, npoussogunTens.O6 "M3C enTtuka", Poccus, PY
Xo ®CP 2009/05438) - 1 . ~f

6. VIHCTpyKLMA N0 NPUMEHEHMIO -1 .

KomnnekT Xo 3:

PykoBoanTens deaepanbHON Cryxobl
Mo HaA30py B Chepe 34paBoOXpPaHeHMS A.B. Cawmoiinosa

0131539
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V/ -
i ®PJTHPAMNBbHAA CNYXBA MO HAA3OPY B COEPE 34PABOOXPAHEHWA
i - (POC3APABHAZ3OP)
\ NPUNOXEHWE
i, K PETMCTPALIIOHHOMY YAOCTOBEPEHUIO
"y HA MEAVUWHCKOEN3AENNE

o7 06 gekabpsa 2023 roga  Ne P3H 2023/21640

ﬁ Nuet 2
1 TecT-KapTpuaK ansa onpegeneHuns aHtuten K I pallidum - 10 wr.

2. ®nakoH-KanenbHULA ¢ 6ydepHbImM pacTtBopom (2,0 M) -1 .
3. MuneTka ofHopa3oBas (M3genus ansa nabopaTopHbIX UCCNefoBaHWn U3 MOIMMEPHbIX

vis matepuanos, npounssoguTens "HuH60 Mputmes Meankan MHcTpymeHTe Ko., /1Ta.", Knutai,
PY Ne ®C3 2012/11857) - 10 wr.
4. CkapumkaTop ogHopasoBsblin (JTaHueTbl (CKapudukatopbl) Acti-lance, Prolance .
OAHOKpaTHOro npumeHeHusa, npounssoantens "XT JlaHueT Cn. 3 0.0.", MNMonbwa, PY Ne ®C3
2009/04308) - 10 wr.

"\ 5. CandeTka aHTUCeNTUYecKan (CaneTkm aHTUCENTUYECKME N3 BYMaXKHOr0
TeKCTUNEenoAo6HoOro matepumana crepunbHble «M.K.Acentuka» cnupTtosble (70 % 3TUNOBBIN
cnupt) no TY 9393-001- 51276525-00, nponssoautens OO0 "M.K. AcenTtuka", Poccus, PY
Ne ®CP 2009/05438) - 10 .

6. IHCTPYKUMA NO NPUMEHEHWIO -1 L.
KomnnekT Ne 4;
1 TecT-KapTpuoK 4NA onpefeneHna aHTuTen K T. -10 wr.
2. ®nakoH-KanenbHUUA ¢ 6yepHbIM pacTBopoM (2,0 mn) - 1 wr.
3. MuneTka ogHopa3osasn (M3genvs ans nabopaTopHbIX UCCNeA0BaHWIA U3 MOIMMEPHbIX
maTepuanos, nponssoguTens "HuH6o Mputmes Megukan NHctpymerTe Ko., /1T4."," Kutai,
PY Xo ®C3 2012/11857) - 10 wr.

. 4. CKapudurkatop ogHopas3oBblii (MIHCTPYMEHTbI MeAULMUHCKIME KOJHOLLME: CKapU(nKaTop,:

k npomnssoanTens "AHueHr Xynaa Meankn MHcTpymeHTe Ko., Ita.", Kutaid, PY Xs ®C3
2011/09783)- 10 wr.
5. Candpetka aHTMcenTnyeckas (CandeTkn aHTUCENTUYECKME N3 BYMaXKHOTO
TekcTunenofobHoro matepuana ctepunbHble «M.K.AcenTtunka» cnupTosble (70 % 3TUNOBBI
cnupT) no TY 9393-001-51276525-00, nponssogutesis OO0 "M.K. AcenTnka"”, Poccus, PY
Xo ®CP 2009/05438) - 10 .
6. VIHCTPYKLMA NO NPUMEHEHUIO -1 LUT.
Komnnekt X0 5; -
1 TecT-KapTpux Ana onpegeneHusa aHtuTen K I. - 25 wr.
2. ®dnakoH-KanenbHMUa ¢ 6ythepHbiM pacTsopom (4,0 mn) - 1 Lwr.
3. MuneTka ogHopasosas (M3genus ana nabopaTtopHbIX UCCNef0BaHNA U3 NONMMEPHbIX .
maTepuanos, npomssoanTens "HuH6o Mputmes Meankan MHctp”eHdTc Ko., N1Ta.", Kutai,,
PY Xo ®C3 2012/11857) - 25 wr.
4. CKaputmkartop ogHopasoBblii (JlaHueTbl (ckapudu”topsl) Acti-JAProlance
O[HOKpaTHOro npumMeHeHus, npounssogutens “XT J1Muef' CftMo.oJm M up%”™  PY Xo ®C3
2009/04308) - 25 wr. A
PykoBoguTenb PefepanbHOi cnyxobl .

