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110 peECTpaLiifHOTO NOCBiAYEeHHA

Ne BA-00908-02-18

Bix 21.12.2018
JIncTiBKa-BKIAAKA

Ha3pa BeTepHMHAPHOIO Npenapary

®momyp XP - BakiuHa iHakTHBOBaHa npoti rpurny cBuHedl (HIN1, HIN2 ta H3IN2).
Cknan

Koxna 1o3a (2,0 eM°) MiCTHTS:

AKTHBHI (JiF04i) pEYOBHHH:

BipyC TPHITy CBHHEH THITYy A IITaM: TIPH BHITYCKY nmpH  KiHOmI  TepMiHy

TIPHAATHOCTI
A/SIV/Iowa/110600/2000 (HINT1) >120 A opHHHLB >80 I'A onwHHIB
A/Swine/Oklahoma/726H/2008 (HIN2) >80 I'A oquHHIL >60 I'A OOUHHIB
A/Swine/North Carolina/A01270394/2012 >120 T'A opuaHAIL >80 ['A oquHHIb
(H3N2)

A/Swine/Minnesota/A01270872/2012 (H3N2) >120TA onpHEIL >80 T'A onvHHIb

JlOonoMiXH] peHOBHHH:

I'enTaminuy <30 Mxr/mr;

L2 cra6inizatop 25+0,5%

Po3unn XeHkcea

PO3YMHHHK:

Po3uns Amdimkenosoi onil

Tween 80

Span 80

PBS

CrepuipHa Boa

®apmanesTu4Ha dopma

JliogimizaT Ta pO3UMHHHK.

ImynoGiooriuHi BJaCTHBOCTI

TTicas 3acTocysamust BakuuHE Ha 21 106y GopMyEThCS IMYHITET MPOTH Bipyey IPHILY CBHHeH MiATHIAMH
HINI1, HIN2 ta H3N2.

TpuBagicTs iMyHITETY JUIs [BOTO MPOAYKTY MiHiMym 10 TIKHIB, 0c0bMHBO poTH H3NI.

Buxopuctauus AMQIUKeHY, K alBIOBAHTY MOKPAMlye yTBOPEHH: SKICHOTO iIMYHIiTeTY, BHCOKY CTYIIiHb
6e3MmeYHoCT] MPOAYKTY Ta JIETKICTh y 3acTOCyBatHi (JIerka IpoXifHiCTh Yepes rojiky).

Bupa TBapuH

CauHi.

IokazaHHS 10 32CTOCYBAHHS

JIIg BaKUMHALGT 370POBHX MOPOCAT BIKOM BiZ 3 THXHIB Ta CTapuIMX, a TaKoX BAariTHHX CBHHOMATOK,
MiJCBHHKIB Ta PEMOHTHHX CBHHOK /U NONEPEIKEHHA PECTIPaTOPHHX XBOPOO BHKIMKAHAX BIPYCOM
rpuity ceuneit miarunama HIN1, HIN2 ta H3N2.

IpoTHIOKA3AHHS

He 3acTocoByBaTH XBOPHM, OCHabIeHHM Ta 3 03HAKAMH YPa)X€HHS NapasHTaMH TBapHHAM.

Oco6auBi 3acTepeskeHHs1 NPH BHKOPHCTAHHI

He mae.

3acTocyBaHHA BAriTHUM TBAPHHAM

BakUKHALIIO 103BONIEHO TIPOBOJMTH BariTHHM CBHHOMATKAM.

B3aemonis 3 inmumu 3acodamu

He Bimoma.

Cnocif 3acTocyBaHHS Ta 103H

Beectu 1 103y (2 mn) 310pOoBi#f TBApPHHI BHYTPILIHBOM S30BO.
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Crnioci6 3acTocyBaHHs:

1. Tlepen BEKOpHUCTaHHAM AOOPE CTPYCUTH PO3YHHHHUK.

2. JIOTpHMYIOUKChH MpPaBHI ACENTHKH PO3qMHMTH NiOo(ini3oBaHHA KOMMOHEHT BaKIHHH Y PO3YHHHHKY,
siKift mogactbes. Jo6pe CTPYCHTH Ta BBOAMTH 110 2 MJI BHYTPILIHBOM A30BO KOXHIH TBApHHI.

3. Jlobpe cTpyCHTH.

4, Beozuty o ] m0o3i (2 MJI) BHYTPIIIHBEOM ' SI30B0 KOXKHiH TBapHHI.

5. BHKOPHCTOBYBATH BaKLMHY OApa3y rMicis po3BeAeHHS.

IlepBrHHHA BAKIIHHALLLA:

310poBi mopocsTa BikoM 3 TIDKHI aG0 cTapuli NOBUHHI OTPHMATH 2 J03H BAKIHHH 3 iHTEpBAIOM Yy 3 THXKHI
Mi’ BBEJEHHAMH.

