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ITPUJIOKEHHE I

KPATKA XAPAKTEPUCTUKA HA TIPOAYKTA

VAXIGRIP pediatric use




1. HME HA JEKAPCTBEHUA MTPOAYKT
VAXIGRIP pediatric use/BAKCHI'PHII 3a aena
HHXeKIMOHHA CYCIISH3HA B NpeIBapHTEIHO HAIBIHEHA CIPHHIOBKA

Influenza vaccine (split virion, inactivated)
Barcuna cpenyy spun (ppazmenmupan UHAKMUGUPAH GUDHON)

2. KAYECTBEH 1 KOJITHYECTBEH CBbCTAB
@DparMeHTHPAaH TPUMEH BUPYC ¥, MHAKTHBHPAH, ChALPXKAIN aHTHTeHH eKBUBATIEHTHH Ha
CIIETHHUTE IMAMOBE:

ITOBBPXHOCTHH AHTHICHH (XeMATTYTHHMHE 1 HEBPaMHHIIA3A) Ha CISHHUTE IaMOBe™ IPHIHA
BHDYCH:

» A/Solomon Islands/3/2006 (HIN1) - nono6en mam

(A/Solomon Islands/3/2006 (IVR-145))....ccceemevermvrnrinsisininnes 7,5 Muxporpama HA**
o A/WISCONSIN/67/2005 (H3N2)- nozoGen mam

(A/Wisconsin/67/2005 (NYMC X-161 nmu NYMC X-161B))
.................................................................................................... 7,5 mukporpama HA **
« B/MALAYSIA/2506/2004- nomo6en mam B/Malaysia/2506/2004
................................................................................................. 7,5 muxporpama HA *¥*
3a mosa or 0,25 ml.

* npom3BefeH B KOKOIH eMOPHOHH OT IPYNH 3APABH KOKOLIKH
** XeMariTyTHHHH

BakcHHATa CHOTBETCTEA Ha OpenopbkaTta Ha C30 (32 CeBepHOTO IOAYKHI00) H pelllcHAETO Ha
EC 3a cezon 2007/2008.
3a whHK CIMCHK HA IOMOLIHKTS BeWecTRa (BIK Touka 6.1)

3. JEKAPCTBEHA ®OPMA

HH}KBKHI/IOHHa CYCIICH3HA B IIPCABAPHTENHO HAIILIHEHA CIPHHIIOBKA.

Cieq BHUMATENHO pasKialnaHe, BAKCHHATA HPeJCTABIABA JIeko GelesHHKaBa 1 onajlecIjipaia
TEYHOCT.

4. KINHUYHHA JAHHH

4.1 TepaneBTHIHH HOKAZAHASA

HpodunakTika Ha FpHII, ocobeHo mpH Aena oT 6 go 35 Mecela ¢ BUCOK PHCK OT CBIIBTCTBALNH
YCIOMKHEHHAA,

Vrnotpebara Ha VAXIGRIP pediatric use Tpa0Ba fa O'6lie OCHOBaHA HA odMIHaTHd IPENOPEKH.

4.2 To3npoBKA 1 HAYHH HA OPpHJIOKENHe
Hera ot 6 Mecena fo 35 Mecerna: KINHNHATE JaHHN ca OTpaHryenn. M3
0,25 ml wam 0,5 ml.
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Ha mena, KOWTo Mpeny TOBA He ca OGWNH BakCHHHpaHH, TpAOBa Jla ce PHIIOKH BTOPA 038 Clek
Hali-ManKo 4 ceIMIYeH HHTEPBAI OT BPEME.

MnMynmsanpata Tpabpa na ObIe HanpaBeHa upe3 HHIPAMYCKYJIHO HIH ABNOOKO MOAKOKHO
KHXKEKTHpaHe,
3a HHCTPYKIMH 32 yrnoTpeba Bx. 1. 6.6.

4.3 IlpoTrROmOKA3AHAR

CBpBLXUYBCTBHTENHOCT KbM aKTHBHHMTIE CBCTaBKH, KbM HAKOE OT IOMOIIHHTE BElECTBA BLB
BaKCHHATA, KbM fiflla, MHISIIKY NPOTeHHH, HEOMUIHH, (opMaNAeXy H OKTOKCHHON 9.
VAXIGRIP pediatric use He ¢paspxa nosege ot 0,025 MuKporpaMa oBanOyMHH Ha 103a.
WMyHn3an@sTa Tpa6ea 1a 6e OTIOKEHA IpH NamueHTH ¢ heOpumHo 3a6oldBane WU OCTpa
HHQEKIHUS,

4.4 Cuenuang Npexynpexxeuds i NPeANasHA MEPKH EPH YIOTpeba

KaKTo npH BCHYKH HHKEKIMOHHY BAKCHHH, BHHATH Tpa0Ba Ja MMa NOAXONMMO METHLIHHCKO
sedeHNe U Habaroenne, B caydaii Ha aHahHIaKTHYHA PeaKHs el IPHIKEHNE Ha BAKCHHATA,
VAXIGRIP pediatric use e Tps6B8a B HUKaKbB clydail Xa 6bJie MpHIaras BbIPECHA0BO.
HMIMyHHEST OTFOBOp NPH TIAIMSHTH ¢ €H/IOTeHHA MK STPOreHHa HMYHOCYNPECHS Moxe fa Gbie
HelOCTAThYSH.

