MNPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HME HA JIEKAPCTBEHUA TPOAYKT

Tamiflu 30 mg TBBpaM Kancyau
Tamiflu 45 mg TBBpaM Kancynu
Tamiflu 75 mg tBepau Kancyu

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Tamiflu 30 mg TBEpaM Kancynu

Bcesika TBBbp/1a Karncyia chabpika ozentaMuBup ocdar, KoHTo ce paBHsaBa Ha 30 MY 03eITAMUBHP
(oseltamivir).

3a IBJIHKSA CIUCHK Ha TIOMOIHHUTE BELIECTBA BIKTE ToUka 6.1.

Tamiflu 45 mg TBBpaM Kancynm

Besika TBBbpaa Karcyiia Chabprka 03eaTaMuBup (pocdat, KOHTOo ce paBHABaA Ha 45 mg 03eITaAMUBHD
(oseltamivir).

3a BIHUS CITUCHK HA TTOMOIITHUTE BEIIECTBA BIKTE TOUKa 6.1.

Tamiflu 75 mg tBBpauM Kancynu

Besika TBBpIa Karcyna chabpika ozentaMuBup hocdat, KoiTo ce paBHsIBa Ha 75 mg 03eITaMHUBHP
(oseltamivir).

3a MBJIHUS CITUCHK Ha ITOMOIHUTE BEIIECTBA BHKTE TOUKa 6.1.

3.  JIEKAPCTBEHA ®OPMA

Tamiflu 30 Mg TBBpAM KaTnICyIu
TBBpmaTa Kamcysa ce ChbCTOM OT CBETIOXKBIITO, HEIPO3padHO Tsu10 ¢ orredatad Haamue “ROCHE” u
CBETJIOXKBJITO, HEMPO3payHO Kanaue ¢ ornevyatad Haamuc “30 mg”. [leyaTHuTE HaAMKMCU ca CUHMU.

Tamiflu 45 mg TBBpaUM KarnCyIn
TBBpaarTa Kamcysa ce ChbCTOM OT CHBO, HETIPO3padHo Tsu1o ¢ oTnedaTad Haanuce “ROCHE” u cuBo,
HEIMpPO3payHo Kamaye ¢ oTnevatan Haanuc “45 mg”. [leyaTHUTEe HAANKUCH Ca CUHU.

Tamiflu 75 mg TBEpAM Kamcyau
TBBpaaTa Karncyna ce CbCTOM OT CUBO, HEMPO3padyHo Tsu10 ¢ ornedyarad Haanuc “ROCHE” n
CBETJIOXKBJITO, HEMPO3pAaYHO Kamnaue ¢ oTrnevyaTad Haanuc “75 mg”. [leyaTHUTE HaaMIKMCH ca CUHMU.

4.  KJIHUHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3AHUS

Jleuenue nHa epun

Tamiflu e mokasan npu Bb3pacTHH M A€la, BKIOYUTETHO JOHOCEHH HOBOPOIEHHU, ChC CUMIITOMH,
THITUYHH 32 TPUII, KOTaTO TPUITHHUAT BUPYC IUPKYJIHpa B 001ecTBoTO. JIokazana € epuKacHOCT,
KOTaTo JICYEHHETO 3ar0oYHe JI0 JBa JHU OT HAYaJI0TO HA CHMIITOMHMTE.

IHpogpunaxmuxa na epun

- [ocTexcno3noHHa NpogUIaKTHKA IPH JTUIA Ha Bh3pacT 1 roaquHa WM MO-TOJIEMH clie]l
KOHTAaKT C KIIMHHYHO TUATHOCTHIIMPAH CIIydail Ha TPUII, KOTaTo B OOIIECTBOTO ITUPKYIUPA
TpUTICH BUPYC.



- YMecTHOCTTA Ha npuinokenneTo Ha Tamiflu 3a npoduiakTrka Ha rpuil TpssOBa Aa ce ONpeaess
BBB BCEKHU OTJIEJICH CITydai Ccrioper 00CTOSATEICTBATa U MOy IaIuaTa, M3UCKBala 3amura. [lpu
W3BBHPEIIHU CUTYyaluy (Harp. B CIy4ail Ha HECHBIIAJaHe MEXTy IUPKYTUPAIIUTE U
BaKCHHAJHHUTE BUPYCHH IIIaAMOBE U MPH MaHJIEMUYHA CUTYyaIlHs) OM MOTJIO Ja C€ OOMHCIU
ce30HHA Mo UIaKTHKA IIPH JIKMIA Ha Bh3PacT €Ha TOAMHA WIIH [TO0-TOJIEMH.

- Tamiflu e mokasaH 3a mpoguIaKTHKa Ha TPUII ClIe]l €KCIO3UIIMS TIPH KbpMayeTa Ha Bb3pacT MOJ
1 roxuHa npu U30yxBaHe HA TPUITHA MaHaeMus (BXK. Touka 5.2).

Tamiflu He 3amecTBa OPOTUBOrpUIIHATA BAKCHUHAIIWA.

[IpunokeHneTo Ha aHTUBUPYCHH CPENICTBA 3a JIeYeHNE U MPOo]rIaKTHKaA Ha TPHUII TPSOBaA 11a ce
pelaBa Bb3 OCHOBA Ha oQULMAIHUTE penopbku. [Ipu B3emane Ha pemieHue 3a ynorpeda Ha
03eNTaMUBUD 32 JICYeHUE U MpopuIakTuKa TpsiOBa 1a ce UMa MpeABH/] ChIIECTBYBaIaTa HHPOPMALHS
OTHOCHO XapaKTEPUCTHUKUTE Ha IUPKYIHPAIINTE BUPYCH Ha TPHIA, HATMYHATA HHPOpPMAIUI OTHOCHO
MoOJieJIa Ha 9yBCTBUTEITHOCTTa KbM JIeKapCTBaTa MPOTHUB TPHUI 32 BCEKH CE30H M 3HAYCHHUETO Ha
3a00JsIBAHETO 32 pa3IMYHKUTE reorpadcku 00IacTH U MOIMyJIALMK NauueHTH (BXK. Touka 5.1).

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Tamiflu TBepau kancynu u Tamiflu cycniensus ca GnoekBUBaJICHTHH JieKapcTBeHH (popmu. Jlo3u ot
75 mg morar a ce npuiaratr Win

- KaTo e/lHa Karcyja oT 75 mg, uiu

- KaTo efHa karcysa ot 30 mg mroc eqHa Karcyia oT 45 mg, uiu

- Kato eaHa no3a ot 30 mg itoc enHa 1o3a ot 45 mg cycrneHzusl.

IMpomunieHo npoussenen Tamiflu mpax 3a nmepopanua cycnensus (6 mg/ml) e npeanoynTaHusT
HPOJYKT 32 TIeJMaTPUYHH ¥ Bb3PACTHH MALMSHTH, KOUTO UMAT 3aTPYAHEHUS MIPHU MPETIIBIIAHETO Ha
KarCyJIi, WK KOTaTo ca HEOOXOAUMH TI0-HUCKH JIO3H.

Bw3pacmuu u ronowu na 13 2oounu u no-conemu

Jleuenue: I1pu roHomy (Ha Bb3pacT oT 13 mo 17 roguHmn) v BE3pacTHU MIPENOPhUNTETHATA IIEpopaTHa
Jlo3a € 75 Mg o3enTaMUBUp JBa IIbTU THEBHO B MPOIBIKEHUE HA S5 THHU.

Tenecno terno | Ilpenopbuuresina g103a 3a 5 1Hu IpenopbunTenna no3a 3a 10 xan*
HmyHOKOMIIpOMETHPaHU NallUEHTH

> 40 kg 75 mg nBa IHTH THEBHO 75 Mg aBa IHTH THEBHO

*IpenopbunTenHATa MPOABILKUATETHOCT Ha JIEYEHHE NIPU MIMYHOKOMIIPOMETHPAHH Bb3pacTHU U 1oHouHM € 10 muu. Binxre
Cneyuannu nonynayuu. Hmynoxomnpomemupany TallMSHTH 32 MoBe4e HHOpMAIHs.

Jleuenuero Tp$16Ba Ja C€ 3aI109YHC Bb3MOXKXHO Haﬁ-paHo B paMKHUTC HAa IbPBUTC ABA JHU OT HAYaJIOTO
Ha I'pUIMHUTE CUMIITOMMU.

Ipogunraxmuxa cned excnosuyus: Ilpu roHomu (Ha Bb3pact oT 13 10 17 roguHu) U Bb3pacTHU
NpenopbYUTENHATA 1032 32 MPOPUIAKTHKA HA TPUII cliell OJM3bK KOHTAKT ChC 3apa3eH YoBeK € 75 Mg
03€JITAMUBUP BEAHBK JHEBHO B IpoAbbKeHue Ha 10 1HU.

TesiecHo Terso IIpenopbunTesHa 103a 3a 10 IIpenopbunTenna no3a 3a 10 1au
JHH NMyHOKOMIIpOMETHPAaHH MAIUCHTH

> 40 kg 75 Mg BEeAHBK AHEBHO 75 Mg BeIHBK THEBHO




JledenueTo TpsAOBa /a ce 3amovYHe Bh3MOXKHO Hali-paHO B PAMKHUTE Ha ITbPBUTE [[BA IHA OT KOHTAKTa
ChC 3apa3eH YOBEK.

Ipogunraxmuxa no epeme na epunua enudemus 8 obuecmeomo: Ilpenoppunrtennara g03a 3a
npoQrIaKTHKa Ha TPUTI IO BpeMe Ha eNUJIEMHs B OOIIECTBOTO € 75 mg 03eITaMUBHP BEIHBK THEBHO
10 6 cemvuny (Wiau 10 12 ceAMUIM IPH IMYHOKOMITPOMETHUPAHH MAIlMEHTH, BXK. Touka 4.4, 4.8 u 5.1).

Heduampulma nonyiaauus

Heya na ev3pacm om 1 0o 12 eoounu
3a KbpMaveTa ¥ Jiena Ha Bp3pacT 1 roquHa win no-rosiemu, ca Hanuaau Tamiflu 30 mg, 45 mg u
75 Mg Karcynu u rmepopagHa CyCIeH3Hs.

Jleuenue: 3a neucHue Ha KbpMaucTa U ACHa HAa Bb3PacCT 1 roguHa nim IIo-roJieMu, €€ Mmpernopbp4BaT
CJICAHMTE CXCMH Ha IIpHJIaraHe, KOpUTrupaHu CIIOPE TErI0TO:

TeJsiecHo TerJio IIpenopbunTesnna xo3a 3a 5 1Hu IIpenopbunTenna xo3a 3a 10 auu™
VIMyHOKOMIpOMETHpaH! NaLMEHTH

10 kg mo 15 kg

30 mg nBa IbTH JHEBHO

30 mg nBa IbTH JTHEBHO

> 15 kg no 23 kg

45 Mg 1Ba BT AHEBHO

45 Mg 1Ba BT AHEBHO

> 23 kg no 40 kg

60 mg 1Ba TbTH THEBHO

60 mg 1Ba TbTH THEBHO

> 40 kg

75 Mg 1Ba TbTH THEBHO

75 Mg 1Ba TbTH THEBHO

*TIpenoppunTesHaTa IPOABLKATEIHOCT Ha JICYSHNE IIPH UIMyHOKOMIIpOMeTHpaHy fena (> 1 roxuna) e 10 gan. Bioxre
Cneyuannu nonyrayuu. Mmynoxomnpomemupanu TIaIUSHTH 32 TT0BeYe HH(opMaIys.

Jleuenuero Tp$16Ba Ja C€ 3aII0YHC Bb3MOXKXHO Haﬁ-paHO B paMKHUTC HAa IbPBUTC ABA JHU OT HAYaJIOTO
Ha 'PUITHUTC CUMIITOMMU.

Ipogpuraxmuxa cned excnosuyus: Ipenopruntendara go3a Tamiflu sa mpodumakTika cien

CKCIIO3ULIUS €.

TeecHo Terjo

IpenopbunTenna no3a 3a 10 guu

[penopbunTenna no3a 3a 10 nuu
HMyHOKOMIIpOMETHpaHH NAIUEHTH

10 kg mo 15 kg

30 Mg BeTHBXK THEBHO

30 Mg BeTHBXK THEBHO

> 15 kg mo 23 kg

45 mQ BeAHBX JHEBHO

45 mQ BeAHBX JHEBHO

> 23 kg mo 40 kg

60 Mg BeIHBK THEBHO

60 Mg BeIHBK THEBHO

> 40 kg

75 Mg BeIHBXK THEBHO

75 Mg BeIHBXK THEBHO

Hpod)uﬂakmuica no epeme Ha cpunna enuoemus 6 061/14667’1’1607’1’10: HpO(i)I/IJ'IaKTI/IKaTa 110 BpEMC Ha

TpUITHA eMMIEMHUS He € TIPOyYBaHa MPH Jera Ha Bb3pacT 1o 12 roauHy.




Kvpmauema na ev3pacm 0 — 12 meceya

Jleuenue: TlpenoppunTenHaTa 103a 3a JICUCHHE MTPH KbpMaueTa Ha Bb3pacT 0 — 12 mecerna e 3 mg/kg
JIBa ITbTH JHEBHO. T ce OcHOBaBa Ha (hapMaKOKWHETUYHH JJAHHU W JJAHHU 32 0€30MacHOCT, KOUTO
MOKAa3Bart, ue Tasy Jio3a MpH KbpMadeTa Ha Bb3pact 0 — 12 Mecena ocurypsisa mia3MeHn
KOHIICHTPAIMX Ha MPEJICKApPCTBOTO U aKTUBHUSI META0OJIMT, KOUTO CE OYaKBa J1a Ca KIUMHUYHO
eukacHu ¢ npodua Ha OE30MACHOCT, CPABHUM C TO3H IIPH [TO-TOJIEMH Jiella ¥ Bb3PacTHHU (BXK. TOUYKA
5.2). IIpu kppmadera Ha Bb3pact 0 — 12 Mecelia ce mpemnopbuBaT CIEIHATE CXEMHU Ha TIPUIaraHe:

Tenxecno I[penopbunTesina 103a 3a 5 THu [penopbuntesna no3a 3a 10 qau**
TerJjao* HMyHOKOMIIPOMETHPAHH MMAllUCHTH

3 kg 9 mg fBa MbTH THEBHO 9 mg fBa MbTH THEBHO

4 kg 12 mg n1Ba IbTH JTHEBHO 12 mg nBa bTH JTHEBHO

5 kg 15 mg 1Ba IbTH JTHEBHO 15 mg nBa IbTH JTHEBHO

6 kg 18 mg nBa bTH JHEBHO 18 mg nBa mbTH JHEBHO

7 kg 21 mg nBa IbTH JHEBHO 21 mg nBa IbTH JHEBHO

8 kg 24 mg nBa IbTH JHEBHO 24 mg nBa IbTH JHEBHO

9 kg 27 mg 1Ba IbTH THEBHO 27 mg 1Ba IbTH THEBHO

10 kg 30 mg ABa IbTH THEBHO 30 mg ABa IbTH THEBHO

* Ta3u TabauIa He ChIbpka BCHUKHM BH3MOXKHU TEJIECHH TETJIa 3a Ta3W HOIyJanys. 3a BCHUKH IAI[HEeHTH Ha Bh3PacT 110

1 romuua Tpsi6Ba ma ce u3mon3sa 1o03a or 3 My/Kg, He3aBUCHMO OT TEIJIOTO Ha MarueHTa. JleyeHneTo TpsioBa fa ce 3amovHe
BB3MOJKHO Hal-paHO B PAMKHTE Ha ITbPBUTE ABA JHU OT HAYAJIOTO HA TPUITHUTE CUMIITOMH.

**[IpenopbUnTENHATA IPOIBIDKUTEIHOCT Ha JICUCHHE IPH HMYHOKOMIIPOMETHPaHH KbpMadeTa (Ha Bb3pact 0-12) mecena e
10 gun. Bwxre Cneyuannu nonynayuu. Hmynokomnpomemupanu NAMEHTH 32 oBe4e HHOOpMAIHs.

Te3u mpenopbKu 3a J03UpaHe HE ca MpeIHa3HAUCHH 338 HEJOHOCEHH KbPMaveTa, T.€. TE3HU C
IOCTKOHLIEIIIMOHHA Bb3pacT moj 36 ceamuny. Hsama goctaThbuHO JTaHHY 3a TE3U MAIMEHTH, Thi KaTo
3a TAX MOXeE JIa C€ HAJIOKH PAa3IMYHA J03UPOBKA MOPAIH HEJOPA3BUTOCT HA (PU3NOTIOTHIHHUTE
¢dhyHKUIMN.

Iocmexcnosuyuonna npoguraxmuxa: IpenopeunTeiiHaTa 103a 3a MPOPUIAKTHKA IPU KbpMaUueTa Ha
BB3pacT mox 1 roguna rpu n30yxBaHe HA TPUITHA ITAHJEMUSI € TIOJIOBHHATA OT JIHCBHATA 11034 3a
nedeHue. Ts ce OCHOBaBa Ha KIIMHWYHHM JJAHHH MTPH KbpPMayeTa U Jiella Ha Bb3pacT | ronHa WU T0-
roJIeMHU ¥ BB3PACTHH, 32 KOUTO € J0Ka3aHO, Ue MPoQUIIaKTHYHA 1033, CKBHUBAJICHTHA Ha ITOJIOBUHATA
OT JIHEBHATA /1032 3a JICUCHHUE, € KIIMHUYHO e(UKacHA 32 MpoduIakThKa Ha rpull. [Ipu kbpMadeTa Ha
BB3pacT 0 — 12 mMecena ce mpemnoph4Ba ciaeIHaTa CXeMa Ha Ipuiiarale 3a npo(uiakThKa, aJanTipaHa
cIiopen Bb3pacTTa (BXK. ToUKa 5.2 3a CUMYyJIaIisl Ha eKCITO3UITNS).