S Mo HaA30py B Cthepe 34paBoOOXpaHeH S CamorinoBa
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denepay\bHas cnyx6a No Hapg3opy B chepe 3gpaBooXpaHeHUs

(POC3APABHA3OP)

MPUJTOXEHWE

K PETUCTPALMOHHOMY YAOCTOBEPEHUIO
HA MEAVLMHCKOE U3AENVE

oT 06 gekabpsa 2023 roga  Ne P3H 2023/21640
r Nnet 3

5. CanteTka aHTUcenTUyeckas (CaneTkn aHTUCENTUYECKME U3 BYMaXKHOIO
TeKCTMNenofo6Horo matepuana ctepunbHble «M.K.Acentuka» cnupTosble (70 % 3TWUNOBbIA
cnupT) no TY 9393-001-51276525-00, nponssogutens OO0 "M.K. AcenTtuka”, Poccus, PY
Ne ®CP 2009/05438) - 25 L.
6. VIHCTpYKUMA NO NPUMEHeHUo - 1 1wT.
KomnneKkT Ne 6:
1 TecT-KapTpuaK ans onpegeneHuns aHtuten Kk T pallidum - 25 wr.
2. ®nakoH-KanenbHUUa ¢ 6yepHbIM pacTBopom (4,0 mn) - 1 wr.
3. MuneTka ogHopasosas (N3aenus ans nabopaTopHbIX UCCNeL0BaHWI U3 NONMMEPHbIX
mMaTepuanos, nponssoauTens "HuHbo Mputmes Meaukan NHcTpymeHTe Ko., JITa.", Kutai,
PY Ne ®C3 2012/11857) - 25 .
4. Ckapuukatop ogHOPa30BbIii (MIHCTPYMEHTbI MeAULMHCKIME KOIOLLME: CKapudurkaTop,
nponssoanTens "AsueHr Xynaa Meankn MHcTpymeHTe Ko., /11a.", Kutaid, PY Ne ®C3
2011/09783)-25 wr.
5. Canetka aHTUcenTmyeckas (CangeTkn aHTUCENTUYECKMNE U3 BYMaXKHOTO
TeKCTUNenoAo6Horo Mmateprana ctepubHble «M.K.AcenTuka» cnupTtoBble (70 % 3TUNOBBIN
cnupt) no TY 9393-001-51276525-00, npoussoantens OO0 "M.K. Acentuka", Poccus, PY
Ne ®CP 2009/05438) - 25 L.
6. VIHCTpYKLMA N0 NPUMEHEHWIO - 1 LUT.
KomnnekT Ne7:
1 TecT-KapTpuK ANna onpefeneHnsa aHTuTen K T - 25 Wr.
2. ®nakoH-KanenbHMLa c 6yhepHbIM pacTBopoM (2,0 M) - 2 L.
3. MuneTtka ogHopa3osas (N3aennsa anis nabopaTopHbIX UCCeA0BaHUIA U3 MONIMMEPHbLK
maTtepuanos, npounssoauTens "HuH60 Mputmes Megnkan NHcTp3~eHTe Ko., 114", KnTai,
PY Ne ®C3 2012/11857) - 25 wr.
4. Ckapudmkatop ofHopa3oBbIi (JlaHueTbl (CKapudmkaTopbl) Acti-lance, Prolance
OHOKpPAaTHOro npumeHeHus, nponssoautens "XT SlaHuet Cn. 3 0.0.", Monbwa, PY Ne ®C3
2009/04308) - 25 wwr.

