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O KOMIAHUN OO0 «PEATEHT»

Halwa KommnaHma ocHOBaHa B 2016 roay.

C 2018 roga Mbl MpPOM3BOAMM Mpenapatbl AA8 MeAULMHCKOM
NnabopaToOpHOM AMArHOCTUKM in-vitro.

OcyLecTB/IieM KOMI/IEKCHble NMOCTaBKKM MpenapaToB U PacxoaHblX
MaTepuaZnoB AAA HYXg 1abOpaTOpHOW AMArHOCTUKM OT BeAyLLUX
POCCUICKMX U 3apyberkHbIX MPOM3BOAUTENEN.

Peannsyem MeAVLMHCKYHO TEXHUKY U KOMI/IEKTYIOLWMe, BK/AKOYaAA
YCTAHOBKY, MOAK/O4EeHMe, oby4vyeHue nepcoHazna U CepBUCHOE
obcnyxumBaHue. focypapcTBeHHaA /IMLLEeH3MA
Ne ®C-99-04-006223 OT 21.01.2019.

B 2020 rogy npoAyKLMA Hallel KOMMaHWWM 3apernmcTpMpoBaHa Ha
TeppUTOpPUM YKpauHbl.

MpodeccrmoHanbHble KOHCY/IbTaHTbl, C MeAULMHCKMM 0HBpasoBaHneMm
M MHOro/1eTHUM OnbiToM paboTbl B oTpaciu, noabepyt aaa Bac
ONTUMa/IbHOE peLLeHue.



HALLUA MPOAYKLUNA

MPOU3BOAMM KUAKME U CyXWe CbIBOPOTKMU AN /1abopaTopHOM
MaEeHTUPUKALMM HA OCHOBE KaYeCTBEHHOW peaKL MK arr/ItoTMHaLum
(PA) Bo3bYyauTeNei:

. KMLIEeYHbIX UWHPEKLMIM, Bbi3blBaeMbiX OaKTepuAmM poga
Lurean (Shigella ceporpynn B, D: Shigella flexneri u Shigella
sonnei): - 30HHe,

- ®nekcHepa -V,
- ®neKkcHepa Vi,
- 30HHe 1 PaeKcHepa I-VI

. MHDEKLMOHHBIX 3a060/1€BaHUI AblXaTe/IbHbIX NyTEMN:
Kokatowa (Bordetella pertussis):
- Arr/IIOTUHOTNEHbI 1, 2, 3
Mapakokatowa (Parapertussis):
- arr/IlOTUHOTEH 14



WUFEA/IESHBIE CHIBOPOTKM KOK/NOWHbBIE M MAPAKOK/IKOLLIHbIE
CbIBOPOTKK
MHAKTUBMPOBAHHbLIE A/14 PEAKUWWN ATTZTFOTUHALM N
TY 21.10.60-001-00548407-2017 TY 21.20.23-002-00548407-2019
P3H2018/7702 0T 16.10.2018 roga P3H 2019/8916 0T 18.09.2019 roga
1. 30HHe 1. KOK/tOLWHaA no/mBasieHTHasA
2. PnekcHepa |-V nonnsBaneHTHas K arritoTMHOreHam 1, 2, 3
3. ®nekcHepa VI (agcopbuposattar) 2. [lapaKoK/IOLLIHAA K arr/Il0TUHOreHy 14
4. 30HHe, PnekcHepa |-Vl noanBasneHTHas (agcopbuposatitasn)

Ob6bem: 2 mn

KonnvecTBo nccnegoBanuit: 100 onpeae/eHniA, BKAOYAaA KOHTPO/IN

YcnoBua xpaHenust:  2°C -8 °C, 3aMOpakMBaHME HE A0MYCKAETCA

TpaHCNOpTMPOBKA: A0MYCKAETCA TPAaHCNOPTUPOBKa MU 9-25 °C B TEYEHME 14 CYTOK

CYXHUE CbIBOPOTKMK:
TpebyeTcsa pa3BegeHue 0,9% pacTBOPOM HaTpWA X/10pUaa

CpoK rogHocTu: 5 /1eT (1 MecAL, C 4aTbl pa3BeaeHus)
CTeK/NAHHDIN G/1aKOH C FepMETUHHOM 3aKPYUMBAIOLLLEMCA KPbILLKOM