Bn3pact IpenopbunTtenna no3a 3a 10 IpenopbunTenna no3a 3a 10 1au
JTHA HMMyHOKOMIIpOMETHPAHU MAIUEHTH
0 - 12 mecena 3 mg/kg BeHBK JHEBHO 3 mg/kg BeHBK JHEBHO

Tasu mpenopbka 3a J03UpaHe He € MpeHa3HAUCHA 32 HEIOHOCCHH KbpPMAaYeTa, T.¢. TE3H C
MOCTKOHIIETIIMOHHA Bb3pacT noja 36 ceamuiiy. Hama 1ocTaThuHO AaHHH 32 TE3H MAIlMEHTH, Thil KaTo
3a TSIX MOXE JIa C€ HAJIOKH Pa3IMYHa T03UPOBKA MOPAIH HEJOPA3BUTOCT Ha (PH3UOJIOTUIHUTE
(GYHKIIH.

Ipoghunaxmuxa no epeme na epunna enudemusi 8 0owecmeomo:. IlpodunakTukara Mo BpeMe Ha
TpUITHA eNUJIeMHs He € TIpoyYBaHa Npu Jiena Ha Bb3pact 0-12 meceria.

3a YKa3aHusl OTHOCHO NPUTOTBAHCTO Ha CKCTCMIIOpAaJIHaTa (bopMa BHJKTE TOYKa 6.6.



CruenuaiHy TONyJIaITuu

Yeproopobno yspedcoane

He ce usuckBa kopurupane Ha 703aTa 3a JICYCHHE WM NPOQUIaKTHKA TP MAIUCHTH ¢ HApyIIeHa
yepHoapoOHa GyHKIms. He ca mpoBexIaHu MPOyYBaHHs MPH MEIUATPUYHH MAIUSHTH C YSPHOIPOOHO
HapylIlIeHHE.

bvopeuno yspeacoane

Jleuenue na epun: TlpenopbuBa ce KOPUTUPAHE HA J103aTa PH Bh3PAcTHH U FOHOIIHN (Ha Bb3pact oT 13
10 17 roauHN) ¢ yMEpEHO WITH TEXKO OBOpeuHo yBpexaane. [IpenopbunTenHuTe 103U ca
MPEJICTAaBEHH MTOIPOOHO B TaOIMIIaTa TIO-I0ITY.

KpeaTHHHHOB KJIMPBHC IIpenopbunTe/HA 1032 32 JIeUeHHe
> 60 (ml/min) 75 Mg 1Ba IbTH THEBHO
> 30 1o 60 (ml/min) 30 mg (cycrieH3us WK KamcyJiu) Ba IbTH
JIHEBHO
> 10 go 30 (ml/min) 30 mg (cycreH3ust Wi Karcyiu) BeAHBK JHEBHO
<10 (ml/min) He ce mpenopbuBa (HsiMa TaHHH)
[TanueHT Ha XeMOIUaIH3a 30 mg ciex BesKa cecusl Ha XeMOIualin3a
[TarieHTH Ha TIEPUTOHEATHA 30 mg (cycrieH3us Wik Karcyiin) eIHOKpaTHa
nuanuza* J103a

* JTaHHHTE ca MOJIy9IEHH OT IPOYYBAHKS PH MALMCHTH Ha IPOJIbIKUTEIHA aMOyJIaTOpHa EPUTOHEATHA
nuanusza (CAPD); ouakBa ce KIMPBHCHT Ha 03€ITaMUBHP KapOOKCUIAT 1a ObJIe MO-BHCOK, KOTaTo Ce MpHiara
aBTOMaTUyHa nepuroneanda auanusa (APD). Haunnbt Ha neyenue Moxe 1a ce npomenu ot APD na CAPD,
ako HepoIOrbT CUMTa TOBA 32 HEOOXOIMMO.

Ipogdhunaxmuxa na epun: lpenopbuBa ce KOPUTHPAHE HA J]03aTa NP Bh3PACTHH U FOHOIIH (Ha
BB3pacT oT 13 10 17 TOAuHM) C YMEPEHO MIIH TEXKKO OhOPEUHO YBpPEKIaHE, KAKTO IMOIAPOOHO €
MPEJICTABEHO B Ta0IMIIATa TI0-TIOITY.

KpeaTHHHHOB KJIMPBHC IIpenopbunTeHA 1032 32 NPOPUIAKTHKA
> 60 (ml/min) 75 M@ BeIHBK THEBHO
> 30 1o 60 (ml/min) 30 mg (cycrieH3ust WM KaIlCyJin) BEIHBXK JTHEBHO
> 10 mo 30 (ml/min) 30 mg (cycneH3us WM KarcyJju) npe3 AeH
< 10 (ml/min) He ce nmpenopbuBa (HAMa JaHHN)
[ManmenT Ha XeMoHanu3a 30 mg crex Besika BTOpa cecHsi Ha XeMOAUAIN3a
[TareHTH Ha TIEPUTOHEATHA 30 mg (cycrieH3ust Wi KarCcyin) BeIHBK
Juanusza™ CEIMUYHO

* JlaHHUTE Ca MOJTYy4EHU OT NPOYYBAHUS NPH MAMEHTH HA MPOIBIKUTENHA aMOyIaTOPHA MEPUTOHEATHA
muanu3a (CAPD); oyakBa ce KIMPBHCHT Ha 03€ITaAMUBHP KapOOKCHIIAT 1a ObJIe MO-BUCOK, KOI'aTO Ce IpHiara
aBTOMAaTHYHa epuToHeanHa quanusa (APD). HaunusT Ha nedenne moxe aa ce mpomenu ot APD na CAPD,
ako He(poIOrbT CUKMTa TOBA 32 HEOOXOJMMO.

Hsma qoctarsuHo KIMHWYHA JaHHY IPY KbpMaueTa U Jaera (Ha Bb3pacT 12 ToIuHM U ITO-Mallku) ¢
OBOpeYHO yBpeXkKIaHe, 3a 1a MOXKE J1a CE HAIPaBsIT MPEIOPHKU 33 JO3UPOBKATA.

Cmapuecka 6v3pacm
He ce u3uckBa kopurupane Ha 103aTa, OCBEH aKO HAMA JaHHU 332 YMEPEHO HJIH TEKKO OBOpeyHO
YBpEXKAAHE.

HmyHOKomnpomemupaHu nayuermu

Jleuenue: 3a neYeHUE HA TPHUIL, IPEIOPHUUTETHATA MIPOABIDKUTEITHOCT IIPH HMYHOKOMIIPOMETUPAHH
narenTy € 10 gam (BXkK. Touku 4.4, 4.8 u 5.1). He ce manara kopurupane Ha go3ata. Jleduennero
TpsOBa Ja ce 3aloYHe Bh3MOXKHO HAl-Obp30 B paMKHTE Ha ITLPBUTE JBA THU OT MOSBATa Ha
CHUMIITOMHUTE HA TPHII.



Cesonna npoghunaxmuxa: TIpyu IMyHOKOMITIPOMETHPAHU MAIECHTH € OLICHIBAHA ITO-TTPOIBIDKUTETHA
ce30HHa mpodmnakTrka 10 12 ceamunu (Bx. Touku 4.4, 4.8 u 5.1).

HauuH Ha npuioxxeHue

[Iepopanno npunoxxeHue

IMarenTHTE, KOUTO HE MOTAT Ja TOTIBINAT KAICyIIH, MOXKE [ IMoaydaBar moaxonsmd go3u Tamiflu
CyCIECH3USL.

4.3 TlpoTuBomoka3zaHus

CBpPBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO HIIH KBM HIKOE OT MOMOIIHUTE BEIECTBA,
n30poeHH B Touka 6.1.

4.4 CneuuajiHu mpeIynpe:kieHus U NpeAnasHu MepKU Npu ynorpeda

OszenramuBHp € eUKaceH caMo Cpelly 3a00JsIBaHe, MPUYMHEHO OT TPHUITHU BUpycH. HsiMa naHHu 3a
e(pUKaCHOCT Ha 03eNTaMHUBUP IpH 3a00JsBaHe, IPEAN3BUKAHO OT APYTH NPUUYNHHUTEIN OCBEH
BUpYyCHUTE Ha rpuma (Bx. Touka 5.1).

Tamiflu He 3amecTBa poTHBOrpUnHATa BakcHHanus. Ynorpedara Ha Tamiflu ue TpsiGsa na nosnussa
Ha OIICHKATa Ha XOpaTa 3a €KEroJHO BAKCHHUPAHE IPOTHB TPHIIL. 3allMTaTa CPEIly IPHIT IPOABIIKaBa
camo mokaro ce npraara Tamiflu. Tamiflu tps6sa ma ce u3mon3sa 3a meuenue U MPOQUITAKTHKA HA
IPHIT CAMO KOTaTO HAJICHKIHN €MTUIEMHOIOTHYHN TAaHHH TTI0Ka3BaT, 4e B OOIIECTBOTO [IUPKYJIHPA
IPHIIECH BUPYC.

VY CTaHOBEHO €, Y€ YyBCTBUTEIHOCTTA Ha [UPKYIUPAIINTE IAMOBE TPHITHH BUPYCH KbM 03€JTaAMHBUD
Bapupa 3HaunTenHo (BK. Touka 5.1). [Topamu ToBa, Korato pemasar fajiu ga usmoiassar Tamiflu,
IpEAMMCBAIIUTE JICKapH TPAOBa Jla B3eMart IPeIBH/I Haii-CKOpOIIHATa HATHYHA HH()OPMAITHS 32
XapaKTEPUCTHKUTE HA YYBCTBUTEIHOCT KbM O3€JITAMUBHP Ha IUPKYIMPALINTE B MOMEHTA BUPYCH.

TeXKO ChITBTCTBAIO CHCTOSHUE

Hsama I/IH(I)OpMaLII/ISI OTHOCHO 0€30IMaCHOCTTA U e(l)I/IKaCHOCTTa Ha O3CJITAMUBUD IIPU MANUCHTHU C
TOJIKOBA TEKKO MJIM HECTAOMITHO O0JIECTHO CBCTOSAHHUE, Y€ Ja CC CUMUTAT U3JI0OKCHU Ha HEIIOCPEIACTBEH
PHUCK, KOMTO Hajlara XOoCIHUTaInu3aIlysl.

HmyHOKOMIpOMETHpaHH NaldeHTH
EdukacHocTTa Ha 03eNTaMUBHP MPH JICYCHUE WITH MTPOPIIIAKTHKA HA TPUTI MPH
UMYHOKOMIIPOMETUPAHH TAI[MEHTH HE € KaTeTOPUYHO YCTaHOBEHA (BXK. Touka 5.1).

ChplieuHo/pecnupaToOpHO 3a00IsIBaHe

EdukacHocTTa Ha 03eITaMUBHP MPH JICUSCHHUE HA JINIA C XPOHHUYHO ChPJICYHO 3a00JIsIBaHE H/UITH
pecnupaTopHO 3a00JsBaHe HE € ycTaHOBeHa. He e HaOmro1aBana pas3iiika B 4ecToTaTa Ha
YCIIOXKHEHHUSATA MEXK Ty TPYIHUTE Ha JICUCHHE U Ha TuTare00 IpH Tas3| Mmomyanus (Bx. Touka 5.1).

[eaunaTpuyHa mOMyNaIUs
TToHacTosIIeM HIMa TaHHH, KOUTO J1a TIO3BOJIAT JIa CE HAIIPABU MPENOPHKa 3a JO3UPOBKATA MPH
HEJOHOCEHH Jiena (MMIOCTKOHIEHIIMOHHA Bb3pacT < 36 CeMHMIIN).

Texko OEOPEYHO YBpEXkKIaHE

IIpemopruBa ce KOpUrHpaHe Ha J03aTa 3a JieueHrne U IpoduIakThKa Mpy IOHOMH (Ha BB3pacT ot 13
1o 17 ropuHM) ¥ BB3pACTHU C TEKKO ObOpEUHO yBpekaaHe. Hsama mocTaThbuHO KIMHUYHA JaHHU TPH
KbpMaueTa 1 Jiena (Ha Bb3pacT | roinHa Wiy Mo-ToJIeMH) ¢ ObOPEYHO YBpEKIaHe, 32 J]a MOTaT J1a Ce
HanpaBsIT NPENOPBKH 32 T03UPOBKaTa (BXK. Touku 4.2 u 5.2).




HeBpo-nicuxu4Hu crouTust

Nma cro0ieHns 3a HeBpO-TICUXHYHH CHOUTHS TI0 BpeMe Ha npuiiokenue Ha Tamiflu npu manuenTty ¢
rpurl, 0cOOEHO TP JieTia U I0HOMIHU. Te3u ChOUTHS ca HaOII0AaBaHu ChINO U MIPU MAIIMEHTH C TPHIT 0€3
MPUJIOKEHUE Ha o3enTaMuBHp. [lanmenTuTe TpsiOBa BHUMATEIHO J]a ce HAaOIIoAaBar 3a MPOMEHH B
TIOBEJICHUETO, KaTO MOJI3UTE U PHUCKOBETE OT NMPO/IbIDKaBaHE HA JICUCHHETO TPIOBa BHUMATEIHO Ja Ce
TPEIEHSBAT IIPH BCEKHU TAIUeHT (BXK. Touka 4.8).

45 BzaumopneiicTBHE ¢ APYTd JeKAPCTBEHH NMPOAYKTH U APYru opMu Ha B3auMoJelicTBHE

BB3 ocHOBa Ha (papMaKOKMHETHYHUTE CBOMCTBA HA O3EITAMUBHD, KATO HUCKATa CTETICH HA CBhP3BaHE
C IpOTenHUTE 1 MeTabou3bM, He3aBUCHM OT CYP450 u rirokypoHHIa3HUTE CHCTEMH (BXK. TOYKA
5.2), MOXe J1a ce TIPEIIIONIONKH, Y€ KITMHUIHO 3HAYNMUTE JICKAPCTBCHHU B3aUMOCHCTBUS UPE3 TE3U
MEXaHU3MHU HE Ca BEPOATHHU.

IIpobenenmn
He ce u3nckBa kopurupaHe Ha J03aTa, KOraTto ce mpujiara ¢IHOBPEMEHHO ¢ IPOOCHEIU T ITPH

MAIUCHTH C HOpMaiTHa ObOpeuHa QpyHKIMs. EMHOBpEMEHHOTO MPUIIOKEHUE HAa TPOOCHEIN, MOIICH
WHXUOWTOP Ha aHHOHHUTE ITHTHIIA Ha OBOpedHaTa TyOyiHA CEKPEIUs, BOIH 0 OJIM30 TBYKPATHO
yBEITMUEHNE Ha EKCIO3HIIMATA Ha aKTUBHHS META0OIUT Ha 03eJITAMUBHP.

AMOKCUIIMINH
O3zentaMuBHp HAMA KHHETHYHO B3aUMOCHCTBUE C aMOKCHIIMIINH, KOHTO c€ STMMHUHHPA TTO CHITHS
BT, KOSTO TIOKA3Ba, Y€ B3aUMO/ICHCTBHETO HA 03EJITAMUBUP C TO3U BT € CIIa00 M3Pa3eHO.

br0pedno ennMuHIpane
KinHu4HO 3HaYMMU JIEKAPCTBCHH B3aMMOCHCTBHYS, BKIIOYBAIN KOHKYpHpaHe 3a ObOpeuHara

TyOyJIHa CEKpEIHsl, Ca MAJIKO BEPOSTHH MOPa Iy U3BECTHATA IPAHUIIA HA OE30MACHOCT Ha MOBEYETO OT
TE3H JICKApCTBA, CBOWCTBATA HA CTMMUHUPAHE HA aKTUBHUS METabOIHUT (TIIOMEpYITHA (QUITpaIus U
AQHMOHHA TYOYyJIHa CEKpelusi) ¥ Bb3MOXKHOCTUTE Ha T€3U IBTHIINA 3a eKCKperus. TpsoBa na ce
BHUMaBa 00aue, KOraTo ce MpeMUCBa 03eNTaMHBHP HA JIUI[A, KOUTO MPUEMAT JIEKApPCTBa ¢ TECHU
TEpaneBTHYHU TPAHUIH, SKCKPETUPAIIHN CE TI0 CHIIUTE MBTHUIIA (HATP. XJIOPIPOIAMHUJI, METOTPEKCAT,
(heHnnOyTa3oH).

Jonbaautenna uHhopManus

He ca nabmonaBanu papMakOKMHETHIHN B3aUMOACHCTBUS MKy 03€ITaMHUBUD WIH TTIABHUS MY
MeTaboJIHT, KOTaToO 03eNTaMHUBUp CE IpHJIara €AHOBPEMEHHO C IapaneTaMod, aleTHICAIUIMIOBA
KHCEJIMHA, TUMETHIUH, aHTHAIUIN (MarHe3neB U aTfyMHUHHEB XUAPOKCHA U KaJIUEeBH KapOOHATH),
puMaHTaauH win BapdapuH (IIpu JIuLa, CTAOWIHY MIpH JiedeHue ¢ BaphapuH u 6e3 rpum).