4.5. BsadMopeiicTBHN ¢ APYTH JIEKAPCTBeHH NPOAYKTH H APYra GopMH HA B3aNMOAcHCTBAE
VAXIGRIP pediatric use Moxke jaa Obie NpuiiaraH e€OHOBPEMEHHO ¢ JPYrd BaKCHHH.
HMyHusanunre TpaGBa Ja ce IpaBaT HAa pasmugHM kpaimaom. Tpabsa ma ce orGenexs, de
He)KelaHHUTE PeaKIUi MOrar J1a ce yCHIAT.

HIMyHHHAT OTTOROP MOKe Ia ObJe HaMalleH, aKO MAIMEHTHT € HONTOKeH Ha HMYHOCYIPECHBHO
JeUeHue.

Crnes HMyHH3aIOus ¢ BaKCHHA CPEIy IPHN ¢a HaOmoJapany (alIiMBO [OJOKUTEIHHE Pe3ynTaTh
TIPH CEPOJIOrUYHH TECTOBE, IPH KOHTO e HanonseaH MeTonsT ELISA 3a OTKpHBAHE HA AHTHTENA
cpemny HIV1, xematut C u ocoGero HTLV1. Western blot Texuukara 0OTXBBPIA Te3¥ (hanunBo
monoXHTENRH pesynratd or ELISA tecra. Ilpexoxunre (amiuBO NONOKHUTENHE DE3YJNTaTH
MOsKe fia ce Jppkar Ha IgM orroBopa KbM BAKCHHATA.

4,6. BpeMeHHOCT H KbPMEHe
He e npunosxpMo.

4,7, Edexrn BHpxy cuocofuocTra 3a modmpane 1 padoTa ¢ MAIIBHH
He e npamoxumo.

4.8. Hexxenann JrekapeTBeHE PeakIuy
HEXEJIAHW PEAKITMW HABIIIOTABAHM ITPY KITMHWYHW UM TBAHIA:
Be30nacHoCTTa Ha TPHBANSHTHHTE HHAKTHBHPAHHE BAKCHHH CpEeINy IDHII ¢ OLCHEHa [0 BpeMe Ha

OTBOPEHN HEKOHTPONMPAHH KIMHUYHY MPOYYBAHH:, NPOBEICHH B Pe3yJITaL.d m;\nla;HeTo 3a
TOAMINHA AKTYANTH3ALNE, BKIIOYBAINM IToHe SO AYINH HA BR3PECT MEXN 8@60"?0111«;?’ HoHe




50 gymm B crapuecka Bb3pacT Ha 61 roamuu u no-pb3pactHu. Onenkara Ha OesomacHocTTa €
H3RBpIIeHAa Ha 6aza DEPBHTE TPH JHK CEX BaKCHHAIHMATA,

Crnepanre HemelaHW peakiyy ca HaOMIOAaBaHH IO BpeMe Ha KIHHMYHA MIMHTBAHHSA CHC
CIIeIHATA HeCTOTa:

Muoro wectn (>1/10); sectn (>1/100, <1/10); mewectn (=1/1000, <1/100); penxu (=1/10 000,
<1/1000); Muoro peaxu (<1/10 000), BrioYBaAINI H30IMPAHY CHOOICHAL.

OpraseH kiac Muoro gecTH gecrn =1/100, HeJecTH penxu MHOIQ pefKH
=1/10 <1/10 >1/1,000, | =1/10,000, <1/10,000
<1/100 <1/1,000
Hapymenns Ha I'masobonue™*
HepBHATA
cacTeMa

Hapynienus na

Wsnoraeaue *

KOKaTa H

DONKORHATR

ThHKAH

Hapymenus Ha Muanrud,

MYCKYJIHO- Aprpanrast

CKeXeTHATA

cHcTEMA H

CLETUHHTETHATA

THKAH

O6mn TeMneparypa,

HapyIIeHAA 0 HepasnoNoKeHne,

ederTH HA BTPHCaHE, YMOpa.

MSICTOTO HA MecTHE peaKi(yu:

npujioxenne 3auepBABaHe,
noxyBase, Gonka,
exumMo3a,
YIIGTHEHHE

* Te3H peakiiay 0OHKHOBEHO IPEMAHABAT B paMkuTe Ha 1-2 nena Ge3 evyeHune

HEXEJAHW PE.