KUNAKWME CIBOPOTKMU:
MO/IHOCTBIO FOTOBbI K UCMO/Ib30BAHUIO, HE TPEBYIOT pa3BeseHne

CpOK rogHocTu: 3 roga c gatbl npoussogcrsa. KUAKKUE cbIBOPOTKM COXPaHAIOT CBOM CBOMCTBA Ha
MPOTAMEHNN BCErO CPOKa roAHOCTH, BHE 3aBUCUMOCTM OT KO/IMHECTBa BCKPbLITUIA (p/1akoHa

CTeKNAHHbIN GNAKOH C repMeTUHHOM 3aKpy4MBaIOLLLeMCA KPbILLKOM, OCHALL,eHHOM NUNeTKON




[MPON3BOACTBO

Co34aBad Haly NPOAYKLMIO, Mbl B MEPBYIO o4epesb 3aboTnamce 06
yaobcTtBE  COTPYAHMKOB  s1abopaTtopui,  HenocpeacTBEHHO
NMPOU3BOAALLUX UCC/IeA0BaAHUA.

Hawwn cbiBOpOTKM pacdacoBaHbl B papmaleBTUHECKYHO Tapy,
npousBogctBa Remy&Gaiser GmbH, F'epmanua (0gMH U3 MUPOBbIX
/MAEepPOB MeAULMHCKOM U papMaKOo/10rMyeckom ynakoBKK):

e (/1aKOHbI M3 MPOYHOrO BbICOKOKAYeCTBEHHOrO 6ecLBeTHOro
(npo3payHoro) dapmaLeBTUYeCcKoro cTek/1a 1-oro
rMAPaBAMYECKOro K/aacca (BbIAEPKMBAKOT Aaxe rMageHue Ha
KadebHbIl Non);

e XWAKME CbIBOPOTKM OCHaLWeHbl yaobHbiMM B paboTte
nMNeTKaMn-403aTopamMn, BCTPOEHHbIMW B KPbIWKY ($/1aKOHOB,
NO3BO/IAOWMMU MAKCMMA/IbHO TOYHO AO03MPOBATb npenapaTt u
3KOHOMHO €ro 1Crno/ib30BaTh;



e CYXUE CbIBOPOTKU CHAOKEHbI repMeTUYHO 3aKPYUMBAKOLLMMUCA
KPbILUKaMK, 4TO ropasgo yaobHee CTeK/NAHHbIX aMny/a ApYyrux
npousBoAuTeNnei:

- MOXHO He onacaTbCA HenpaBW/IbHOMO BCKPbITUA amMmny/bl C
npenapatom;

- yAOOHO XpaHUTb MPUroTOB/IEHHbIM pacTBop (paboTatowmii B
TeyeHUe 30 AHEeM C MOMEHTA pasBeAeHMA), AO0CTAaTOYHO MPOCTO
3aBMHTUTb TEePMETUYHO KpbIWKYy U ybpaTb CbIBOPOTKY B
X0/104U/IbHUK.

Hawe npousBoacCTBO CepTUPMUMPOBAHO HA COOTBETCTBUE
YC/I0BUAM  CUCTEMbI  MeHeg)XMeHTa KadvectBa [ISO 13485-2017
(ISO 13485-2016).

Bce peareHTbl COOTBETCTBYIOT HauuoOHa/NbHbIM CTaHgapTam PP u
HOPMATMBHbIM AOKYMEHTaM B 4acTn TpeboBaHuM 6€30nacHOCTU U
3P PeKTUBHOCTM.

BO3MOXHO U3rotos/ieHue OT,G,e/'IbHOl‘/Jl NapTUKX Ha 3adKas.