4.6 @eprTuauTeT, OPpeMEHHOCT U KbpMeHe

BpemenHocT
I'pumrbT ce CBBP3Ba ¢ HEXENAaH U3X0]1 32 OPEMEHHOCTTA | 3a TUI0Ja C PUCK OT 3HAYUTEITHA BPOICHU

MaopMaInuy, BKIFOYATEITHO BPOJICHU ChpACUHH MedekTH. ['omsm o0eM naHHM 32 OpeMEHHH KEHU C
SKCIIO3HIIUS Ha 03€JTaAMHUBUD OT MOCTMAPKETHHIOBH ChOOIICHHS 1 00CEPBAIIMOHHH MIPOyYBaHus (3a
n3xona Ha moseue ot 1 000 ciryyast ¢ eKCIO3HUIMS TIPE3 IIbPBUS TPUMECTHP) HE TIOKa3BaT
MasihopMaTBHA WK (eTaTHa/HeOHATATHA TOKCHYHOCT Ha 03€ITAMUBUP.

B enno obcepBaiinoHHo Mpoy4BaHe, odade, Makap 1 6€3 TOBHUIIICHUE Ha OOITUS PUCK OT
MashopMalnu, pe3yTaTUTE 3a 3HAYUTEITHN BPOJICHH ChPACYHU Ne(EKTH, TUATHOCTUIIMPAHU B
pamkuTte Ha 12 Mecera ot paxkaHeTo, He ca yoeauTenHu. B ToBa mpoy4yBaHe 4ecToTara Ha
3HAYMTEITHN BPOJACHU ChPACUHH Ae(EKTH CIIel EKCIIO3UINS Ha O3EITAMUBHP 110 BPEME Ha ITHPBHUS
tpumecThp € 1,76 % (7 kppmauera ot 397 OpemenHocTn) B cpaBueHue ¢ 1,01 % npu OpemeHHOCTH
6e3 excrio3uiyst ot obmrara nomysnarws (Odds Ratio 1,75, 95 % nosepurenen unrepsan 0,51 1o 5,98).
Hsma sicHOTa OTHOCHO KJIIMHMYHATA 3HAYUMOCT Ha Ta3d HAXOJKa, Thi KaTO MPOYYBAHETO € C
orpaHHY€Ha CTATUCTHYECKa MOIITHOCT. ChIIO Taka TOBA MPOYYBAHE € TBHP/IE MAJIKO, 3a Ja CE OIEHAT
HAJICKTHO OT/ACITHUTE BUOBE 3HAYMTENHU Mandopmarpn. OCBEH TOBA, EHUTE C EKCITO3UIINSA HA



03eITAMUBHUP | JKEHU 0€3 €KCIIO3UIIHS HE MOTaT Ja ObIaT HAITBJIHO CPaBHUMH, OCOOEHO 10 TOBA JTaTh
ca UMaJIi TPUI WIN HE.

[IpoyuBanusiTa nNpu >KHBOTHU HE TIOKA3BaT PENPOIYKTUBHA TOKCUYHOCT (BXK. TOUKa 5.3).

ITpu HEOOXOAUMOCT MOXKeE Ja ce 0OMuUCTH aa ce nprmoxu Tamiflu mo Bpeme Ha GpeMeHHOCT U citeq
KaTo ce B3eMe I10]] BHUMaHHEe HaJIMYHATa HH(POpPMaIHs 32 0€30IacHOCTTA U 3a Noy3aTa (3a JaHHH
OTHOCHO TI0J13aTa MPpH OpEeMEHHH >KeHH MOJIs, BIDKTe Touka 5.1 ,,Jledenne Ha rpum npu OpeMeHHH
KEHHU”), U MATOreHHOCTTAa Ha IIUPKYJIUPAIIHS IIaM TPHITCH BUPYC.

Kopmene
O3zentaMUBHp U aKTUBHHSIT METa0OJIUT C€ EKCKpEeTHpaT B MIIIKOTO Ha TUTHXOBE ¢ JakTanus. Mima

MHOTO OTpaHruYeHa HH(OpMaIus 3a Jiela, KbpMEHH OT MalKH, KOUTO TIpUeMaT 03eITaMUBUD, U
OTHOCHO €KCKpELHUATA Ha 03€ITaMUBHUP B KbpMaTa. OrpaHUYCHH TaHHU MTOKA3BAaT, Y€ O3€JITAMUBUP U
AaKTUBHUSAT My METa0OJUT ce OTKPUBAT B KbpMaTa, HO HUBATa Ca HUCKHU, KOETO O JTOBEJIO 10 IPHEM
Ha cyOTepaneBTHYHA J103a OT KbpMadeTo. Karo ce nMa npenBua Ta3u nHPOpMAIUs, MATOreHHOCTTa Ha
UUPKYJIUPAIINS 11aM Ha TPUITHUS BUPYC U OCHOBHOTO ChCTOSIHUE HA KbPMEILATa KEHA, MOXKE J1a Ce
0OMEICITH TIPIIJIOXKEHHE Ha 03€ITAMUBHUP, KOTATO MMa KaTerOpUYHA TIOTCHIIMATHA 110132 32 KbpMEITUTE
MakKu.

DepTUnuTeT
B®3 ocHOBA Ha HEKJIMHUYHHUTE JaHHH, HAMA JoKa3zaTeacTsa, ue Tamiflu okassa ehekT BEPXY MBKKHUSL

WIIN JKEHCKUS pepTunuTeT (BXK. Touka 5.3).

4.7 EdekTH BbPXY cOCOOHOCTTA 32 mo¢upaHe u padoTa ¢ MAIIMHH
Tamiflu He moBnUsABa criocoOHOCTTA 3a MmodupaHe u padboTa ¢ MaIIuHU.
4.8 HexenaHu JeKaApCTBEHH pPeaKkuu

O606uienre Ha npoduna Ha Ge30MacHOCT

OO6muaT npodui Ha 6e3omacHocT Ha Tamiflu ce ocHoBaBa Ha naHHu OT 6 049 BB3paCTHU/IOHOIIN U
1 473 neguaTpuyHy ManueHTH, JekyBanu ¢ Tamiflu unm mmare6o 3a rpur, u Ha JaHHA OT

3 990 BB3pacTHH/IOHOIN U 253 MeANMaTPUYHU MalMeHTH, moiay4yaBaiu Tamiflu unu nmane6o/6e3
JeueHue 3a MpoUIAKTHKA Ha TPHII 110 BpeMe Ha KIIMHUYHUTE MPoy4YBaHus. B nonbixenue, 245
MMYHOKOMIIPOMETHPAHH TAHEHTH (BKIOUUTEIHO 7 1oHOIH U 39 mera) moayuasat Tamiflu sa
JIeYCHUE Ha TPHIL, a 475 UMyHOKOMIIPOMETUPAHH MAIlMEHTH (BKIFOYMTENHO 18 mena, oT kourto 10 Ha
Tamiflu u 8 Ha mmane60) ca nomyyasanu Tamiflu wim mnanedo 3a npoduIakTUKa Ha TPUIL.

[Ipu BB3pacTHU/FOHOITN Hali-uecTo ChoOmaBaHuTe Hexenanu peakiuu (HP) ca ranene u nospbinane
B IPOYYBAHUATA 32 JICUEHUE, U TaJIeHe B TPOy4YBaHuUsATA 3a npodunakruka. [loBeyero ot ez HP ce
ChOOIIABAT B CAMHUYHHU CIIydau Ipe3 MIbPBUS WM BTOPHUS JCH OT JICUCHUETO M OT3ByYaBaT CIIOHTAHHO
1o 1-2 nuu. [Ipu nena Haii-uecTo choOIlaBaHaTa HeXKellaHa peakiys ¢ MmoBpbiane. [Ipy noBeyeTo
nanuenTH, Te3u HP He ca moBenu 10 npeycraHoBsiBane Ha jgedenuero ¢ Tamiflu.

CrnenHuTe CepHO3HU HEXEJAHH PEaKIny ca ChOOIIaBaHU PSAKO ClIe IMyCKaHeTO Ha 03eITaMUBHD Ha
naszapa: aHapWIaKTUYHU U aHa(QUIAKTOUIHN PEaKUH, YePHOIPOOHU HapyleHus (pyIMUHAHTEH
XeMaTHUT, HapylIeHHe Ha YepHOAPOOHaTa (GYHKIHS U KBJITCHHULA), AHTHOHEBPOTHYEH OTOK, CUHAPOM
Ha Stevens-Johnson u TokcuyHa enuaepMaiHa HeKpOJin3a, CTOMAIIHO-YPEBHO KbPBEHE U
HEBPOIICUXUYHU HAPYLICHUSL.

(OTHOCHO HEBPOIICUXUYHUTE HAPYILIEHHUS BXK. TOUka 4.4.)

Tabnu4eH CIMCHK HA HEWENAHUTE PEaKIHU
W36poenunTe B TabnuiuTe Mo-10ay HP cragaT KbM CIIeIHUTE KaTeropuu: MHOTo dectu (> 1/10), gectn

(> 1/100 mo < 1/10 ), meuectn (= 1/1 000 mo < 1/100), peaxu (= 1/10 000 mo < 1/1 000) u MHOTO penku
(< 1/10 000). HP ce BKIIOYBAT B CHOTBETHATA KATETOPHS B TAOIHITUTE CIIOPE COOPHUS aHAIIN3 OT
KJIMHUYHKUTE [IPOYYBAHUS.



Jleuenue u npoghunaxmuxa Ha cpun npu 6b3PACHHU U TOHOULLL.
[Ipu npoy4dBaHusTa 3a IeYCHUE U MPOPIIAKTHKA IPHU Bh3pacTHU/0HOIHU, HP, KONTO BH3HUKBAT Haii-
YeCTO IPH NpenopbunTeIHaTa 103a (75 MY 2 TbTU AHEBHO 3a 5 JHM 32 JICUeHUE U 75 MQ BETHBK
JTHEBHO B IPOABKCHUE HA 6 CeIMUIIM 32 MPOo(UITaKTHKA), ca mokazanu B Tabnmma 1.

[podmrbT Ha Ge30MaCHOCT MPH JIMIIA, KOUTO ca MOTydYaBaid NpernopbynTenHara go3a Tamiflu za
npodmirakTaka (75 MY BeIHBX JTHEBHO B IPOABIDKEHHE HAa 6 CEMHUIIN), € KaYeCTBEHO MOA00eH Ha
TO3H, HAaOJII0JJaBaH MPU MPOYYBAHUATA 32 JICUCHHE, HE3aBUCHMO OT ITO-TOJISIMATA MPOIBIKUTEITHOCT
Ha MPUJIOKEHHUE NP NPOYUBAHUATA 32 NPO(UITAKTHKA.

Ta6iuna 1 HexesiaHu peakuuu Npu Npoy4YBaHusTa, nsciaeapamm Tamiflu 3a neyenune u
Npo¢uIaAKTHKA Ha TPUII IPH B3PACTHH U IOHOIIHN WJIM 110 BpeMe Ha
NOCTMAPKETHHI0OBOTO HA0JII0cHUE

Cucremo- He:kenanu peakuum cnopej 4ecToraTa
OpraHeH KJjac MHoro yecT YecTHn HeuvecTn Peaxu
(COK)
Nudexuun n Bponxwur,
HHpecTANMA Xepmnec
CUMILIIEKC,
Hazodapusrur,
WNuadexnun Ha
TOpHHTE
TUXaTEHN
TBTHIIA,
Cunysur
Hapyumenus Ha TpomboruToneHus
KPbBTa U
aumHaTa
cucreMa
Hapyumenus Ha Peaknus Ha AHadwmrakTHaHA
HMYHHATA CBPBXUYYBCTBHUTEN | PEaKIHy,
cucremMa HOCT AHapunakTouaHA
peaxiuu
IIcuxuunmn AockHTanus,
HapyLIEeHUs OtkIoHeHUs B
MOBEJICHUETO,
TpeBoXHOCT,
O06mbpkBane,
Hanyauoctu, denup,
XamonuHaIus,
Kommapu,
CamoHapaHsBaHe
Hapymiennss na | ['maBobosme bescbHue [IpoMeneHO HUBO
HepBHaTa Ha Ch3HAHHE,
cucremMa I"'spuoBe
Hapymenns Ha 3puTenHo
o4uTe HapyLIeHHe
Chpaeunn Copreuna
HApYLIEHHUs ApUTMUS
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Cucremo-

Hexenann PE€aAKIMM CITopea YecToraTra

OpraHeH KJac MHoro yecTn YecTn Heuectn Penxn
(COK)
PecniupaTtopun, Kamnuna,
IPBHAHU U Br3naneno
MeIUACTHHAIHU T'BpIIO,
HApPYIICHUA Punopes
CroMaIHo- T'agene [ToBpbiiane KspBene ot
YpeBHH Kopewmna 60om1ka CTOMAIITHO-YPEBHUSA
HApPYIIEHUSs (BKJ1. OoTTKa B TPakKT,
ropHara 4acT Ha XemoparudeH
KopeMma), KOJIUT
Jucnerncus
XenaTroonauapH [ToBumenu OyIMUHAHTEH
W HAPYIIECHHUSs 4epHOAPOOHH XCTIATHUT,
CH3UMHU YepHoapobHa
HEZ0CTaThYHOCT,
Xenatut
Hapymenns Ha Ex3ema, AHTHMOHEBPOTHYEH
KoKaTa u Hepmarur, OTOK,
MOAKOKHATA O6pus, Eputema
ThKaH Yprukapus MyITH(OPME,
CunzipoM Ha
Stevens-Johnson,
Tokcuuna
enuIepManHa
HEKpOJn3a
Oomm Bonka
HApYLICHUA U 3amaiiBaHe (BKIIL.
edexTn Ha CBETOBBPTEK),
MSICTOTO HA YMmopa,
NpHUJI0KEeHHe [upexcus,
bonka B
KpallHUIIUTE

Jleuenue u npogunaxmuxa na epun npu deya.

0610 1 473 aeua (BKIIOYUTEIIHO MHAYE 3paBH Jielia Ha Bb3pacT 1-12 roauHM U Jela ¢ acTMa Ha
BB3pacT 6-12 roJuHM) ca y9acTBAIH B KIIMHUYHU MPOYYBAHUS HA 03E€ITAMHUBHP 32 JICUCHHUE HA TPHIL.
Ot 11x, 851 nena ca moiryuaBaiy Je4eHUe ¢ 03enTaMuBUp cycrieH3us. Oomo 158 nera ca nonyyasanu
npenopbunTenHaTa go3a Tamiflu Beaus:k gHeBHO B poyuBaHe 3a MPO(HUIAKTHKA CIIE EKCIIO3UIIHS B
nomakuHcTBaTa (N = 99), 6-ceMUYHO NeIUaTpPUYHO MPOYYBaHE 32 Ce30HHA npodmiaktuka (N = 49) u
12-ceqMUYHO MIEAMATPUYHO MTPOYYBAHE 32 CE30HHA MPOQPUIAKTHKA TPH UMYHOKOMITPOMETHPAHU JIUIIA

(n = 10).

Ta6n1/1ua 2 MoKa3Ba Hal-4eCcTo C’LO6I]_IaBaHI/ITC HP ot NEAUATPUIHUTC KIIMHUYIHU [TPOYYUBAHUA.
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Tadonuua 2 HekelaHH peaKUUu NMPH MPOYYBAHUSITA, H3CJIeABAIIM NPHIoKeHHeTo Ha Tamiflu

3a JieueHHe U NPOoQUIAKTHKA HA TPUII PH Jiena (T03MPOBKA criopes

Bb3pactTa/Tersioro [30 mg mo 75 My BenHb:K THEBHO|)

Cucremo-opranen

He:xenann PC€aAKIMUA ClIopea YecTorara

oyuTe

(BKJI. 3aUepBEHU
04U, CEKpeIus
OT OKOTO U
0oJIKa B OKOTO)

kiaac (COK) MHoro yecTu Yect Heuectu Penku
HNudexnun u Otur Ha

uHecTanun CPEHOTO YXO

Hapymenns Ha I'maBoGomue

HepBHATa cHCTeMa

Hapymenns Ha KonroukTHBHT

Hapymenns Ha

Bbonxka B yxoTo

Hapymenune Ha

ropHaTa 4acT Ha
Kopema),
Jlucnencusi,
Tanene

YXOTO M Ta0UPHUHTA ThIIAaHYEBATA
MeMmOpaHa

PecniupaTopHu, Kanutnna, Punopes

TPbIHU U Hazanna

MeIUACTHHAIHU KOHTECTHS

HapyHIeHUsl

CromamHo-uypeBHu | IToBpbinane Kopemna 6omka

HApYIIEeHHS (k1. GoJTKa B

Hapymenus Ha
KOKaTa u
NMOJIKO0KHATA ThKaH

Jepmatut (BKIIL.

aJepruycH U
aTONMYCH
JIEPMAaTHT)

Onrcanve Ha 30paHN HEXKETAHU PEaKITHH

Tcuxuynu napyuenus u HApYWeHUst Ha HePEHAMA CUCTHeMA
['pumbT MOXe J1a € CBbp3aH ¢ Pa3IMYHN HEBPOJIOTHYHH U TIOBEICHYCCKH CUMIITOMH, KOUTO MOTaT Jia
BKIIFOYBAT CHOUTHS KaTO XATIOIMHAIIUIY, IEIMPUYM H HEOOWYAHO MMOBEACHNE, B HAKOU CITy4an
BOJICIITH JIO JIeTaJieH u3X0/. Te3u chOUTHs MOXKe J1a Bh3HUKHAT MPU HAJTUYKE Ha SHIEAITHUT UIN
eHiedanonarys, HO MOXe J1a ce Ha0JIro1aBaT 0e3 BUIUMO TEKKO 3200 IsIBaHE.