n 5. Cantetka aHTUcenTmnyeckas (CaneTkn aHTUCENTMUYECKME M3 BYMaXKHOI0

' TeKCTMNenofo6Horo matepuana ctepunbHble «M.K.Acentuka» cnupTtosble (70 % 3TUNOBbLIN
cnupT) no TY 9393-001-51276525-00, nponssogutens OO0 "M.K. AcenTtuka”, Poccus, PY
Ne ®CP 2009/05438) - 25 w.
6. VIHCTPYKUMA NO NPUMEHEHNIO -1 WT.
KomnnektHo 8:'
1 TecT-KapTpuaX gnsa onpefeneHnsa aHTUTEN K
2. ®akoH-KanensbHuLa ¢ 6ydepHsim pactsopom (2j0 ms) ~
PykoBoanTenb ®deaepasnibHOM CyXobl
no Haz3opy B chepe 34paBOOXPaHeHUS n A.B. Ca.moiinosa

0131541
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®ENEPMbHAS CNYXBA MO HAJ3OPY B COEPE 3[[PABOOXPAHEHVA
(POC3/TIPABHA/ZI30P)

MPUNNOXEHWE

K PETUCTPALMVOHHOMY YAOCTOBEPEHUIO
HA MEOVLIMHCKOE U3AENNE

oT 06 gekabpsa 2023 roga  Ne P3H 2023/21640
Jlnct 4

3. MuneTka ogHopa3soBas (MN3aenns ans nabopaTopHbIX UCCNeL0BaHWIA M3 MONMMEPHBIX
mMaTepuanos, npounssoauTens "HuH60 Mputmes Meamkan MIHcTpymeHTe Ko., JIta.*, Kutai,
PY Xo ®C3 2012/11857) - 25 .

4. Ckapuumkatop o4HOpa3oBblil (MHCTPYMEHTbI MeAULMHCKME KONOLLME: cKapugukarop,
npomssoguTenb "AHueHr Xynaa Meankn MHcTpymenTe Ko., /ITa.", Knutain, PY X° ®C3
2011/09783)-25 wi.

5. Candpetka aHTMUCenTUYecKaa (CaneTKn aHTUCENTUYECKME U3 BYMaXXHOI0
TeKCTUnenofo6bHoro matepuana crepunbHble «M.K.AcenTuka» cnupToBble (70 % 3TUNOBbIN
cnupt) no TY 9393-001-51276525-00, nponssoamtens OO0 "M.K. Acentuka"”, Poccus, PY
Xo ®CP 2009/05438) - 25 .

6. IHCTpYKUMA NO NpUMEHEHUIO - 11T,

KomnnekTt X« 9; |
1 TecT-KapTpumpK ana onpegeneHnsaHTuten K T. pallidum -10 wr.
2. ®nakoH-KanenbHuua ¢ bygepHsiM pacteopoM (2,0 M) - 1 wwr.
3. IHCTpYKUMA No NPUMEHEHMIO - 11UT.
Komnnekt X* 10:
1 TecT-kapTpumk ana onpegeneHusa aHtuten K T. pallidum - 25 wr.
2. ®nakoH-KanensbHMLa ¢ 6ythepHbiM pacTsopom (4,0 mn) - 1w, ‘
3. VIHCTpyKUMa No NpUMEHEHNIO - 1 LWT.
KomnnekTt Xo 11:
1. TecT-kapTpuaK ans onpegeneHns aHtuten K T. pallidum - 25 wr.
2. ®dnakoH-KanesbHUUA ¢ 6ythepHbIM pacTBopom (2,0 M) - 2 L.
3. IHCTpyKUMS MO NPUMEHEHWNIO - 1 LWT.
KomnnekT X« 12:
1 TecT-KapTpumk ATA onpegeneHusa aHtuten K T. pallidum - 30 wr.
2. ®nakoH-KanenbHULA ¢ 6ydepHbIM pacTBOPOM - (4,5 mMn) - 1 Wwr.
3. VIHCTpYKUMA NO NPpUMEHEHNIO -1 LT,
KomnnekT Xo 13:
1 TecT-KapTpumx ans onpegeneHns aHtuten K T. pallidum - 30 wr.
2. ®nakoH-KanenbHMLa ¢ 6yepHbIM pacTBOPOM - (2,0 mn) - 3 L.
3. IHCTp>TCumsa No NpUMEHEHUIO - 1 LWT.
v bl T K
PykoBoanTenb ®defnepanbHON CAy>Kobl
Nno Haf30py B chepe 34paBOOXPaHEHUA A.B. CamolinoBa
0131542
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