[MPEMMYLLECTBA

Hawel ropaocTbto ABAAOTCA YHWUKA/IbHblE  CbIBOPOTKM, He
MMeroLLMe aHa/10roB y Npou3sBoauTesnelt B Poccuu:

[MoAHOCTbIO roToBble K MUCIMO/1Ib30BaHUIO RUARNE
ANArHOCTUYECKME KOK/IIOLLIHbIE M MapaKOK/IOLLIHbIE CbIBOPOTKU A/1A
PA, no3BOAAOT onpegenntb 0aKTepuoiornyeckMm MEeTOAOM
aHTureHnol 6akTepuii poga Bordetella pertussis u parapertussis Ha
paHHeMm 3Tarne 3ab60/1eBaHusA (nepBble 2-3 Hege/n).

TaKk»Ke Mbl AB/1AEMCA €ANHCTBEHHbIM B Poccumn npon3BoAUTENEM
KUAKUX LUUTE/1/1E€3HBIX CbIBOPOTOK.

KUAKUE cbIBOPOTKMU paboTatoT B TeYeHWe BCero CpoKa rogHoCTu
(3 roga), BHe 3aBUCMMOCTU OT KO/IMHECTBA BCKPbITUM G/1aKOHA, YTO
AaeT UM HeCcpaBHUMOE NMPENMYLLLECTBO nepes CyXnumu.

CYXUE cbIBOPOTKM paboTadT B TeyeHne 30 AHEM C MOMEHTA
pasBegeHuA. CPOK rOAHOCTM 5 /1eT C AaTbl USFOTOB/IEHUA.



KATA/10T

KNAKWNE LWUTEANE3HBIE AWATHOCTUYECKHUE CbIBOPOTKM
Ana PA, 2 Ma, ©/1aKOH C NUNETKOM

P3H 2018/7702 0T 16.10.2018 1., TY 21.10.60-001-00548407-2017.
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N24 XKunakaa 30HHe

N26 XKunakaa PaekcHepa |-V noamsBasneHTHasA

N28 Kupgkas PrekcHepa VI (agcopbupoBaHHasn)
N210 XKngkana 3oHHe, PekcHepa |-Vl nonvBasneHTHaA



CYXUE WHTEANE3HBIE ~ ANMATHOCTUHECKUE  CbIBOPOTKM

Ana PA, 2 ma, dpaakoH

P3H 2018/7702 0T 16.10.2018 1., TY 21.10.60-001-00548407-2017.
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Komnnex Ne9

KomMmn/ieKTbl:

N23 Cyxad 30HHe

N25 Cyxaa ®aekcHepa |-V nosvBasieHTHaA

N27 Cyxasa ®aekcHepa VI (agcopbupoBaHHas)

N2g CyxaAa 3oHHe, ®iekcHepa |-V noavBasneHTHaA

10



RUAKUE N CYXUE RKOR/NIIOLWHBIE N MTAPAROR/TFOLLHBIE
ANATHOCTUYECKUE CbIBOPOTKU gaa PA, 2 ma, daakoH [baakoH
C MUMETKOM

P3H 2019/8916 0T 18.10.2019 I., TY 21.20.23-002-00548407-2019.

KomnaeKTbl:

N23 Cyxaa KOK/IOLWHAA NO/IMBA/ZIGHTHAA K arr/IlOTUHOreHam 1, 2, 3
N24 MKugkaa KOK/IHOLWHAA NO/IMBA/IEHTHAA K arr/IlOTUHOreHam 1, 2, 3

N25 Cyxas
lNapakokaoLWwHaA K {
arr/ItOTUHOreHy 14
(apcopbupoBaHHan)
N26 Kuakan W S\ 1
i PEATEHT" E
[MapakoK/oLWHaA K (A o wmwi’,?;mw:m. T3
arr/It0TUHOreHy 14 PEFRERL el
W Lot o
(apcopbupoBaHHan) oo, | X0 T 1 grarot o s
| mmETh o S
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KOHTARTbI OO0 «PEATEHT»

0 P®, 111024, r. MOCKBa, Npoe34 JHTY31acTOB, A.11
0 +7(499) 288 —22 - 03
P http://www.reagentmed.ru/

info@reagentmed.ru

12


http://www.reagentmed.ru/
mailto:info@reagentmed.ru