[pu nanueHTH ¢ rpu, KOUTO ca nprueManu Tamiflu, uma mocTMapkeTHHTOBH CHOOIICHHUS 33 ThPUYOBE
1 IeMupuyM (BKJITFOUYMTETHO CHMIITOMH KaTO IIPOMSIHA B Ch3HAHUETO, OOBPKBaHe, HEOOMUYAHO
MOBEJIEHNE, HATYTHOCTH, XaTIOIUHAIINHN, a)KMTAIVs, TPEBOXKHOCT, KOIIIMAapH ), KOUTO B MHOT'O MaJIkKO
OT CITy4YauTe ca JOBENH 10 CAMOHApaHsIBaHE WM JIeTalleH u3xo/. Te3u chOUTHs ce choOIaBar
TPEIVMHO TIPY TIEAHATPUYHN TTAIMEHTH ¥ FOHOIIH U Y€CTO MMAT BHE3AITHO HAa4Yajio U Obp30
or3pyuaBane. IIpuaoceT Ha Tamiflu 3a Tesn crOuTHs € HensBecTeH. TakuBa HEBPO-TICUXUYHU

chOUTHS ca CHOOIICHH CHILO M MPH MAIMSHTH C TPUII, KOUTO He ca mpuemaiu Tamiflu.

Xenamobunuapnu HapyuieHus
Hapymienus Ha xenaroOmwimapHara CUCTEMa, BKITIOUUTEIHO XENAaTUT ¥ MOBUILICHN YEPHOAPOOHH
€H3MMH PY MAIMEHTH ¢ TPUNonoao0Ho 3abomsiBane. Te3n ciryyan BKIIOYBAT JieTaneH (yIMUHAHTCH
XeMaTUT/4epHOAPOOHA HEIOCTATHYHOCT.
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AQYI 1 CTICTIMAJIHU IOy Il

Teouampuuna nonynayust (Kepmawema Ha b3pacm noo eoHa 200UHa)

B 1Be mpoy4BaHus 3a XapakTepU3upaHe Ha (papMakOKUHETHKATa, apMaKoJMHAMUKATA U MPoduIa Ha
0€30MMacHOCT Ha JICYEHUETO ¢ o3eaTamuBup mpu 135 3apa3eHu ¢ Ipui Jela Ha Bb3pacT M0 eIHa
rojivHa, MPOPUIHT Ha 6E30MACHOCT € OHJI CXOJCH MEXYy KOXOPTHTE IO Bh3PacT KaTo Hal-4ecTo
CHOOIIABAHUTE HEXKEIAHU PEAKIIUH Ca TIOBPBIIaHe, AUapys U OOpHB OT menieHH (BK. Touka 5.2). Hama
JIOCTaThYHO JaHHU MPH KbpPMadeTa ¢ TIOCTKOHIIENTHOHHA BB3PACT MO 36 CEIMUIIH.

Hannunara nHdopmanus 3a 0€301MacHOCT Ha 03eITaMUBHU, PHIIOKEH 32 JICYCHHE HA TPUTT IPU
KbpMayera I10J] €JHOTOIMIIIHA Bh3PACT, OT IPOCIEKTUBHU M PETPOCIICKTUBHU 00CEPBAIIMOHHH
npoyuBaHus (oOxBarany 061o mosede ot 2 400 mera OT Ta3u Bb3pacToBa Ipymna),
SMUAEMHUOIOTHYHO U3CIIe/IBaHe Ha 0a3a-JaHHH ¥ MOCTMAPKETHHIOBH CHOOILCHHUS MPEAToarar, 4e
npomIbT Ha 0E30MACHOCT PU KbpMaydeTa Ha Bb3pacT I0]] €IHA FOAMHA € T0J00CH Ha yCTAaHOBEHUS
npodu Ha 6€30MaCHOCT TPH JIella Ha Bb3PACT €Ha TOJIMHA U TTO-TOJIEMH.

Xopa 6 cmapuecka 6b3pacm u NAYUeHmy ¢ XpOHUUHO CbPOEUHO U/UNU PECRUPAMOPHO 3a0018aHe
[Tonynanusdra, BKIIOYEHA B MPOYYBAHMATA 32 JICUEHHE Ha TPHII, C€ ChCTOU OT WHAue 37paBU
BBH3PACTHH/IOHOIIH U “PUCKOBU” MAIMEHTH (MAIIMEHTH C [TO-BUCOK PUCK OT pa3BUTHE Ha YCIOXKHEHUS,
CBBP3aHM C TPHIIA, HAIIP. XOPa B CTapuecKa Bb3pacT U MALMEHTU C XPOHUYHO CHbPACYHO MIIH
pecniupaTopHo 3a0omnsaBane). [lo npuHImm, mpodmIbT Ha 6€30MIaCHOCT NP “PUCKOBUTE” MALUEHTH €
KaueCTBEHO MOJ00CH Ha TO3U NPU WHAYE 3/JPaBH Bh3PaCTHHU/IOHOIIIY.

HmyHnoxkomnpomemupanu nayueHmu

JleuenneTto Ha T'pUIl TP UMYHOKOMIIPOMETHPAHU MAITUCHTH € OLICHCHO B ABC IPOYUYBAHUA C
NoJTyyaBaHe Ha CTaHAapTHA 1032 WM BUCOKOJI030Ba cXeMa (IBoitHa win TpoitHa no3a) Tamiflu (Bx.
touka 5.1). [IpodpunbT Ha O6e3omacHoct Ha Tamiflu, HabaromaBan B Te3u NpoydYBaHuUs, CHOTBETCTBA HA
npoduia, HabIFoIaBaH B MPEAUIIHNA KIMHUYHN U3NUTBaHus, B kouto Tamiflu e npuaran 3a neyenue
Ha I'pyIl IIpYU UMYHO-HEKOMIIPOMETUPAHU MTAITUCHTU BbB BCUYKU BH3PACTOBU I'pYyIin (I/IHa‘Ie 31paBu
NAaUEeHTH WM MAUeHTH ,,B PUCK™ [T.€. JIMIa ¢ peCTMpaTOpHH W/WIH ChPACYHN CHITBTCTBALIH
3abonsaBanus]). Hali-uectara HexxenaHa peakius, ChOOMaBaHa TP IMYHOKOMITPOMETHPAHH JIela, €
noBpbIane (28%).

IIpu eqHO 12-cenmMuvHO TpoydBaHe 3a MPOGMITAKTHKA TP 475 IMyHOKOMITPOMETHPAHH TTallieHTH,
BKIIOunTeNHO 18 nema Ha Bb3pacT oT 1 1o 12 roguHu u no-rojiemMu, TpoguiIbT Ha 6€30IaCHOCT MPH
238-Te mauMeHTH, KOUTO ca MOoIy4aBald 03eJITaMUBHP CHOTBETCTBA HA TO3M, HAOIIOAaBaH MpeIn TOBa
IpH KIMHAYHKUTE TpoyuBanus Ha Tamiflu 3a npodunakruka.

leya cvc couecmsysawa OpoHXUAIHA acmma
[To mpuHIHI, TPOGMITHT HAa HEXKETAHUTE PEaKIINY NP JIeTia ChC CHINECTBYBAIa OpPOHXHATHA acTMa €
KadeCTBEHO MOI00CH Ha TO3HW IPH WHAYE 37paBUTE JIeTa.

Cpo0111aBaHe Ha MOA03UPAHN HEXETAHHN PEAKITHH
Cro0mIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHN PEaKIUU CIIe]] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHUS

MPOAYKT € BaykHO. ToBa 1M03B0JIsABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO T0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CIICIIMAJINCTH CE M3UCKBA J1a ChOOIIaBaT BCAKA
MOJT03UPaHa HeXKEIaHa PeaKiys Ype3 HAI[MOHAIHA CUCTEMa 32 ChOOIaBaHe, MOCOYCHA B

[punoxenue V.

4.9 TIlpeno3upane
Iomydenu ca cpoOIeHns 3a mpegosupane ¢ Tamiflu oT kmuarYHKM M3MTBAHMS 1

MMOCTMAPKETHHIOBHsI ONUT. IIpy IOBEYETO OT CllydanTe Ha IPe0o3UpaHe He ca ChOOIICHH HEKEIaHH
CBHOUTHSA.
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Hexenanute chONTHSA, CHOOIICHH CIIe MPEA03UpaHe, ca MOIOOHHM 10 XapaKTep U pa3poCTpaHEeHNE
Ha Te3H, HAOJoAaBaHy IpH TepaneBTHuHu q1o3u Tamiflu, omucann B Touka 4.8 Hexxenmanu
JICKApCTBEHHU PEaKIIHH.

He e u3BecTen cnenuduieH aHTHIOT.

[emaTpyuyHa momysTars

IMo-uecto ce choOIaBaT Cayyan Ha MPe03UPaHe MPH Je11a, OTKOJIKOTO MPH Bh3PACTHH U FOHOIIIH.
Ipuroresaero Ha Tamiflu mepopanua cycnencus TpsOBa 1a cCTaBa BHUMATEIHO, KAKTO U
npunoxenuero Ha Tamiflu mpu nena.

5.  ®APMAKOJIOTMYHHU CBOMCTBA
5.1 ®apmakoaAMHAMMYHH CBOiicTBA

dapmMakoTepaneBTHYHA TPyIa: AHTHBHPYCHHU CPEJCTBA 32 CUCTEMHO NPUIOKEHUES, MHXUOUTOPU Ha
neBpamunugaszara ATC kox: JOSAHO2

OzentamuBup Qocdar e npeneKapcTBo Ha aKTUBHUS METa0OIHUT (03eITaMUBHP KapOOKCHUIIAT).
AKTHBHUAT METa0OIUT € CEIIEKTHBEH MHXUOUTOP HAa HEBpaMUHHUIa3HUTE €H3UMU Ha BUpYyCa Ha TpUIa,
KOHUTO IPEJCTABIIABAT TJIFOKONPOTCHHN, HAMUPAIILY CE€ Ha IIOBPXHOCTTA HAa BUpPyCa. AKTHBHOCTTA Ha
BHPYCHHS HEBPaMUHU/Ia3¢H €H3UM € BajKHA KaKTO 32 HaBIIU3aHETO Ha BUPYCa B HEMH(PEKTUPAHUTE
KIIETKH, TaKa U 32 OCBOOOKIABAHETO HA CKOPO 00Pa3yBaHUTE BUPYCHU YACTHIIM OT 3apa3eHUTE KICTKU
U 3a M0-HATATBIIHOTO PAa3NPOCTPAHCHUE Ha BUPYCHATAa MH(EKIIMS B OPraHu3Ma.

O3entamMuBHp KapOOKCHIAT HHXHOUPA iN VItro HeBpaMHHK/Ia3UTe HA IPUITHUTE BUPYCH THIT A 1 B.
OsenramuBup pochar HHXUOKPa HHPEKTUPAHETO U PEIUIMKALUSITA HA TPUIIHUS BUPYC IN Vitro.
O3enTaMuBHp, PUIIOKEH MEPOPATHO, HHXUOUPA IN VIVO perIMKaIusaTa U maToreHHOCTTa Ha
TPUIHKUTE BUPYCH TUI A U B npyu >KMBOTHHCKHM MOJIEJI HA TPUIHA MH(EKLUS IPU aHTUBUPYCHA
€KCIO3ULMS, TOJO0HA Ha Ta3H, MOCTUTHATA IPH YOBEKa ChC 75 M IBa IBTH JHEBHO.

AHTHBHpYCHATa aKTUBHOCT Ha O3eJTaMUBHP KbM I'PUITHUTE BUpYcH THII A U B e Ouna mogkperneHa ot
€KCHEPUMEHTATHH [TPOBOKALMOHHH IPOYYBaHUS IIPH 31paBU T0OPOBOJILIH.

CroitHocture Ha IC50 Ha HEBpaMUHUIAa3HUS €H3UM 32 03€JTaMHUBHP NPY KIMHUYHO W30JIMpaH FPUTIEH
Bupyc T A ca Bapupanu ot 0,1 nM g0 1,3 nM, a 3a rpunen Bupyc tumn B ca 6mmm 2,6 nM. Tlo-
BHCOKH ctoitHocTH Ha [C50 3a rpunen Bupyc tun B 10 mennana ot 8,5 NM ca 6uinn HaOmo1aBaHu
npy MyOJIMKYBaHH MTPOYYBAHUS.

Knuauunu npoyuBanus

Jleuenue na epunua ungexyus

ToBa nokazaHue ce OCHOBaBa Ha KIIMHHYHH MPOYYBaHUS IIPH €CTECTBEHO BL3HUKHAI TPHII, IPH KONTO
npeoOamxaBamara HHOEKINS € TPUIICH BUPYC TUT A.

OsenramuBHp € ePEKTHBEH caMo Cpelily 3a00JsBaHNs, MPUYHUHEHHU OT IpUTicH BUpyc. [lopaau ToBa ca
NPEICTaBEHH CTATUCTUYCCKH aHAIM3K CaMo 3a JIMIA, 3apa3eHu ¢ rpuil. B cOopHaTa nomyanus Ha
MPOYYBAHETO 3a JICUCHHE, KOATO € BKIIIOYBAJIA U TPUII-TIONIOKUTETHH U oTputiatenau uaausuau (ITT),
MbPBUYHATA SPUKACHOCT € OMJIa MOHMKEHA MPOMOPIIMOHAIHO Ha OPOS HA TPUT-OTPHUIIATEITHUTE JTHIIA.
B o6rmiarta momyarys, Ha KOSTO € IPHIIOKEHO JIeUeHHe, TPUITHATa HH(EKIHsA € Ouiia MOTBhpACHA TIPH
67% (c rpanuiy 46% 1o 74%) ot HaOpaHuTe naleHTH. 64% OT JUIaTa B cTapyecka Bb3pacT u 62%
OT TE3M € XPOHUYHO CHPJCYHO H/VIIH PECITUPATOPHO 3200 sIBaHE ca OWIM TPUIM-TIoJ0xuTenHu. [Tpn
Bcuuky npoyuBanus daza 11 ¢ men neueHre nanueHTUTe ca OWIM HAOKPAHU caMo Tpe3 MEPUoa,
KOTaTO TPUITHT € IUPKYIUPAII CPel MECTHOTO HaceIEeHHE.

14



Bwspacmuu u ronowu na 13-200umna év3pacm u no-conemu: Ilanmentrure ca Owiy n30Upany 3a
y4acTHe, ako ca ChoOIIaBaIM 0 36 Jaca ciiell mosiBaTa Ha CHMIITOMHTE, aKO ca MMaJld BUCOKa
temmeparypa > 37,8 °C, npuapyskeHa Hai-MaJIko OT €IMH PECIIUPATOPEH CUMIITOM (KaIlUIUIIA,
Ha3aJHH CUMIITOMH HJIM OOJIKH B I'bPJIOTO) M HAH-MaJIKO €IUH CHCTEMEH CUMIITOM (MHAJTHsI, CTYICHH
TPBIKW/M3NOTABAaHE, HEPA3MOJIOKEHNEe, yMOpa Win TiaBodonue). B cOopeH aHaimm3 Ha pe3ynraTuTe oT
BCHUYKH TPUIT-TIOJIOKUTEIIHU Bb3pacTHH U toHOoIIH (N = 2 413), BKIIIOUCHH B TPOYUYBaHUATA 3a
JICUEHHE, 03eITaMUBUP 75 M ABa IbTH JHEBHO B MIPOAB/DKCHUE HAa 5 THU € HAMAaJIWI MeIdaHaTa Ha
MIPOIBIDKUTEITHOCTTA HA TPUITHOTO 3a00JIsIBaHE MPUOIU3UTEIHO C €IMH JeH, oT 5,2 muu (95%
noseputesieH uatepBai 4,9 — 5,5 num) B rpynata ¢ mwiane6o g0 4,2 nau (95% noseputesieH HHTEpBaI
4,0 — 4,4 nuu; p < 0,0001).

[TpoueHTHT Ha NUIIATa, KOUTO Ca Pa3BHIIM ONPEICICHN YCIOKHEHHS OT CTpaHa Ha JIOJHUTE AUXATEITHU
IbTUIIA (IPEIUMHO OPOHXHT), ICKYBaHH C aHTUOMOTHUIIN, € 01 HamaiieH oT 12,7% (135/1 063) B
rpynara ¢ miane6o Ha 8,6% (116/1 350) npu momynanusra, ekyBaHa ¢ ozentamusup (p = 0,0012).

Jleuenue na epun npu nonyrayuu ¢ sucoxk puck: Menuanata Ha IPOABIKUTETHOCTTA Ha 3a00JIIBaHETO
OT T'PUII IIPY JIMIA B CTapyecka Bb3pacT (= 65 roAnHM) U NPH JINIA C XPOHHYHO CHPACYHO W/HIH
pecnupatopHo 3a00isBaHe, MOJTyYaBalli 03eITaMUBHpP 75 MQ JBa IbTH AHEBHO B MPOJBIDKEHHUE HA 5
IHH, He e Owia 3HauuMo HamasieHa. O0maTa NpoabKUTEIHOCT Ha (heOpunuTera € Ouiia HamaJieHa C
€IUH JIeH B TPYIHTE, JIEKyBaHH C 03eNTaMUBHD. [IpH ITpUI-MIOIOKUTEITHUTE JINIA B CTapYecKa Bb3pacT
03eNTaMUBUP 3HAYMMO € HaMaJIWJI 4YeCTOTaTa Ha ONpeesicHH YCI0KHEHHsI OT CTpaHa Ha JOJTHUTE
JUXaTeJHU TbTUINA (IPEAUMHO OPOHXHT), IEKYBaHU C aHTHOMOTHLH, OT 19% (52/268) B rpymarta ¢
miane6o Ha 12% (29/250) npu nomynanusita, JekyBana ¢ osentamusup (p = 0,0156).