CHLOBHIABAHU OT MOCTMAPKETIHI'OBY HABJIIOJTEHW A

Hexenamute peakupu choOIaBaHH OpH NOCTMAPKETHHrOBM HAOMIONEHWA Ca OO peaKmuuTe,
KOHMTO CBLIO ca GHIH HaONIOAABAHH IIO BpeMe Ha IUIMHHTHH H3IUTBAHHA:

Hapyiitenns ya xpbhBTa H TAMQHAATA CHCTEMA
TpexonHa TpoMGoNHTONSH!S, HpeXonya MIMQaleHONmaTHs

Hapvmenns Ha UMVHHATA CHCTEM2
ANEpriuvHy peakiiie, B PeAKH Clly4ayu BOXSIIN O MOK, aHTHOSAEM




Hapyiienys wa HepBHaTta cicreMa
Heppanrus, mapecresms, ¢eOpinHEH I'bp4YoBe, HEBPONOTHYHH  HApyleHHs,  Kato

eHIedaToMHenHT, HeBpHT 1 cuaApoM Ha Guillain-Barre.

ChIO0BY HapyINeHNA
BacKyNMT acoLMEpaH B MHOTO peIKH CAyYaH ¢ IPeXOJHO 3acsrane Ha On6permre.

Hapyinenus Ha K0kaTa ¥ IOAKOKHATA THKAH
TeHepanusHUpaHH KOXKHH PEaKHHM, BKIIOYHTENHO NPYPUTYC, YPTHKAp¥s MM Hecnerubugen
oOpuB.

4,9 Ilpeno3npane
Maiko BepoATHO € HpeJo3upaHeTo Ja NoBeAe J0 HeOnaronpuareH eqexr.

5 ®PAPMAKOJIOI'HMYHH CBOHCTBA

5.1. ®apMarkogHHAMHYHNA CEOHCTRA

<bapmakorepanestruna rpyna: BAKCHHA CPENTY I'PUTT

ATC xox: JO7TBB02

CeponpoTexuus 0GHKHOBEHO ce MOCTHTa B paMKHTe Ha 2 10 3 ceaMui. IIpoapKHTENHOCTTA
Ha TOCTBAKCHHAIHAA HMYHHTET KbM CHOTBETHHTE IAMOBE HIIH KbM INaMOBe, OIH3KH 10
BaKCHHANHUTE, Bapupa, Ho 06uKHOBEHO € 6 — 12 Mecena.

5.2, dapMaKOKHHETHYIHHA CBOHCTBA
He ca mpumoXKHMH.

5.3. Opeprmannuny A200H 32 0€300ACHOCT.
He ca npmnoiumMy.

6. PAPMAIEBTHUYHY TAHHH
6.1 CnuchK HA MOMOILIHATE BEeNlecTBa

Bydepen pastBop:

. Harpues xnopuz

. Kamner xmopun

. JuratpieB dochaT guxHmpar
. Kamuer mmxunpores gocdar

. Bozga 3a HHxeKuyn

6.2 HecbBMECTHMOCTH
IMopagu nuIca Ha M3CHEBAHHS 33 CBBMECTHMOCT, TO3H JIeKAPCTBEH IPOAYKT He Tpabea rna ce
CMeCBa ¢ APYTH NeKAPCTBEHH MPOLyKTH.

6.3 Cpok Ha TOTHOCT
1 rogmRa.

6.4 CnenuaiHHA YCAOBHS HA CHXPAHCHHE




Ha ce cexpaHasa B xnagunauk (2°C - 8°C ).
Ha He ce 3aMpassasa. CexpanspaliTe CIIPHHIOBKATA BBB BTOPHYHATA OAKOBKA 34 Jia € 3all{HTeHa
OT CBETJIHHA.

6.5 Janan 32 ONAKOBKATA.

0,25 ml cycneHsna B IpefBapHTENHO HAaNbIHEHA CNpPHHLOBKA (CTBKIO THN I) ¢ mpHKpemeHa
HI7I4, CBABPKALA 3adyIlanka Ha OyTanmoTo (enacroMepHa XnepoOpomobyTn) —omakoeka 1o 1,
10, wma 20,

6.6. CniengANHH NpeXNa3HA MEPKH IPH H3XBLPJIAHe H paGoTa
Bceku HeusMON3BaH NPOAYKT H OuagbyeH MarepHajl TpAOBa Ja ce H3XBBPIML B CHOTBETCTEHE ©
MECTHHTE H3HCKBaHHA.

IIpemu ynotpeba BakcHHaTa TpsOBa [a ¢e OCTABH Ja NOCTHIHE CTailHa TeMIepaTypa.
Ha ce pasknaTi npenu ynorpebda,

7. Mme 1 ajpec Ha NPHTEXKATENS HA pa3pelleHNeTO 3a yIoTpeda:
Sanofi Pasteur SA

2, avenue Pont Pasteur

69007 Lyon

bpanuus

8. Homep Ha paspemneHHeTo 3a ynorpeta
980 02 80

9. Jara Ha NBPRO pa3pemaBaHe/NONHOBABAHE HA PA3PEINEHMETO 3a ynoTpeda
ITspso paspemenue: 02.09.1998
HogHoessade ya paspewmennero: 09.09.2003

10. Tara pa aKTyasu3upade HA TEKCTA.
Anpun 2007




