NMHCTPYKIMA

o mpuMeHeHuro BakuuHel [TypeBakc RCP
IIPOTHB [IAHJICHKOTICHUH, HH(PEKIMOHHOIO PUHOTPAXEUTA U KATUIUBUPYCHOM MHPEKIMH
KOLIEK ¢ paCTBOPUTEIIEM

(Opranusanus-paspaborunk: «Mepuamny, 29 asento Touu 'aprse, 69007, JIuow,
Opanmus)

I. OO0mue cBeneHus

1. ToproBoe HanMeHOBaHME JeKapCTBEHHOTO Npemnapara: [Ilypesakc RCP (Purevax RCP).

MexyHapoaHoe HeNaTeHTOBaHHOE HaWMEHOBaHWe: BakiuHa NPOTHB NaHIEHKONEHWH,
MH(EKIMOHHOIO PUHOTPAXENTA U KAIMIUBUPYCHON HHPEKIHUIA KOIIIEK ¢ pacTBOPUTEIIEM.

2. JlexapcTBeHHas (popma: BaKIMHA — JTHODMIN3AT JUIS NPUTOTOBIEHHUS CYCIEH3UH IS
UHBEKIUIN; PACTBOPUTEIL — PACTBOP JIJIST HHBEKIIHIA.

Baxuuna ITypesakc RCP u3roroBiieHa U3 Ky/IbTYpaJbHON CYCIIEH3MH JIUHUAHU KJIETOK MOYEK
KOWIKK, MHQUIMPOBAHHLIX aTTEHYHPOBAHHBIM I€PIIECBHPYCOM DHHOTPAXeUTa KOIIeK (IITaMM
FHV F2); nHaKTMBMPOBAHHOTO OPOMO3THJICHIMHUHOM aHTUTECHA KaJIULIUBUPYCA KOIMIEK (ITTAMMBI
FCV 431 u GIl); KynpTypaibHO} CYCHEH3WH JIMHHU KJIETOK MOYEK KOIUKYM, MHMHIMPOBAHHOIM
aTTCHYMPOBAHHBIM BHUpycoM manjieikonenun komek (PLI IV), ¢ gobaBienneM TreHTaMuImHa
16,5 MKr/mo3a.

3. Ilo BHemHeMyY BUly BaKIMHA IPEACTABIAET COOOM CYXYIO OJHOPOAHYIO Maccy 6eXeBoro
I[BETa; PACTBOPUTEID - OECLIBETHYIO IPO3PAYHYIO JKUIAKOCTD.

PacTBopuTens npeacrasisieT cob60i BOAY A1 MHBEKLIMIA.

Cpok rofHOCTH BaKIMHEI 18 MecsleB ¢ JaThl BBITYCKa IPU COOIIONAEHUH YCIOBUH XpaHSHNS
¥ TPaHCIOPTUPOBaHuMs. [0 MCTeYeHnH CpOKa FOJHOCTY BaKIIHA K IIPHMEHEHUIO HE IIPUATOIHA.

4. Baxuuna pacdacoBana 1o 1 ummysusupyroeit go3e (1 cm’ ), pacTBOpUTENH — 110 1 M B
CTEKJISIHHBIE (DJIaKOHBI COOTBETCTBYIOIIEH BMECTHMOCTH, TEPMETHYHO YKYIIOPEHHbIE PE3UHOBBIME
IpoOKaMy, YKPETJICHHBIMU aTFOMUHUACBEIMM KOJIIAYKAMH.

®akoHBI ¢ BaKUMHOW yIakoBaHEl B kKopoOku mo 10 mo3 (10 ¢uakoHOB Bakmuebl U 10
(hakoHOB  pacTBOpHTENS). B Kkaxaylo KopoOKy ¢ BakIMHON BJIOXXE€HA MHCTPYKIHS IO
MIPUMEHEHHIO.

5. BakiuHy XpaHsT ¥ TPaHCIOPTHPYIOT B CyXOM TEMHOM MeCTe IpH TeMiiepartype ot 2 °C
1o 8 °C. 3amopaxuBaHUE BaKI[MHEI M PACTBOPHUTEIIS HE JOIYCKAETC.