[pu rpun-moioKUTEITHA NALUSHTH C XPOHUYHO ChPACYHO W/HIIH PECIUPATOPHO 3a00IsIBaHe,
KOMOWHHMpaHaTa 4YeCTOTa Ha YCIIOKHEHHS OT CTpaHa Ha JOJHUTE JUXATEIHU MbTHIIA (TIPeIUMHO
OpOHXHT), JICKYBaHH C aHTHOMOTHIIH, € Omna 17% (22/133) B rpynata ¢ mnane6o u 14% (16/118) npu
HONyJIAIMATA, JIeKyBaHa ¢ o3earamuup (p = 0,5976).

Jleuenue na epun npu 6pemennu dxcenu. He ca mpoBeXIaHU KOHTPOJIMPAHHU KIMHUYHU IPOYYBAHMS 32
ynoTtpebaTa Ha 03eITAMUBHUP TIPpU OpEMEHHH KEHH, BBIIPEKH Y€ MMa JI0Ka3aTeICTBa OT
MMOCTMAPKETHHTOBY U PETPOCIICKTUBHU 00CEPBAIMOHHU MPOYYBAHHS, KOUTO TIOKA3BaT 1M0JI3a OT
HACTOsAIIATa CXeMa Ha JI03UPaHe P Ta3H MallMeHTCKa MOMyJIalks, B YCIOBUATA Ha HUCKA
MOPOHIHOCT/CMBPTHOCT. Pe3yntature oT (hapMaKOKMHETHYHUTE aHAIU3HU ITOKa3BaT HUCKA
€KCITO3UIU Ha aKTUBHU METa0OJIUTH, BBIIPEKH Y€ HE CE MPErnophYBa KOPUTHPAHE Ha J103aTa IPH
OpeMEHHH JKEHH MPH JICUCHUETO MM NpoHIIaKTHKaTa Ha rpuma (BX. Touka 5.2, dapMaKkOKHHETHKA,
CrenuarHy TOMyJIaIim).

Jleuenue na epun npu deya: B KTMHUYHO U3NMTBaHE NPU WHAUeE 3apaBu Aeua (65% rpwur-
MTOJIOKUTEITHN) Ha BB3pacT oT 1 mo 12 roxuaum (cpemHa Bs3pacT 5,3 TOAWHM), KOUTO ¢a Maji BUCOKA
temrieparypa (> 37,8 °C) 1wiroc Kaluiiia Wid puHuT, 67% OT IPUII-TIOTI0KUATESTHATE TAIHEHTH Ca
0w 3apaszenu ¢ rpuneH Bupyc tan A u 33% c rpunen Bupyc tumn B. Jleuennero ¢ ozenramMuBup,
3amoyHaio A0 48 yaca OT MosiBaTa Ha CUMIITOMHUTE, 3HAYMMO € HaMaJIHJIO BPEMETO 3a 03paBsiBaHe
(ompezneneHo KaTo eAHOBPEMEHHO Bb3BPBLIAHE KbM HOPMATHOTO 3/IPABOCIIOBHO CHCTOSIHHE
AKTUBHOCT W CIIa/IaHe HA BHCOKAaTa TeMIIepaTypa, o0JieKYaBaHe Ha KallUIHIATa U pUHUTA) ¢ 1,5 nHU
(95% nosepurenen unatepsain 0,6 — 2,2 aau; p < 0,0001) B cpaBaenue ¢ mianebo. O3eaTaMUBHp €
HaMaJliJl 4YeCTOTaTa Ha OCThP OTHT Ha CPEAHOTO yX0 oT 26,5% (53/200) B rpynata ¢ mane6o g0 16%
(29/183) nipu menara, nexyBanu ¢ ozearamusup (p = 0,013).

Bropo npoyuBane e 6mito 3apbpiieHo mpu 334 nera ¢ acTMa Ha Bb3pacT oT 6 10 12 ToAWHU, OT KOUTO
53,6% ca Onnm rpun-monoxuTenHu. B rpymara, nekyBaHa ¢ 03eNTaMHUBUD, MEIHaHaTa Ha
MIPOIBIDKUTETHOCTTA Ha 3a00JIIBaHETO HE € Onyia HamasieHa 3HaunMoO. J{o eH 6 (TTOCIeTHuAT ACH OT
neuenneto) FEV; ce e mosummun ¢ 10,8% B rpynara, neKkyBaHa ¢ 03eITaMUBHUD, B CpaBHEHHE C 4,7%
OT Ta3u nomyianus ¢ mwianebo (p = 0,0148).
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EBporefickata AreHIus 1o JekapcTBara oTiara 3aAbKEHHUETO 3a IPEOCTaBIHE Ha PE3YATATUTE OT
npoyuBanusita ¢ Tamiflu B eHa win moBeye MOATPYITH HA MeIHATPUIHATA TTOITYJIAIHUS [IPU TPHUIL.
Bmxre Touka 4.2 3a nHpOpMAI OTHOCHO yNoTpeda B eAnaTpusITa.

ITokazanueTo mpu KbpMadeTa Ha BB3pacT 1M0J{ 1 rouHa ce OCHOBaBa Ha €KCTPAIIOALNS Ha JAHHHUTE
3a e(pUKacCHOCT IpH MO-TOJIEMH JIeI1a, a IIPETIOPhUHNTENIHATA JO3UPOBKA CE OCHOBABA HA JITAHHU OT
(apMaKOKMHETHYHO MOZeIUpaHe (BK. ToUka 5.2).

Jleuenue na ungexyust ¢ epunen supyc mun B: 001110, 15% OT rpUII-TI0I0KUTEIHATA MOMYJIALUs €
Ouna nHeKTHpaHa c IPUIeH BUpYyC THII B, kaTto nmponeHTsT e Omi B rpanuim ot 1 g0 33% npu
OTJETHHUTE POyYBaHMs. MeauanaTa Ha MPOABIDKUTEIHOCTTA Ha 3a00IsIBaHETO MIPH JIMIA, 3aPa3eHU C
rpulleH Bupyc THI B, He ce e pa3ziuyaBaia 3HaUMMO MEXIY pa3IMyHUTE IPYIH Ha JEUCHUE B
otaenHuTe npoyuBanus. Janaute ot 504 nuua, 3apa3eHu ¢ rpuleH BUpyc THIl B, ca Ounu ceOpanu ot
BCUYKHU NpOy4YBaHUs 3a aHanmu3. O3eNTaMUBHpP € HaMaIuil BpEMETO 10 00JeK4aBaHe HAa BCUUKU
cumnromu ¢ 0,7 mau (95% nosepurenen uarepsan 0,1 — 1,6 qau; p = 0,022) 1 npoaBIHKUTETHOCTTA
Ha pebpmntera (= 37,8°C), kamnunara 1 puHUTa ¢ eauH aeH (95% nosepurenen untepsan 0,4 —

1,7 nam; p < 0,001) B cpaBHEeHHeE ¢ TTa1Ie00.

Jleyenue Ha epun npu umMyHokomnpomemupanu nayuermu: ENHO paHIOMU3KUPaHO, ABOMHOCTAIIO
MIPOyYBaHE 32 OlleHKa Ha 0€30IMacHOCTTa M OXapaKkTepu3upaHe Ha epeKTUTE Ha O3EITAMHBHP BBPXY
Pa3BUTHETO Ha PE3UCTEHTEH TPHUIIEH BUPYC (ITbPBUYEH aHAJHN3) MPH 3apa3eHu C TPHUII
MMYHOKOMIPOMETUPAHU MALMEHTH BKIIIOUBa 151 Bb3pacTHU MalMeHTH, 7 IOHOIIM U 9 nena,
MTOIXOJISIIIIN 32 OIleHKA Ha e(hUKACHOCTTAa Ha O3eJITAMHUBHD (BTOpUUECH aHAIIN3, 0€3 JoCcTaThIHA
cTaTucTHYecKa MoImHOCT). [IpoydBaHeTo BKIIIOUBA NAIIMEHTH C TPAHCIDIAHTAINS HA COMUIHHA OPTaHH
[SOT], maruenTy ¢ TpaHCIIIAHTAIMS HA XeMATOMOCTHYHH CTBONOBH KieTku [HSCT], momoxutennu
3a HIV manuenTu ¢ 6poit Ha CD4+ kietku <500 xireTkn/Mm3, ManueHTH Ha CUCTEMHA
MMYHOCYTIPECHBHA Tepamus 1 TAaKWBa C XeMaTOJIOTHYHH 3JI0Ka4eCTBEHHU 3200 sIBaHMs. Te3u manueHTH
ca paHJOMU3WPAHHU 3a JICUCHHE B PAaMKHUTE Ha 96 yaca OT rmosBaTa Ha CUMIITOMUTE 3a niepuo oT 10
nuu. TepaneBTHUHUTE CXEMU ca: CTaHAapTHA J03a (75 Mg Wiu KopurupaHa CrpsaMo TeJICCHOTO TErio
IIpH JIela) ABa IbTH JHEBHO (73 Bb3pacTHU MAIlMEHTH, 4 IOHOIIM 1 4 mera) wid aBoiiHa qo3a (150 mg
WIIH KOPUTUPAHa CIPSMO TEJIECHOTO TETJIO TIPH JIela) IBa T JHEBHO (78 BB3pacTHH MalueHTH, 3
FOHOIIH U 5 JIe11a) 03I TAMHUBHP.

Mennanara Ha BpeMeTo 3a oT3ByuaBaHe Ha cummromute (T TRS) mpu B3pacTHH U IOHOIIN € M0 00Ha
B Tpynara cbe cranaaptHara go3a (103,4 gaca [95% nosepurenen unrepsan 75,4-122,7]) u rpynata ¢
nBoitHa mo3a (107,2 yaca [95% nosepurenen uarepsain 63,9-140,0]). TTRS npu gera Moke 1a Bapupa
Y MHTEpIpETaNUsATa € OTPaHNYCHA OT MaJKHs pa3Mep Ha u3Baakata. [[poleHThT Bh3pacTHH NMaleHTH
C BTOpUYHHU MH(QEKLUUHN B rpynara chC CTaHIApTHA 7032 U B Tpylara ¢ IBoiHa f03a € cpaBHUM (8,2%
crpsimo 5,1%). Tlpu ena 1 FOHOIIH, caMO €IMH MalMeHT (FOHOIIA) B IpyIaTa ChC CTaHIapTHA 1032 ©
pas3BwI BTOpHYHa UH(EKus (0akTepraIeH CHHY3HT).

[IpoBeneHo € mpoy4BaHe OTHOCHO (hapMaKOKHMHETHKATA U (hapMaKoJUHAMHKATA TIPH TEXKKO
uMyHoKoMIpometupanu jaera (< 12 roauan, N=30), KouTo mosy4aBaT ctanaaptHa (75 mg wiu
KOPUTHpaHa CIPSIMO TETJIOTO J[Ba IIBTH THEBHO) CPEIly TPOWHA 103a (225 My uiiu KopurupaHa
CIpPSIMO TETJIOTO JBa ITbTH JTHEBHO) O3EJITAMHBHP 32 aJIallTUBEH MEePHOJ] Ha ipuiarane ot 5 1o 20 nau
B 3aBHCHMOCT OT IIPOBIDKUTEITHOCTTA HA OTACISAHE Ha BUpyca (MeIraHa Ha MPOIBIDKUTEITHOCTTA Ha
nedenue: 9 nun). Huto equH manueHT B cTaHAapTHATa rpyna U 2 MalydeHTH B Ipynara ¢ TpoiiHa 103a
chOoOIIaBaT 3a BTOpUYHA OakTepuaiHa HHPEKIHs (OPOHXUT U CHUHY3HUT).

IIpogpunaxmuxa na epun

EdukacHocTTa Ha 03e1TaMUBUP 3a NPO(UIAKTHKA Ha €CTECTBCHO Bb3HUKHAJIO TPUITHO 3a00JIBaHE €
JI0Ka3aHa B IPOYYBaHE 3a MOCTEKCIIO3UIIMOHHA MPO(MIAKTHKA B TOMAaKHHCTBATA M JIBE IPOYYBAHUS C
1en ce3oHHa npodunaktuka. [IspBryHaTa KpaiiHa TOUKa 3a e(PUKACHOCT IMPH BCHYKH TE3H
Npoy4BaHUs € Oujla YyecToTaTa Ha J1abopaTopHO MOTBBPACHH CIy4au Ha Tpull. BupyiaeHTHOCTTa Ha
TpHUITHATA SMTUIEMHUS He € TPeIBUIMMa 1 Bapupa B paMKHTE Ha 00J1acTTa U OT CE30H Ha CE30H, MOPaan
TOBa OpoST JIKIa, KOUTO € HeoOxoanmo na ce Jexysat (bHJI), 3a na ce npenoTBpaT enuH ciydail Ha
TPUITHO 3a00JI5IBaHE, € Pa3IUUCH.
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Hocmekcnosuyuonna npogunaxkmuka: B mpoydBane npu nria B KOHTAKT ¢ U30JIUPAH CIIydail Ha TPHIT
(12,6% BakcMHHMpaHH Cpelly TPHUII), IPHIOKEHUETO HAa 03EATAMUBHUP 75 MY BEIHBK THEBHO €
3aroyHao A0 2 IHU OT MOsIBaTa Ha CUMIITOMUTE IPH 3apa3eHus C TPUI U € MPOABIDKUIIO CEIEM THU.
I'pum e 6w moTBBpaeH pHu 163 ot 377 oTnenuu ciydas. O3eNTaMUBUDP 3HAYUTEITHO € TTOHMKILT
YeCcTOTaTa Ha KIIMHAYHO TPOSIBEHO TPUITHO 3a00JsiBaHe, BE3HUKHAJIO MTPU KOHTAKTHHUTE JINIIA, TIPH
KOHTO € IOTBBPAEHO 3a00sBaHeTo, oT 24/200 (12%) B rpynara c miaune6o na 2/205 (1%) B rpynata ¢
ozentamuBup (92% namanenue [95% nosepurenen nnatepsan 6 — 16; p < 0,0001]). bposar numa, kouro
e Ouno HeoOxoaumo na ce aekyeat (BHJI) B KOHTaKT ¢ HCTUHCKHM citydau Ha rpuil, € oui 10 (95%
JoBepuTelieH uHTEpBas 9 — 12) u e 6w 16 (95% noeepurenen uatepsan 15 — 19) B 1sutara
nomnynauus (ITT), He3aBUCHMO OT CHCTOSHUETO HA MH(EKLUATA B OTACTHHUS CITydaid.

EduxacHoctra Ha 03e1TaMUBHp 3a MIPEJOTBPATIBaHE Ha ECTECTBEHO BH3HUKHAIIO IPUITHO 3a00JsIBaHe
€ JI0Ka3aHa B MPOYYBaHE 3a IOCTEKCIIO3UIMOHHA MPOQUIAKTHKA B JOMAaKHHCTBATa, KOETO €
BKJIFOYBAaJIO Bb3PACTHH, IOHOIIN U Jlela Ha Bb3pacT OT 1 10 12 roauHu, KakTo KaTo OTIENHU cly4dau,
TaKa M KaTo KOHTAKTHH B ceMelcTBOTO. [loKka3arensaT 3a mppBHYHA €(UKACHOCT B TOBA MPOYYBAHE €
yecToTaTa Ha 1a00paTOpHO-TIOTBBPACH KIMHUYHO NPOSBEH IPpUIl B ToMakuHcTBaTa. [IpodunakTukara
¢ o3enTaMuBHUp € poabpkuia 10 nau. B obmara momymamnus € uMaio MOHMKEHUE B YeCTOTaTa Ha
nabopaTopHO-TIOTBBP/ICH KIMHIUYHO TIPOSIBEH IpHIl B ToMakuHcTBata oT 20% (27/136) B rpymara,
KOSITO HE € Mojly4yaBaja npoduiaktuka, Ha 7% (10/135) B rpynara, KosiTo € rmoiaydaBaja
npodunakTuka (HamaneHue ¢ 62,7% [95% noseputenen unrepsan 26,0 - 81,2; p = 0,0042]). B
JIOMaKHMHCTBATA, KBJIETO € MMAaJIO OT/IEIHU CIIy4ar Ha HH(EKTUPaHHU C TPHI, € HaOII0AaBaHo
MIOHIKEHNE Ha YeCTOTaTa Ha 3a00JIeBaeMOCT OT rpuil oT 26% (23/89) B rpymnara, KosITo HE €
noiy4aBaia npodunaktuka, Ha 11% (9/84) B rpynata, nonydaBana npoduiakTrka (HaMaJeHHe C
58,5% [95% noBeputenen unrepsan 15,6 — 79,6; p = 0,0114]).

Cropen moArpymmoB aHaau3 MpH Jielia Ha Bh3pacT oT 1 10 12 roaunm, yectorata Ha 1abopaTOpHO-
MOTBBP/ICH KJIMHWYHO TIPOSBEH TPUII CPEJT JenaTa € HamalleHa 3HauuTeHo oT 19% (21/111) B
rpymara, KosTo He € Mojy4aBajia npoduinaktuka, Ha 7% (7/104) B rpynata, noiay4aBana
npo¢unakTrka (64,4% Hamanenue [95% noseputenen unrepsan 15,8 — 85,0; p = 0,0188]). IIpu
Jierara, KOMTO B HA4YaJIOTO HA M3IUTBAHETO OILE HE OTAEIT BUPYCa, YeCTOTaTa Ha 1abopaTopHO-
NOTBBPACH KIMHUYHO MPOSIBEH Tpull € Hamaisuia ot 21% (15/70) B rpynata, KOsTO He IoylyyaBaia
npodunakTuka, Ha 4% (2/47) B rpynara, nomyuyasana npogpunakruka (80,1% namanenue [95%
nosepurteneH uatepsai 22,0 — 94,9; p = 0,0206]). BHJI 3a nsanata neauarpudna nomymaius € 9 (95%
noBeputesieH uaTepBail 7 — 24) u 8 (95% nosepurerneH UHTEpBan 6, ropHATa TpaHULa HE € H3MEpPEeHa)
3a 1suata nonyianus (ITT) u cboTBETHO TIpH JienaTa, KOHTAKTHH C OTAEITHNA MH(QEKTUpaHU CciTydan
(ITTh).