Monoai TBapuHHM, SKi OTPUMANU AHTUTINA TPOTH BipYCy TIPHIY BiJ CBHHOMATKH, MOXYTb byTH
BaKIMHOBAHI Mi3HIIIE.

PepakmMHALA: PEKOMEHI0BAHO TIPOBOIMTH [TOBTOPHY BAKIMHALIIO KOXKHi 6 MicAUiB.

Tlepeno3yBaHHs (CHMIITOMH, HEBIJKAAAH] 3AX0AN, AHTHAOTH) Ta MobiuHa ais

Sk i TIpH 3aCTOCYBAHHI 1HIIMX BaKIHH, MOXIHBA aHadinakTHyHa peakuis.

Ilpn aHadinakTuumiii peakuii BBOASTH eminepun abo ¥oro awanord i Hamami MPOBONATH aJIEKBATHY
CHMIITOMaTHYHY TEparHIo.

CnemiaiabHi 3acTepeKeH s

He 3acTocoBYBaTH JIFOASAM.

BaxnuHy He0OX1IHO 3aCTOCOBYBATH TINBKH KIili1HO 340POBUM TBAPHHAM.

HeobXiIHO YHHKATH CTpECy y TBAapuH A0, MMl HaC Ta MHCHs BaKIIHHALY.

BBOZHTH HOBHY [03Y BaKLMHH KOJKHIH TBApHHI, HE 3MEHLIYBATH N03Y.

BaxrMHa MICTHTh FeHTaMILMH SK KOHCEPBaHT.

ITepiox BuBenenns (kapeuuii)

21 poba.

CneniaabHi 3acTepe:xennsi Aas 0ci6 i 06c/yroBy040ro mepeoHany, KOTpi BBOAATE 3ac00H 3aXHCTY
TBApHHAM

Heo6xifHO BAMHTH Ta IpoAe3inikyBaTi pyKu N0 Ta IC/IS 3aCTOCYBAHHSA BaKIHHH.

Tepmin npuAATHOCTI

B opurinanbHii ynaxoswi: 18 micauis.

[Ticns BiAKPUTTA Ta pO3BE/ICHHA: | roJMHA.

YMoBH 30epiraHHs Ta TPAHCOOPTY BAHH S

36epiraTH B OpHIiHANBHIil HEBIAKPHTIH yNaxoBii. B CyXOMy TEMHOMY MICLi HE HOCTYIHOMY OiTSM TIpH
temneparypi Big +2°C no +7°C.

He 3amopoxysaTh!

YnaxkyBanus

dnakoHH 3 TPO30poro cila, mo mictats 50 abo 250 103 BaKUMHM, 38KPHTI I'yMOBOIO npo6koio Ta
3aredaTadi amoMiHiEBEMH 00KUMHHME KOBIAYKaMH.

®nakonu 3 pozunHHEKoM 0 100 Ta 500 M.

BTopHHHA yTaKoBRka — KapTOHHI KOpobkH no 2 (hakoHH (iodinizopanuil KOMIOHEHT T2 PO3YAHHHK).
Ha3pa Ta Micue3HaxoskeHiisi BJACHHKA peecTPALiHOro nocBiaMeHHs

3oeric Iuk., 10 Cimspan Beit, [apcinnani, #eto Hxepei, 07054, CLLA.

Ha3zsa Ta Micne3HaxoKkeitsi BUpOOHHKA

3oeric [nk., 601 Bect Kopuxackep Xaiiseli, JlinkoneH, Hebpacka, 68521 CILA

OcobanBi 3axoau Ge3nexi NPH NOBOMKEHHI 3 HeBHKOPHCTAHHM 3acobom

SaIMIIKA HEBHKODHCTAHOrO Mpernapary Ta (JaKOHH 3HEMKODKYIOTh BIAMOBIZHO [0 3aKOHOJABCTBA
Ykpainu.
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Jonatkosa iHdopmanin

SIKIO Mpenapar He BiAroBiAac BHMOTAM JTHCTIBKM-BKNIAAKH 800 BHHMIKIM YCK/Ia[HEHHH, 3aCTOCYBAHHA
miel cepii HeraHO nNPUNMHAIOTE | NOBIIOMISIOTE J[lepaBHHUH HAyKOBO-KOHTPOJBHUH iHCTHTYT
GioTexnonorii i mramiz mixpoopranismis (JHKIGLIM) ta nocrauankuuka (supoGHuka). OnmOYacHO 3
nocnarmem y JHKIBLIM HanpasiswooTh, BiAnosigHo a0 “BkasiBkd Npo NOPSAOK NPEA’SBICHHA
peKnamanii Ha 6iosoriyii npenapaTy, Mo NPH3HAYEH JUIs 3aCTOCYBaHHA Y BETEpUHAPHIH MeIUIMHI" BiJ
03.06.98 Ne 2 Tpu Hepo3kpuTi draxoHu uicl cepii mpemapary 3a anpecoto: 03151, m. Kuig, Byn. Jloneneka,

30, THKIBIIM.