6. BakuuHy 1 pacTBOPHUTEND CIEAYET XPaHUTH B HEJAOCTYIIHOM JUIS JieTell MecTe.

7. BakuuHy ¥ pacTBOpUTENb BO (hrakoHax 6e3 STUKETOK, ¢ HapyIIeHHUEM IIeJIOCTHOCTH W/HiIn
TePMETUYHOCTH YKYMOPKH, C W3MEHEHHBIM BHEIIHUM BHJOM, C HCTEKIIMM CPOKOM T'OJHOCTH,
OpakyioT, 00e33apaXMBAIOT KUISYEHHEM MM 2% pPacTBOPOM ILENOYM WK 5% pacTBOPOM
xsopamuHa (1:1) B reuenue 30 MUHYT.

Yrummsanust 00e33apaXeHHOH BaKLMHEI He TpeOyeT COONIOJEHHs CleNUanbHBIX Mep
IPEIOCTOPOXKHOCTH.

8. Bakuuna ITypeBakc RCP otmyckaetcs 6e3 periernita BETEpUHAPHOTO Bpaya.

I1. Brnonoruueckue cBOMCTBA

9. Bakuuna ITypesakc RCP - uMMyHOOHOTOIHYECKHH JIEKAPCTBEHHEBIH ITpenapar.
10. Baxuuna ITypesakc RCP BpI3bIBaeT hopMupOBaHHE MMMYHHOTO OTBETA Y KOMIEK K



BO3OYIUTENISIM  [AHJIEHKOTIEHNH, HHEKIMOHHOTO PUHOTPAXEUTA M KaTHIMBUPO3a gyepe3 14-28
CYTOK IIOCJIC BBEAEHHUS, IPOAODKUTENLHOCTRIO HE MeHee 12 MecsIieB.

B ozHOM MMMyHH3MPYIOIIEl 03¢ COAEPKUTCSA ATTEHYHPOBAHHBIH TePIIECBUPYC KOIIEK THUII
1 (mramm FHV F2), He menee 10*° CCIDsy, VHAKTUBUPOBAHHBIE aHTUI€HB! KAJIMIIMBUPYCA KOLIEK
(wramm FCV 431 u G1), ne menee 2,0 Ex. ELISA; aTTeHyMpOBaHHBINA BHPYC NaHJIEHKONEHUH
xomek (PLI IV), ve meree 10°° CCIDsy.

Baxnuna 6e3BpeaHa, JiedeOHBIME CBOHCTBAMH He 06J1ajaer.

III. Ilopsanox mpuMeHEHUs

11. Baxmmna Ilypesakc RCP mnpennassadena i npoQIIaKTHKH —IaHIEHKOIECHWH,
MH(EKIMOHHOTO PUHOTPAXENTa B KAIUIUBUPYCHON HHMEKIIAN KOLIIEK.

12. 3anpemeHo MpUBUBaTH KIMHUYECKHA OONBHBIX W/HJIM OCIAaOJIEHHBIX KMBOTHBEIX. 3a 10
JIHEH 10 BaKIMHALMKA HEOOXOIUMO IPOBECTH JETeIbMUHTH3AINIO KOIIKH.

13. Baxuuny Ilypesakc RCP BBOAAT MOAKOXHO, ¢ 8-MM HeJ€TLHOTO BO3PAcTa, JIIBYKpaTHO C
VHTEpPBAIOM 3-4 Helenu, B J03€ 1 MJI HE3aBUCHUMO OT MAacChl U [OpoAsl KoleK. PeBakIMHAINIO
KOMIEK IPOBOJAT €3KETO/HO. IIpu BEICOKOM ypOBHE MaTEPHHCKUX aHTUTEN B KPOBH KOIIEK TIEPBYIO
BaKIMHAIIMIO IIPOBOJAT B 12-HEeIHHOM BO3pacTe.

Ilepen BakuuHauye# nMOQUIM3MPOBAHHBIN KOMIIOHEHT BakmuHbl Ilypesakc RCP
CMEINIMBAIOT ¢ pacTBopuTeneM. IloAroToBieHHBIM mpemapar HEOOXOAMMO HCIOIB30BATh
HeMeUIeHHO. [Tpyu BaknuHanyuu Heo6X0quMO COOIIFOIaTh IPABHIA ACEIITHKY W AHTHCENTHK.

14. CuMOTOMOB  NpOSBNIEHMS TAHJICHKONCHWM, WH(EKIMOHHOTO pPHHOTPAXeUTa U
KaTUIUBUPYCHOA HMH(EKLMM WM JPYrEX IaTONOTMYECKUX NPU3HAKOB MPH IePefo3HpPOBKE
BaKI[MHbI HE YCTaHOBJICHO.