IIpounaxmuxa na epun cned excnozuyus npu Kbpmaiema noo 1-eoouwna vspacm no épeme na
nandemus: IlpodpunakTukara 1o BpeMe Ha aHAeMHsI Ha TPUI HE € [IPOYYBaHA B KOHTPOJIUPAHU
KJIMHAYHU M3MHUTBAHUA NpH Aena Ha Bb3pacT 0-12 mecena. BmkTe Touka 5.2 3a mogpoOHOCTH OTHOCHO
CUMyJalMATa Ha €KCIIO3UIHS.

IIpodunaxmuxa no epeme na cpunna enudemus 6 obuecmeomo: B cOopeH aHanu3 Ha ABe APYrH
NpOY4BaHUs, MPOBEIECHH TP HEBAKCUHUPAHH, HHAYE 3[PAaBU Bb3PACTHH, 03€NTaAMUBHUP 75 MJ BeIHBK
JHEBHO, IPUJIaraH B IPOJbKEHUE Ha 6 CeAMUIIM, 3HAUUMO HaMaJIsiBa 4€CTOTAaTa Ha KIMHUYHO
NPOSIBEHOTO TpUITHO 3a0oisBane ot 25/519 (4,8%) B rpynara ¢ tiane6o Ha 6/520 (1,2%) B rpynara c
o3enramuBup (76% namanenue [95% nosepurenen unrepsain 1,6 —5,7; p = 0,0006]) mo Bpeme Ha
rpunHa enugemus B oomectsoro. bHII npu ToBa npoyuBasne e 28 (95% noseputenen natepsan 24 —
50).

[Ipu npoyuBaHe Ha XOpa B CTapuecka Bb3pacT B JOMOBE3a Bb3pacTHH X0pa, kbaeTo 80% ca ouiu
BAaKCMHHUPAHU TIP3 Ce30Ha Ha MPOYYBAHETO, O3EITAMUBHP 75 Mg BEAHBX THEBHO, IPUJIaraH B
HPOIBJDKEHUE Ha 6 CeIMULIM, 3HAYMMO HaMaJlsiBa YecToTaTa Ha KIIMHUYHO NPOSBEHOTO I'PUITHO
3abomnsBane ot 12/272 (4,4%) B rpynarta ¢ mare6o Ha 1/276 (0,4%) B rpynara ¢ o3entamuup (92%
Hamaiienue [95% nosepurenes untepsain 1,5 — 6,6; p = 0,0015]). BHJI npu ToBa npoyuBane e 25
(95% noseputenen unTepsai 23 — 62).
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IIpodunaxkmuxa na epun npu umMyHoxomnpomemupanu nayuenmu: IlpopeeHo e ABOIHO-CIIAIIO,
1a1e00 KOHTPOJIMPAHO, PAHAOMU3UPAHO U3NIUTBAHE 3a CE30HHA NPO(UIAKTHKA HA TPUII IPU

475 IMyHOKOMIIPOMETHPaHH nanyeHT (388 manueHTH ¢ TpaHCIUIAHTALMS Ha COJUICH OpraH

[195 mnane6o; 193 o3entamuBup], 87 MalMEHTH ¢ TPAHCIUIAHTALUS HA XEMOIIOCTHYHU CTBOJIOBH
KJIeTKH [43 1miane6o; 44 o3enTaMuBHUp], HAMA TAIUEHTH C IPYTH UMYHOCYTIPECUBHH ChCTOSHU),
BKUTFOUHTENHO 18 mema Ha BB3pacT oT 1 1o 12 rogunwn. [IspBUdHATA KpaliHa TOYKa IMPU TOBA KIIMHIUYHO
M3MUTBaHE € YeCTOTaTa Ha J1ad0opaTOPHO MOTBBPAEH KIMHUYHO MPOSIBEH IPUII, OTIPEICIICH Ype3
KyJITHBUpaHE HAa BUPYCH W/WJIM YeTHPUKpaTHO nosuiieHne Ha HAI anturenata. YectoTtara Ha
71a00paTOPHO MOTBBPCH KIMHUYHO MposiBeH rpui e 2,9% (7/238) B rpynarta ¢ miane6o u 2,1%
(5/237) B rpynara c ozenramusup (95% AU -2,3% — 4,1%; p = 0,772).

He ca IIPOBEKIaHU CHC].II/I(l)I/I‘IHI/I IIpoy4YBaHMs 3a OLICHKA HAa HAMAJICHUETO HAa PUCKa OT YCJIOKHCHUS.

Pe3ucmenmuocm xom ozeimamueup

Knunuynu npoyueanus: PUCKBT OT MOsIBa HA TPUTTHH BUPYCH C HaMalleHa YyBCTBHTEIHOCT HITH
U3sIBEHA PE3UCTEHTHOCT KbM 03CJITAMUBHP € M3CIIE/IBaH M0 BpeMe Ha crioHcopupanu ot Roche
KIIMHUYHU U3NUTBaHUA. Pa3BUTHETO Ha BUPYC, PE3UCTCHTEH KbM 03€ITAMUBHUD, TI0 BpEMe Ha
JICUCHHUETO € MO-9eCTO TPH JIela OTKOJIKOTO TPH Bh3pPAacTHH, KaTO TOBa Bapupa oT moj 1% mpu
BB3pacTHUTE 10 18% npu KbpMaueTaTa Ha Bb3pact moj 1 roauna. Jlenara, mpu KOUTO € YCTAHOBEHO,
4ye ca HOCHUTEJIH Ha BUPYC, PE3UCTEHTEH KbM 03SJITAMUBHP, TI0 IPUHITUI OTACISAT BUpPYCa 0-
MIPOIBIKUTETHO BPpeMe B CPAaBHEHUE C JIUIATa C YyBCTBUTEICH BUPYC. PEe3UCTEHTHOCTTA KBM
03¢€JITaMHUBUP, Bb3HUKBallla 10 BpEME Ha JICHCHUC, o0aue He MOBIIUABA OTTOBOpPA KbM JICUCHUETO U HE
MPEIU3BUKBA YIbIDKaBAHE HA CHMIITOMHUTE Ha TPHIIA.

Karo 1510 1o-BUCOKa 4ecTOTa Ha PE3UCTEHTHOCT KbM 03€ITAMUBUP € HAOIIo1aBaHa MU Bb3PACTHU
IOHOIITM UMYHOKOMIIPOMETHPAHHU TAIIMEHTH, JIEKYBaHH ChC CTaHJAPTHA 1032 HJIH C JIBOWHA J103a
o3enTaMuBUp B npoabiokenne Ha 10 muu [14,5% (10/69) B rpynata cbhe cranaapTHa qo3a u 2,7%
(2/74) B rpynata c ABOiiHa 103a], B CpAaBHEHHE C IaHHH OT MIPOYUYBAHHS C JICKYBAHH C 03€ITAMUBHD
MHaue 3JIpaBU IOHOIIN U Bb3PACTHH MalMeHTH. [1o-rojsmara yacT oT Bb3paCTHUTE NAIUEHTH, KOUTO
pa3BUBAT PE3UCTEHTHOCT, Ca PELMITMEHTH Ha TpaHcIutaHTat (8/10 mamueHTH B rpynara cbe
CTaHIapTHA 1032 U 2/2 MalUeHTH B Tpynara ¢ I1BoiiHa 103a). [loBeueTo OT manueHTuTe ¢ pe3sucTeHTEH
Ha 03eJITAMHUBHD BUPYC ca HH()EKTUPAHH C TPUT TUTT A U UMaT MPOABIDKUTEIHO OT/IENISTHE Ha BHPYCa.

YecroTaTa Ha PE3UCTEHTHOCT KbM 03€ITAMUBUP, HAOII0aBaHa IPH UMYHOKOMIIPOMETHPaHH Jiena (<
12-roaumina Bb3pacT), JekyBanu ¢ Tamiflu B Be mpoy4BaHust U OILIEHEHH 3a pe3UCTEHTHOCT, € 20,7%
(6/29). Ot mecTTe IMYHOKOMIIPOMETHPAHH JIela ¢ PE3UCTCHTHOCT KbM 03€JTaMUBHP, Bb3HUKHAJIA 110
BpEeMe Ha JICUCHUETO, 3 MAIMCHTH MOJyJYaBaT CTaHAapTHA /1032 U 3 MAIUeHTH — BUCOKA 71032 (IBOMHA
WK TPOWHA J103a). MHO3MHCTBOTO UMAT OCcTpa TuM(o0IacTHA JIEBKeMUs U ca < 5-TOJIUINHA Bh3pacT.

YecTroTa Ha PE3UCTEHTHOCT KbM 03€¢JITAMUBUDP B KIUHUIHUTE MPOYUBAHUA

IanueHnT ¢ MyTanuu Ha pesucteHTHOCT (%)
@eHOTHNIM3UPAHE™ T'eno- u
IMonyaauus nauMeHTH (penorunmzupane™
Bw3pactHu 1 roHOIIN 0,88% (21/2 382) 1,13% (27/2 396)
Hemna (1-12 rogunn) 4,11% (71/1 726) 4,52% (78/1 727)
Kbpmauera (<1 romauna) 18,31% (13/71) 18,31% (13/71)

*[IBJIHO TEHOTHITU3UPAHE HE € OMII0 M3BBPIICHO BHB BCUYKH MPOYYBAHHUS.

IIpodunaktika Ha TPUIT

Hsma nannu 3a mosiBa Ha JISKapCTBEHA PE3UCTEHTHOCT, CBbp3aHa ¢ yrnoTpedara va Tamiflu mpu
KJIMHUYHHATE U3IUTBAHUS, IPOBEACHH 0CEra MPH IPYIH Clie]l eKCro3uiys (7 JHU), TIPH TPYIIH CIIe]T
eKCIIO3HITUs B JoMakuHCTBOTO (10 mum) u ce3onna (42 qun) mpodUTakTHKa Ha TPHII IPH
UMYHOKOMIIETEHTHH maieHTH. He ¢ HabmoaBana pe3ucTeHTHOCT 0 BpeMe Ha 12-CeIMUYHO
Npoy4BaHe 3a MPOPUIAKTHKA TPU UMYHOKOMIIPOMETUPAHU TTAI[HCHTH.
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Knunuunu oannu u dannu om nabriodenue: OTKPUTH ca €CTECTBEHU MYTallUd, CBhP3aHU C HAMaJICHA
YYBCTBUTEIIHOCT KBM 03eITAMUBHUD IN Vitro mpu Bupycu tum A u B, nzonupanu ot nanueHTn 6e3
EKCITO3UITUS Ha 03eNITAMUBUD. PE3NCTECHTHH IaMOBE, CEIICKTHPaHU 10 BpEME Ha JICUCHHE C
03eNITaMUBUD, Ca U30JMPAHH KAKTO OT UMYHOKOMITETEHTHH, TaKa U OT HIMyHOKOMIIPOMETHPAHH
nanueHTH. VIMyHOKOMITPOMETHPAHUTE NAIIMEHTH U MAJIKHTE JIela ca U3JI0KCHN Ha Hal-BHCOK PUCK OT
pa3BHUTHE Ha PE3UCTCHTHU HA 03EITaAMUBUP BHPYCH 10 BPEME Ha JICUCHHUETO.

YcTaHOBEHO €, Ue Pe3UCTEHTHU Ha 03eJTaMUBHP BUPYCH, U30JIUPAHH OT MAIIMEHTH, JIEKYBaHU C
03eNTaMUBHUD, U PE3UCTEHTHHU Ha 03€ITaMHUBHP J1aOOpaTOPHH IIaMOBE Ha TPUITHUTE BUPYCH, ChABPKAT
myTaumu B N1 u N2 meBpamununazute. Mima TeHaeHIMS MyTalMKTe 32 PE3UCTEHTHOCT Aa ObAaT
cnenuuanu 3a Bupycuaus noarun. Ot 2007 r. ciopalidHO ce OTKPUBA €CTECTBEHO BH3HUKBAIATa
PE3UCTEHTHOCT, CBbp3aHa ¢ MyTtanuara H275Y npu cezonnnte mamose HIN1. UyBcTBUTEIHOCTTA
KBM 03€JITaMHUBHP U MIHPOKOTO Pa3NpOCTPAHEHNE HA TE3W BUPYCH U3TJIEKIa BapUPaT CE30HHO U
reorpadceku. [Ipe3 2008 r. H275Y e 6una otkpura npu > 99% ot nupkynupammre HIN1 rpunan
nzonatu B EBpona. [Ipe3 2009 r. rpunaust Bupyc HIN1 (“cBuHCcKE rpun’) e O MOYTH €THAKBO
YyBCTBHUTEJICH KbM 03€JITAMUBHUP, KATO € UMAJIO CaMO CIIOPaJIuiHHU ChOOIIECHHS 33 PE3UCTEHTHOCT BbB
BpB3Ka KaKTO C TEpareBTUYHH, TaKa U C MPOPUIAKTHYHH CXEMH Ha TpHUIIaraHe.

5.2 ®apMakOKMHETHYHH CBOIiCTBA

OO01a nadopmanus

Abcopbyus

OzenramMuBHp ce abcopdbupa 100pe OT CTOMAITHO-UPEBHUS TPAKT CIIS IIEPOPATTHO MPUIIOKEHUE Ha
o3enrtamMuBup docdart (mpekypcop) u ce MeTadoJIM3Kupa B rojisiMa CTEICH KaTo Ce MPEBPbhIla B
AKTUBHUS METa0OIUT (03eNTaMUBUD KapOOKCHUIIAT) TIPEANMHO C ITOMOIITA Ha YEPHOAPOOHUTE
ectepasu. Hait-manko 75% ot nepopanHara 103a JOCTHTa CHCTEMHOTO KPhBOOOPAIICHHUE 10T
(dhopMara Ha akTUBEH MeTa0O0IUT. EXCIIO3UIMITA HA TIPEAJICKAPCTBOTO M0 OTHOIIICHUE Ha AKTUBHUS
MeTaboNHT € mo-Maika ot 5%. [nasMeHnTe KOHIIEHTPALMK Ha MTPEKypcopa U Ha aKTHBHHS METa0OIHUT
ca MPOTOPIIMOHAIIHYU Ha JI03aTa U HE CE MOBJIHUABAT OT €AHOBPEMEHHO MPHUIIOKEHHUE C XpaHa.

Pasnpeoenenue

CpenHusT 00eM Ha pasnpeieeHHe B CTALMOHAPHO ChCTOSHUE HA 03EITaMHUBHP KapOOKCHIAT Mpu
Xopa e nmpuon3nuTenHo 23 auTpa — 00eM, EKBUBAJICHTEH Ha eKCTpallenyJiapHaTa TelleCHa TeUHOCT.
Toii KaTO HEBpaMUHUIA3HATA AKTHBHOCT € eKCTpalenyaapHa, 03eITaMUBUP KapOOKCHIIAT ce
pasnpezessi BbB BCHUKM MECTa Ha pa3npocTpaHeHUE Ha TPUITHUS BUPYC.

CBBp3BaHETO Ha 03CJTAMHUBUP KapOOKCHIIAT € MJIa3MEHUTE MPOTEUHH IIPU XOPpa € HE3HAYUTEITHO
(npubmusurenso 3%).

Buompancpopmayus

OsenTamMuBHp € MOUI0KEH Ha €KCTCH3UBHO NPEBPBILAHE 0 03eITaMUBUpP KapOOKCHUIIAT OT
ecTepasuTe, HAMHUPAIIH Ce MPEIUMHO B uepHus apo6. [Tpoy4Banus in Vitro ca mokasasm, 4e HUTO
03eNTaMUBUD, HUTO aKTUBHUAT My METaOOJHT ca cyOCTpaTy UM HHXUOUTOPU Ha OCHOBHUTE
u3opopmu Ha nutoxpom P450. He ca unentuduipanu in Vivo KoHrOraTu oT ¢as3a 2 Ha HUTO €THO OT
JIBETE CHEIMHCHHSI.

Enumunupane

AGcopOHupaHusT 03eNTaMUBHP C€ ETUMHUHUPA NpeIuMHO (> 90%) upe3 npeBpbhIIaHETO MY B
o3entamuBup Kapookcuiar. Cien ToBa TOi He ce MeTabOIM3Hpa MO-HATaThK U Ce eMTMMHUHHPA C
ypuHara. ITuxoBuTE TJIa3MEHU KOHICHTpalU Ha O3CJITAMUBUP Kap6OKCI/IJ'[aT HaMaJIsIBAT C IMOJTY>KUBOT
ot 6 10 10 yaca mpu MOBEYETO UHAUBUIU. AKTUBHUAT META0OJUT CE SIIMMUHHUPA U3ISUIIO Ype3
0b0peuna exckpenns. bpOpeunusT kmpbHC (18,8 1/h) mpeBumiaBa crenenTta Ha riiomMepyiHa
¢unrpamms (7,5 1/h), koeto mokasBa, 4e 0OCBEH TIIOMepYJIHA (pUITpaIus ce U3BbPIIBA U TYOyITHA
cexpenust. [lo-manko ot 20% oT nepopanHara Oens3ana 103a ce eTMMUHUpa ¢ peKaInuTe.
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AQYI 1 CTICTIMAJIHU TTOITYJIAllN

THeouampuuna nonynayus

Kvpmauema na ev3pacm noo 1 2coouna. ®apmMakokuHETHKATA, (hapMaKOAMHAMHUKATA U 0€301MacCHOCTTA
Ha Tamiflu ca onleHeHH B 1Be HEKOHTPOJIMPAHH OTBOPESHH POYYBAHMUS, BKIIIOUBAIIH 3apa3eHH C TPHUII
Jiena Ha Bh3pacT nox exHa roauna (N=135). CkopocTTa Ha KIIMPHHC HA aKTUBHUS META0OIIHUT,
KOPUT'HpaHa 3a TeJIECHOTO TErJI0, HaMallsiBa Py Bb3pacT I0A eAHa roauHa. ExcriosunusaTa Ha
MeTaboJIMTa ChILO € MO-IIPOMEHIINBA IIPY Hal-MaJKUTe KbpMaueTa. HanuuHuTe NaHHM IIOKa3Bart, ye
ekcro3unmsTa cies 1o3a 3 mg/kg npu kppmauera Ha Bb3pact 0 — 12 Mecena ocurypsiBa €KCIo3HIHN
HAa MpeJIeKapcTBOTO U METab0INTa, KOUTO € O4akBa Aa ObAaT epukacHu, ¢ mpoui Ha OE30MacHOCT,
CPaBHHM C TO3HU IIPH MO-TOJIEMH JIeTla U Bb3PACTHH, MMOJTydaBaIiy oJg00peHara 1o03a (Bx. Touku 4.1 u
4.2). Cpo01IeHUTEe HEXKEeaHH PEaKiMy ca B CbOTBETCTBHE C yCTAHOBEHHS PO Ha 0€30MacHOCT
NpU MO-TOJIEMH Jlela.

JluricBaT JaHHUW NP KbpMaveTa Ha Bb3pacT NoJ 1 rojuHa 3a npodUIIaKTHKA Ha TPUIT CIIe]T
excriosuius. [IpodunakTikara mo BpeMe Ha TpUITHA eMUASMHS B OOIIECTBOTO HE € MPOydYBaHa IpH
Jleria Ha B3pacT moj 12 roauHH.

IIpounaxmuxa na epun cied ekcnozuyus npu Kbpmaiema noo 1-200una 6v3pacm no epeme Ha
nandemus: CUMyanysaTa Ha IPUIIOKECHUE BEIHBXK JHEBHO Ha 3 My/kg npu kppmauera < 1 roanHa
IIOKa3Ba €KCIO3ULMS B CHIIUTE TPAHULM WIX II0-BUCOKA OT Ta3M IIPU IPUWIOKEHHE BEAHBK JHEBHO Ha
75 mg npu Be3pacTHH. Excrio3unusaTa He IpeBHUILIaBa Ta3u MPH JEUeHNE Ha KbpMadeTa < | roauHa (3
mg/Kg 1Ba IbTH JJHEBHO) U C€ OYaKBa Jia JOBE/C 10 CPaBHUM MPOQII Ha 6€300acHOCT (BXK. TOUKA
4.8). He ca mpoBexaaHy KIIMHUYHU W3IHUTBAaHMS C IPOQHIAKTHKA IIPU KbpMayeTa Ha Bb3pacT < 1
rOJMHa.

Kvpmauema u deya na evspacm 1 2oduna wiu no-coremu’. PapMakOKMHETHKATa Ha 03€ITAMUBUD €
OIICHSIBaHA BbB (PapPMAKOKWHETUYHU MPOYUYBAHUS C THOKPATHO MPUIIOKEHHE NIPU KbpMadeTa, Jielia 1
FOHOIITH Ha Bh3pacT oT 1 10 16 roguan. ®apMakOKUHETHKATA TIPH MHOTOKPATHO MPHUIIOKCHUE € Oua
npoydveHa NPy MaIbK OpO [ela, BKIIOUSHH B KIIMHUYHO U3MUTBaHE 3a eukacHocT. [lo-Mankure
JieTia ca OTJENUITH MPeIeKapcTBOTO U aKTHBHUSI My METabOIUT MO-0bP30 OT Bh3PACTHUTE, KOETO €
JIOBEJIO JI0 MO-HUCKA SKCIIO3MIINSA 3a JAajieHa n03a B Mg/kg. Jlo3u ot 2 mg/kg naBaT eKCIIO3MILIMK Ha
03eITaMUBUD KapOOKCUIIAT, CPABHUMH C TE€3H, TIOCTUTHATH MTPU BH3PACTHHU, MOJyUYaBaI SIHOKPATHA
no3a ot 75 mg (mpubausurenno 1 mg/kg). dapMakoknHeTHKAaTa HA O3€JTAMHUBHP IPH Jela U FOHOIIH
Ha BB3pacT 12 rOAMHU WK TIO-TOJIEMH, € 10{00Ha Ha Ta3u MPH BH3PACTHHTE.

Cmapuecka ¢v3pacm

Excriozumusita Ha ak THBHHSI METAOOJIHT B CTAIIMOHAPHO CHCTOSHUE € 25 10 35% mo-BHCoOKa mpu Xopa
B CTapuecKa Bb3pacT (Ha Bb3pacT OT 65 10 78 ToAMHHN) B CpaBHEHUE C Bb3PACTHH NOA 65 TOIMHHU Clex
NPUIOKEHUE Ha CPABHUMH JJO3U 03eNTaMUBHUp. [10i1y>KMBOTHT, HaO/II0JaBaH IPH XOpa B CTapuecKa
BB3pAcT € 0J00eH Ha TO3W, HabrogaBaH Mpy Milaan Bb3pacTHU. Bb3 0CHOBaA Ha JieKapcTBEHATa
€KCITO3UIUS ¥ IOHOCUMOCTTA, HE € He0OXOAMMO KOPUTHpaHe Ha J103aTa IPH X0pa B cTapuecka
BB3PACT, OCBEH aKO HsIMa JaHHH 32 YMEPEHO WM TEeXKO OBOpeuHO yBpekaaHe (KpeaTHHHHOB
kupbHC 1o 60 ml/min) (Bx. Touka 4.2).

bvbpeuno yspescoane

[Ipunoxenunero va 100 mg o3entamMuBup docdaT aBa IBTU AHEBHO B MPOIBIDKEHHUE HA 5 THU NpU
MAIMEHTH C pa3inyHa CTENeH Ha ObOPEYHO YBpeXkKIaHe OKa3Ba, Y€ CKCIIO3UIIHMATA HA 03eITAMUBHP
kapOoKcHiaT € 00paTHO MPONOPLHOHAIHA HA HAMAJICHUETO Ha Ob0peuHaTa QyHKuus. 3a JO3UpPOBKaTa
BIKTE TOUKa 4.2.

Yeproopobno yspexcoane

[MpoyuBanus in Vitro ca nokasasm, 4e He ce 0YaKBa 3HAUYMMO MOBHUILIABAHE HA EKCIIO3UIUATA HA
03eJTaMUBUP, HUTO ITbK 3HAYMMO HaMaJICHHE Ha eKCIO3ULIMATA Ha aKTUBHUS METabOJIUT MIpH
MAIMEeHTH C YePHOAPOOHO yBpexaaHe (BxK. Touka 4.2).
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bpemennu osrcenu

00600611eH onmynanuoneH hapMaKOKHHETHYEH aHAIIN3 TI0Ka3Ba, ue cxeMara Ha npuiarade Ha Tamiflu,
ommcaHa B Touka 4.2 ,.J[03upoBKa ¥ HAUYWH Ha MPIIOKEHUE , BOAU J0 MO-HKCcKa ekcrosutus (30%
CpelHa BeIMYMHA 32 BCHYKH TPUMECTPH) Ha aKTHBHUS METaOOJIUT IpH OPEMEHHU JKCHU, B CPAaBHCHHE
C JKeHH, KOUTO He ca OpeMeHHU. [To-HUCKaTa oYaKBaHa eKIO3UIUS 00ade ocTaBa HaJl ”HXUOUTOPHUTE
kouneHrparuu (IC95 cToMHOCTH) U B rpaHUILIMTE HA TEPAIICBTUYHOTO HUBO 3a PEIuIla IaMOBE Ha
rpurtaus BUpyc. OCBEH TOBa, MMa JaHHHU OT 00CEPBAIIMOHHM MTPOYYBaHUs, IOKA3BAIIH 11013aTa OT
HACTOSIIATa CXeMa Ha MpujIarane Mpy Ta3u MoIryianus nanuenTu. Cie0BaTeNHo, He ¢e TIPETophuBa
KOpUTHpPAaHE Ha Jio3aTa 32 OpeMeHHH KEHU ITPH JICYSHUE WM NPOQUIaKTHKA Ha TpUI (BXK. Touka 4.6
OeprunureT, OpeMEHHOCT ¥ KbPMEHE).

HmyHnokomnpomemupanu nayuenmu

[omynanmnonHn GpapMakKOKHMHETHYHN aHAJIM3H MTOKA3BaT, Y€ JICUEHHETO Ha Bb3PACTHH U NMEAUATPUIHU
(< 18-roauirHn) UMyHOKOMIIPOMETHPAHHU MAIUCHTH C 03eITAMUBHUP (KaKTO € OIMCAHO B TOUKa 4.2.
Jlo3upoBKa 1 Ha4WH Ha TPUIIOKEHHE) BOJIU JI0 MTOBHUIIICHA MPOTHO3HA EKCITO3HIINS (OT MPUOIH3UTEITHO
5% no 50%) Ha aKTUBHHS META0OJIUT B CPABHEHHE C UMYHO- HEKOMIIPOMETHPAHH MAIUEHTH ChC
CPaBHMM KpEaTHHUHOB KIMPBHC. [lopaan mupokuTe rpaHuIy Ha 0€30IacHOCT Ha aKTUBHHUS
MeTabonuT obade He € He0OXO0AMMO KOPUTHPAHE Ha J103aTa MPH MallMeHTUTE 3apau
UMYHOKOMIIPOMETHPAHUS UM CTaTyc. [Ipy MMyHOKOMIIPOMETHPAHU MAIUEHTH ¢ OBLOpedHO
yBpexk1aHe o0ade J03uTe TPAOBA J1a ce KOPUTHPAT, KAKTO € OIMcaHo B Touka 4.2. JI03upoBKa M HAYMH
Ha IPUIIOKEHHE.

q)apMaKOKI/IHeTI/I‘IHI/ITe nu (bapMaKO,I[I/IHaMI/I‘IHI/ITe AHaJIM31 OT ABE NMPOYUBAHUA ITPU
UMYHOKOMIIPOMETHUPAHU IMMATUCHTU ITOKa3BaT, Y€ HAMa 3HAaYUMa JOITBJIHUTEIIHA 110J13a OT €KCIIO3UIUH,
IMO-BUCOKHU OT NOCTUTHATHUTE CJICA MPUIIOKCHUCTO Ha CTaHJapTHaTa 1034.

5.3 IpeaxkInHUYHH JAHHHU 32 0€30MACHOCT

HexnuHu4HUTE JaHHU HE MOKa3BaT 0COOCH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHATHHUTE
(hapMaKoJOrMYHH IPOYYBAHUS 3a O€3011aCHOCT, TOKCUYHOCT IPY MHOTOKPATHO IPHJIaraHe u
TeHOTOKCHYHOCT. Pe3ynTature oT KOHBEHIIMOHAIHY POYYBaHUs 38 KAPLMHOTEHHOCT IPH IPU3aYH
MOKa3BaT TEHJEHIMS KbM J103a-3aBUCHUMO MOBHILIEHHE HA YECTOTaTa Ha HAKOM TYMOPH, KOUTO ca
TUIIUYHU 32 U3MOJ3BaHUTE BUIOBE rpu3aur. KaTo ce uMaT npeaBui rpaHUIMTE Ha €KCIIO3HULUS IO
OTHOLICHNE Ha OYaKBaHATa EKCIIO3ULUS MIPH yoTpeOa MpH Xopa, Te3U AaHHHU HE IPOMEHSAT
CBHOTHOILIEHHETO Noi3a/puck Ha Tamiflu npu ogo0peHNTE TepaneBTHYHNA OKa3aHMsL.

TepaTomorHYHNTE MPOYIBAHHS Ca TIPOBEICHU BbPXY IUTHXOBE U 3aiIM B 03U CHOTBETHO 0

1 500 mg/kg/nuesno u 500 mg/kg/nuesHo. He e HabmoaaBan edekt BbpXy GEeTarHOTO pa3BHTHE.
[IpoyuBane Ha ¢pepTminTeTa NpH MWITBX0BE B 403U A0 1 500 My/kg/nHeBHO HE € MoKa3alo HeXEeNaH!
peaxiuy BbpXy /Bata noxia. [lpu npe- v mocTHATATHUTE MPOYYBAHUS TIPH TUTHXOBE € OTOEIA3aHO
ybkaBane Ha paxnanero npu 1 500 mg/kg/nHeBHo: rpanunaTa Ha 6€30MACHOCT MEXTY
€KCIO3ULUATA TIPU XOpa U Hai-BHucoKata 103a 6e3 edekrt (500 mg/kg/nHeBHO) npu IIIBXOBE €
cbhoTBeTHO 480 bTH 32 03enTaMUBUP U 44 THTU 33 aKTUBHUS MeTa0ouT. deranHaTa eKCIO3UIHS MTPH
TUTBXOBE U 3ai1y € mpubnmsurenso 15 no 20% oT Ta3u Ha MalKara.

[Ipu mrbxoBe ¢ JaKTanys 03e1TaMUBHP U AKTUBHUAT METaOOIUT C€ eKCKPETUPAT B MIISIKOTO.
OrpaHWYeHN JaHHY OKA3BaT, 4ye 03eITaMHUBHD U aKTHBHUAT METa0OINT c€ eKCKPETHPAT B KbpMaTta
npu xopa. [Ipu ekcTpanonupane Ha JaHHUTE OT )KUBOTHH C€ TI0JIy4aBaT CTOHHOCTH OT

0,01 mg/nueBno u 0,3 MY/AHEBHO 3a CHOTBETHUTE CHEINHEHUSI.

HabnroaBan e moTeHInal 3a KOXKHO CEHCHOMIN3UpaHe KbM 03eITaMUBHp B "maximisation” Tect
BBPXY Mopcku cBuHYeTa. [IpubnmsutenHo 50% OT )KMBOTHUTE, TPETHPAHU CaMO C aKTHBHOTO
BEIIECTBO, IOKa3BaT EpUTEMa CJIe IPOBOKALIMS Ha MHAYLpaHH *XxUBOTHU. HabmogaBano e obpatumo
JIpa3HEHE Ha O4M Ha 3aMlIy.

Bbnpexn ue MHOTO BUCOKU €JTHOKPATHH MEPOPATHU 103U 03enTaMuBHp (ocdar nox popmara Ha cou,
10 Haii-Bucokarta u3cieBana no3a (1 310 mg/kg), Hsamat HexxenaHu peakiiy MpU Bb3paCTHU
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TUTBXOBE, TE3H JI03U Ca MPEAU3BUKAIN TOKCUIHOCT, BKIIFOUHTEITHO CMBPT, IPU MAJIKH 7-THEBHU
mrbx4yera. Te3u peakiuy ca HaOJIo1aBaHu Ipu 1034 oT 657 mg/kg u mo-sucoku. [Ipu 500 mg/kg He
ca YCTaHOBCHU HEKEIAHU PEeaKINU, BKIFOYUTEITHO U ciell XpoHnyHO Tpetupane (500 mg/kg nHerHO,
npuiaranu ot 7 1o 21 JeH ciel paxIaHeTo).

6. OAPMAIEBTUYHUA JAHHU
6.1 ChnuchbK HAa MOMOIIHUTE BELIECTBA

Tamiflu 30 mg TBBpaM Kancynu

Kancynno cvovporcumo

[IpexxenaTuHM3UpaHO HUIIECTE (MTOTYYSHO OT IAPEBUYHO HUIIIESCTE)
Tank

IloBunon

Kpockapmenosza Hatpuii

Harpues creapundymapar

Cvcmas na kancyrama
Kenatun

JKbnt xenesen okenn (E172)
Uepgen xeneseH okeup (E172)
TuranoB guokcun (E171)

Tlewammno macmuno

Iemmak

TurtanoB nuokcun (E171)

FD u C Blue 2 (urnurokapmus, E132)

Tamiflu 45 mg tBbpau Kancyu

Kancyano cvovpoicumo

[pexenaTnHu3upaHo HUIIECTe (MOTYUECHO OT APEBUYHO HHULIECTE)
Tank

IloBunon

Kpockapmenosa Harpuit

Hatpues creapundymapar

Cvcmas na kancynama
Kenatun

Uepen xene3eH okcun (E172)
TurtanoB nuokcun (E171)

Ilewamno macmuno

IHemmak

Turanos auokcun (E171)

FD u C Blue 2 (unnuroxapmusn, E132)

Tamiflu 75 mg tBbpau Kancymu

Kancyano cvowvporcumo

[IpexxenaTnHM3NpaHO HUIMIECTE (TTOTYUEHO OT APEBUIHO HUIIIECTE)
Tank

IToBugon

Kpockapmenosa Hatpuii

Harpues creapmndymapar

22



Cvcmae na kancynama
Kenatun

Kbt xenesen okcup (E172)
Yepsen xene3en okcup (E172)
Yepen xkenesen okcup (E172)
TurtanoB muokcun (E171)

Tlevamno macmuno

Iemmak

Turanos guoxcua (E171)

FD u C Blue 2 (unaurokapmus, E132)
6.2 HecbBMECTHMOCTH
Henpunoxumo

6.3 Cpok Ha rogHocT

Tamiflu 30 mg TBBpAM Kancynu
10 roguan

Tamiflu 45 mg TBEpaM Kancynn
10 roguan

Tamiflu 75 mg TBEpau kancyun
10 roguan

ChbXpaHeHHE Ha CYCIICH3UTA, IPUTOTBEHA B AlITEKATA
Cpoxk Ha rogHoct 10 guu npu cexpanenue mox 25° C.