15. OcobeHHOCTEH MNOCTBAKIMHAIBHOM peakiM¥ TpM TIEPBUYHOM U IIOBTOPHBIX
MMMYHU3ALMIX HE YCTAaHOBJICHO.

16. bepemeHHbIE U TaKTUPYIOIIHE )KUBOTHEIE HE TOJIE)KAT BAKIIHHALIIH.

17. Cnenyer usberath HapymeHui CXeMbI IPOBEICHUS BAKIMHALIMH, TIOCKOJIBKY 3TO MOXKET
OPUBECTH K  CHIDKCHUIO  3(Q(EKTHMBHOCTH  HMMMYHONPO(QUIAKTUKMA  IAHJICHKOIEHNH,
VHQEKIMOHHOr0 PHHOTPAaXeWTa M KaIMIMBHUPYCHONW WMHQeKuuu Komek. B ciyuae IIporycka
04YEpEeJHOr0 BBEACHHSI HEOOXOAMMO IPOBECTH MMMYHHU3ALUIO Kak MOXKHO CKOpEe.

18. Ilpy NpuMeHEHMH BAKLUMHBEI B COOTBETCTBHHM C HACTOSIIENH MHCTPYKIHEH IOGOYHBIX
SIBJICHUI W OCJIOKHEHMH, KaK IIPaBUIIO, HE OTMeyaeTcs. Ha MecTe MHBEKIMHM WHOIAA BO3MOXKHO
NOSIBJICHUE OBICTPO MCYE3alOWmell MPUIyXJIOCTH. B WMCKIIOYMTENBHBIX CIydasx BO3MOXKHA
aHauIaKTHYECKas peakuys. B 9ToM cilydae IpOBOAAT CUMITOMATHYECKOE JIEUEHHE.

19. He nomyckaercss 0AHOBpeMEHHOE HMpUMeHeHHe Bakumubl I[lypesakc RCP ¢ gpyrumu
UMMYHOOMOJIOTHYECKIMY IIpEapaTaMu, 3a MCKIIOYEHHEM BaKIMHBI OT OelleHcTBa Pabu3mH u
BAKIMHBI POTHB BUPYCHOIO JI€HKO3a KOLIEK IPOM3BOJCTBA KOMIaHuu «Merialy mpu ycioBuu
pa3fenbHOro UX BBECHUS.

20. CpoxH BO3MOXKHOTO HCIOIB30BAHHUS MPOAYKIMH JKABOTHOTO MPOUCXOXKICHUS TOCIE
BBeaeHus BakuHsl ITypeBakc RCP He ycranasiuBaroTcs.

IV. Mepsl nuuHON TpodUTaKTHKA

2]1. Tlpu pabore ¢ BakmuHON cileayeT CoOMOAaTh OOIIME NPaBHIIA JIMYHON THUTHEHH H
TEXHUKH 0€30I1aCHOCTH, IPEeIyCMOTPEHHBIE IIpH paboTe ¢ JICKapCTBEHHBIMU CpEJCTBAMHU
BETEPUHAPHOTO Ha3HAYCHMUS.

22. Bce nuna, y4acTBYIOUIME B TMPOBENEHMM BAaKIUHALWH, HOJDKHBI OBITH B CTIeIloIeXK e
(xanar, OprOKM HJIM KOMOWHE30H, PE3MHOBEIE CAIOTH, TOJOBHOM yOOp, pe3sHHOBEIE TEPYATKH) U
obecreueHsl HHAMBUAYAIBHBIME CPECTBAMY 3AIIUTHl (OUKH 3aKpREITOTO THIIA, PECHUPATOPHI). B
MeCTax paboThl JOJKHA OBITH alTeyuKa IepBOi JOBpadeOHOM MOMOIIH.

23. Tlpn nomagaHuy BaKUMHB! Ha KOXKY W/MIIM CIM3UCTBIE 0OOJOYKH, WX PEKOMEHTyeTCs
IPOMBITE GOJNBINMM KOIMYECTBOM UHMCTONW BOABL Ilocime paboThI ClaenyeT NPUHATH JIyII,
TIIATEIbHO BBIMBITE PYKH C MBUIOM, IEpeoleThes. B cilydae pasimBa BakKIWHBI, 3apakKeHHHI
y4aCTOK I10JIa MJIM TIOYBBI 3aJIMBAIOT 5% PacTBOPOM XJIOPaMHHA WJIH €IKOTO HATPUSL.
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