6.4 Cpoenua/jHM yCJIOBHS HA CbXpaHeHUe

Ja He ce cbxpansaBa Hax 25 °C.

3a yciaoBUATa HA ChXPAaHEHHE HA CYCIICH3UATA, IIPUTOTBEHA B allTeKaTa, BIKTE Touka 6.3.
6.5 Bwuau cbabpKkaHUE HA OMAKOBKATA

Tpucioiina OaucrepHa onakoBka (PVC/PE/PVDC, 3aneuartana ¢ amyMHUHHAEBO (POIIHO).
OnaxkoBka ot 10 xancymmu.

6.6 CrnenuajaHu NpeANa3HN MePKHU NMPU U3XBBLPJIsiHe U padoTa

Hewnsnon3panusr MMPOAYKT WJIM OTHHAABYHUTC MAaTCPUATIN OT HET'O TpH6Ba Ja CC U3XBBPJIAT B
ChOTBETCTBHEC C MCCTHUTC N3UCKBAHUA.

EKCTCMHODHJ’IH& (bODMa

Koecamo nama Tamiflu npax 3a nepopanna cycnensus

[Mpomunieno npoussenen Tamiflu mpax 3a mepopanua cycnensus (6 mg/ml) e npeanoynTaHusT
NPOIYKT 3a NeIUAaTPUYHH U Bb3PACTHU MAIMEHTH, KOUTO UMAT 3aTPYAHCHUS MIPHU MPETIIBIIAHETO Ha
KaIICyJIU, WIH KOraTo ca HeOOXOAMMH IO-HUCKH J103U. B cityyaii, ye HsiMa MPOMHIIIICHO IPOU3BE/ICH
Tamiflu mpax 3a mepopanna cycrensus, hapMalleBThT MOKe J1a IPUroTBu cycrensus (6 mg/ml) ot
Tamiflu kancynu, WM NaMEHTHTE MOXKeE J1a CU MIPUTOTBAT CYCIICH3UATA OT KAICYJIU B KBIIH.
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Tps0OBa na ce mpeAnoYnTa NpemnapaT, HPUrOTBEH B alITEKATa, Pe] IPUTOTBEHUS B JJOMAIIHU YCIOBUSL.
IMoapo6ua nHpOpMAaIKS 32 NPUTOTBSIHE B TOMAIIHH YCIOBUS MOYXKE Ja Ce HAMEPH B JINCTOBKATA 32
nanueHTa Ha Tamiflu kancynu B, IIpurorssne na Teuen Tamiflu B kpum”.

3a mpusiarane Ha CyCIeH3HTa, IPUTOTBEHA B alTeKkaTa, KakTo U 3a MPOIEeIypUTE 33 JJOMAITHO
MIPUTOTBSIHE, TPSAOBA /1a CE OCUTYPAT CIPUHIIOBKH C MOIXOAIT 00eM  rpagyrupane. B aBara cirydas

MMPAaBUIIHUTC obeMu Tp}I6Ba Ja ca oTOENISI3aHU BBPXY CIIPUHIOBKHUTC.

IIpuroTBsHe B anrTeKkaTa

6 mg/ml cycnen3usi, pUroTBEHAa B aNTeKAaTa OT KANCYJIH

Bwspacmuu, onowiu u kepmayema, u deya Ha 8b3pacm 1 200una i no-2o1emu, KOUmo He cd 8
CbCmosAHUe 0a NO2NbUAM Yeau Kancyiu

Ta3zu mporieaypa onucea MPUroTBHETO Ha 6 My/Ml cycriensus, KosATO e OCUTYPH Ha eIUH MalUeHT
JIOCTaTBYHO JICKAPCTBO 3a S-JHEBEH Kypc Ha yieueHue win 10-1HeBeH Kypce 3a npoduiaktika. [1pu
UMYHOKOMIIPOMETHPAHU NAIMEeHTH ¢ HeoOxoauM 10-1HEeBeH Kypc Ha JICUeHHE.

dapmareBTHT MOXe Aa npurorsu 6 mg/ml cycmensust or Tamiflu 30 mg, 45 mg unu 75 mg karcyim,
KaTo M3M0J3Ba BoAa, chabpxama 0,05% 1./00. HaTpueB OeH30aT, 10OABEH KaTO KOHCEPBAHT.

[IspBo, U3uKcaeTe 00IIUS 00eM, HEOOXOAUM 3a IPUTOTBAHE U OTITYCKaHE, KOWTO IIe OCUTYPH S5-
JTHEBEH Kypc Ha jeueHue win 10-1HeBeH Kypc 3a npoduiiakTrka Ha nanuenTa. HeoOxoaumust o0y
00eM ce onpeierisi Crope T TETrJI0TO Ha MalueHTa, ChIIIaCHO IPENOPHhKUTE B TAOIUIIATa MO-A0Ty. 3a 1a
MOe J1a ce M3Tern TOUHHAT 00eM 10 10 mo3u (2 u3TernsHus 3a AHEBHA /1032 32 JICUCHHUE B
POIBIDKEHNE HA 5 IHHU), TIPH IPUTOTBSAHE Ha 103aTa TPAOBA Ja e B3eMe MPEIBH I KOJIOHKATa,
ToKa3Bala 3arybara mpu u3MepBaHeTo.

3a IMyHOKOMIIPOMETUPAHH MAIUCHTH, U3UUCICTE 00IIHsI 00eM, HEOOXOIUM 3a IIPUTOTBSIHE U
OTITyCKaHe, KOWTO Iie ocurypH 10-IHEeBeH Kypc Ha JiedeHHe 3a narpenTa. Heooxomumust ooy ooem e
yKa3aH B Ta0NHIIATA 32 HMYHOKOMITPOMETHUPAHH MAI[MEHTH MO-I0JTy U CE ONPEe/Ielis CIOPE/T TErIOTO Ha
MaIueHTa. 3a 1a MOXKe J1a Ce M3TErJIM TOUHUAT 00eM 70 20 103u (2 u3TeryIsHu 32 JHEBHA /103 3a
JieueHHe B MPpoIbbKkeHre Ha 10 THU), P MPUTOTBSIHETO TPSIOBaA Ja ce B3eMe NpeIBU KOJIOHKATa,
MoKa3Bpaila 3arybara fnpu U3MEpBaHETO.

O6em Ha 6 Mg/m| cycnieH3usi, NPUroTBEHA B aNTeKaTa Bb3 OCHOBA HA TEIJI0TO HA MainueHTa (3a
5-nHeBeH Kypc Ha jedyeHue win 10-1HeBeH Kypc Ha NPOPHIAKTHKA)

TenecHo TerJio OO011 00eM 32 MPUTOTBsIHE OO011 00eM 32 MPUTOTBsIHE
(kg) CIOpe/ TErJIOTO HA MAIIMEeHTa CIOpe/ TErJIOTO HA MallMEeHTa
(ml) (ml)
3ary0aTa npu u3MepBaHETO He e 3ary6aTa npu u3MepBaHeTo €
B3€Ta NpeaBu B3€Ta NpeaBu
10 kg mo 15 kg 50 ml 60 ml wau 75 ml*
> 15 kg o 23 kg 75 ml 90 ml wm 100 ml*
> 23 kg o 40 kg 100 ml 125 ml
> 40 kg 125 ml 137,5 ml (umm 150 ml)*

*B 3aBHCUMOCT OT KOJINYECTBOTO Ha aKTHBHOTO BCOICCTBO B M3II0JI3BaHATA KarcyJia.

24



O06eM Ha 6 mg/ml CyCII€H3Ms, IPUTOTBCHA B aliIT€KaTa Bb3 OCHOBA HAa TEIJIOTO HA MMAllUCHTA (33

10-1HeBeH Kypc Ha JieyeHHe HAa HMYHOKOMIIPOMETHPAHH MAIAEHTH)

TenecHo Terio

(kg)

OO0 00eM 3a IPUTOTBSIHE
CIIOpeA TEerJIOTO HA MalMeHTa
(ml)
3ary6aTa npu u3MepBaHeTO He e
B3€Ta MpeaBu/

OO0 00eM 3a IPUTOTBSIHE
CIIOpeA TerJIOTO HA MalMeHTa
(ml)
3ary0aTa npu u3MepBaHeToO e
B3€Ta MpeaBu/

10 kg mo 15 kg 100 ml 125 ml
> 15 kg mo 23 kg 150 ml 187,5 ml
> 23 kg o 40 kg 200 ml 250 ml

> 40 kg 250 ml 300 ml

Bropo, onpenenere Opost Ha KalCyJIuTe W KOIUYECTBOTO Ha HocuTess (Boja, chabpikaria 0,05% T./00.
HaTpHueB O€H30aT, J00OABEH KaTO KOHCEPBAHT), HEOOXOIUMH 3a MMPUTOTBSIHE HA 00N 006eM (M3UnCIeH

OT ropHaTa Tabnuia) Ha 6 mg/ml cycrneHsus, MPUroTBEHA B aNTeKaTa, KaKTo ¢ TIOKa3aHo B TabIuIaTa
O-J10ITY:
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Bpoii Ha kancy/juTe U KOJINYECTBO HA HOCUTEIs1, HeOOX0AUMH 32 IPUIOTBsIHE HAa 001N 00eM
Ha 6 mg/ml cycnen3usi, NPUroTBeHa B anTeKaTa (3a S-AHeBeH Kypc Ha jJedenne uin 10-1HeBen
KYpC Ha NPOoQUJIAKTHKA)

O0611 00eM Ha Heo0xonum 6poii kancyau Tamiflu
CyCleH3UuATa 3a (mg o3eJITAMUBHP) HeobGxonqum 00em
NMPUTOTBSIHE 75 mg 45 mg 30 mg HA HOCHTEJIS
60 ml Mons, 8 karcynu 12 kancynu 59,5 ml
U3I0JI3BaiiTe (360 mg) (360 mg)
KarcyJi ¢ Ipyro
KOJIMYECTBO Ha
AKTHBHOTO
BEIIECTBO™
75 ml 6 xancynu 10 kancynu 15 kamncynu 74 ml
(450 mg) (450 mg) (450 mg)
90 ml Mo, 12 karncysm 18 karcysm 89 mi
U3I0JI3BaiiTe (540 mg) (540 mg)
KarcyJu ¢ Ipyro
KOJIMYECTBO Ha
AKTHBHOTO
BEIIECTBO™
100 ml 8 karcynu Mo, 20 xamcynu 98,5 ml
(600 mg) U3I0JI3BaiiTe (600 mg)
KarcyJii ¢
Apyro
KOJIMYECTBO HA
AKTUBHOTO
BEIIECTBO™
125 ml 10 kancynu Mo, 25 Karcynu 123,5 ml
(750 mg) U3I0JI3BaiiTe (750 mg)
KarcyJii ¢
Apyro
KOJIMYECTBO Ha
AKTUBHOTO
BelecTBo™®
137,5 ml 11 xancynu Mo, Mouns 136 mi
(825 mg) U3IIOJI3BANTE U3IIOJI3BANTE
KarcyJii ¢ KarCyJii ¢
JPYyTo ApYro
KOJIMYECTBO HA | KOJHMYECTBO Ha
aKTUBHOTO AKTUBHOTO
BelecTBo™ BelecTBo™®

*Hama KOM6I/IHaIII/I${ C TaKOBa KOJIMYECTBO Ha aKTUBHOTO BCIICCTBO B KaIlCyJid, KOATO MOXKE Jla CC U3I10JI3Ba 3a
MOCTUTAHC HA KEJIaHAaTa KOHUCHTpalus; 3aTOBa MOJI H3II0JI3BalTe Karicyjia ¢ Apyro KOJau4eCcTBO Ha

AKTUBHOTO BCUICCTBO.
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Bpoii Ha KancyuTe U KOJINYECTBO HA HOCUTEJsI, HEOOXOIUMH 32 MPUTOTBsIHE HA 001U 00eM
Ha 6 Mg/ml cycneH3usi, NpUTOTBEeHA B anTekaTa (3a 10-1HeBeH KypC Ha JieyeHHe NPU
HMYHOKOMIIPOMETHPAHM NMALUEHTH)

OO611 00eM Ha Heo0xonum 6poii kancyau Tamiflu
CycleH3UATa 3a (mg o3eJITAMUBHP) HeobGxonqum 00em
NMPUTOTBSIHE 75 mg 45 mg 30 mg HA HOCHTEJIS
125 ml 10 xancynu Mo, 25 Karcynu 123,5 ml
(750 mg) U3I0JI3BaiiTe (750 mg)
KaricyJsu ¢
Apyro
KOJINYECTBO Ha
AKTHBHOTO
BEIIECTBO™
187,5 ml 15 kancynu 25 karcynu Mo, 185 ml
(1120 mg) (1120 mg) U3I0JI3BaiiTe
KaricyJy ¢
Apyro
KOJIMYECTBO Ha
AKTHBHOTO
BEIIECTBO™
250 mi 20 kamncynu Mo, 50 kamcynu 246,5 ml
(1500 mg) U3I0JI3BaiiTe (1 500 mg)
KaricyJy ¢
Apyro
KOJIMYECTBO Ha
AKTHBHOTO
BEIIECTBO™
300 mi 24 xarcynu 40 xancynu 60 xamcynu 296 ml
(1800 mg) (1 800 mg) (1 800 mg)

*Hama KOM6I/IHaHI/I$[ C TaKOBa KOJIMYECTBO HA aKTUBHOTO BECIICCTBO B KaIICyJia, KOATO MOXE Jia CC M3I10JI3BA 3a
MOCTUTAHC HA KEJIaHAaTa KOHUCHTpalus; 3aTOBa MOJI H3II0JI3BaTe Karicyjia ¢ Apyro KoJn4eCcTBo Ha

AaKTHBHOTO BEIICCTBO.

Tpero, cnenBaiiTe mpoueaypara mo-A0y 3a IpurotesiHe Ha 6 mg/ml cycnensus ot Tamiflu kancynu:

1. B cThKiIeHa Yallia ¢ MoIXOISIN Pa3Mep CIIOKETE IMOCOYCHOTO KOJIMYECTBO BOMIA, ChIAbpIKallla
0,05% T1./00. HaTpueB OeH30aT, J0OABEH KATO KOHCEPBAHT.

2. OTtBoOpeTe MocoYeHOTo KomdecTBO Tamiflu karcynu u npexBbpieTe ChAbPKAHUETO HA BCIKA
Karcylia IUPEKTHO BHB BOJIaTa ¢ KOHCEPBAHT B CTHKJICHATA YaIlla.

3. Pa30bpkBaiiTe B IpoabKEHIE HA 2 MUHYTH € TTOAXO/AIIa ObpKaJKa.

(3abenexka: JlekapcTBEHOTO BEIIECTBO O3€ATaMUBHP (ocdar ce pa3TBaps JIECHO BbB BOAA.
CycrnieH3usiTa ce JbJDKU Ha HSKOU OT MOMOIIHUTE BemiecTBa Ha Tamiflu kamncynu, kouto ca

HEPa3TBOPHMIL. )

4.  TlpexBbpiere cyclieH3UsATa B OyTHIKA OT THMHO CTHKIIO WM ThMEH NOJNHETHIIeHTepedTanaT
(PET). Mosxe na u3nomnssare ¢pyHus, 3a 1a H30€rHETE pa3inBaHe.

o

3aTBopeTe 6YTI/UIKaTa KaTo U3II0JI3BATEC 3allUTCHA OT JAC1a Kallauka.

6. IlocTaBeTe MMOMOMICH €TUKET BbPXY 6YTI/IJ'IKaTa C HaAIIUC “Pa3kiiaTeTe BHUMATEIIHO npeau

ynorpeba”.

(3abenexka: Tazu npuroTBeHa cycreHs3us TpAOBa a ce pa3KiaTu JIEKO MPeaH MPUIOKEHHE, 3a
Jla ce CBeJie 10 MUHHUHYM TeHACHIIUATA 32 33IbP)KaHe Ha Bb3IyX.)
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7. JlaliTe yka3zaHUs Ha POIUTEIIS WU Ha OOHOTIIeada, Y€ BCHIKH OCTaHAN MaTepHAaJH CJICT
MIPHUKIIIOUBAHE Ha JICUCHUETO TPAOBA 11a ce U3XBBPJAT. [IpenopruBa ce Tazu nH(GOpMaLus aa ce
Jlajie KaTo ce MOCTaBU MIOMOIIEH €TUKET Ha OyTHIIKaTa WK ce J00aBH yKa3aHUE KbM €TUKETa C
WHCTPYKITUH OT anTeKara.

8. IlocTaBeTe eTHKET ChC CHOTBETHATA JaTa Ha M3THYAHE Ha CpoOKa Ha TOAHOCT CBIVIaCHO

YCIIOBHATA HA ChXpaHeHue (BK. Touka 6.3).

ITocTaBeTe anTedeH eTUKET BbPXY OyTHIKAaTa, KOWTO BKIIOYBA UMETO Ha MAIMEHTa, YKa3aHUs 32
npuiIarafe, ata Jio KOsiTo MOXe Jia Ce M3I0JI3Ba, UME Ha JISKApCTBEHUS TIPOJYKT U Jpyra HeoOXoauma
nH(pOpMaIus B ChOTBETCTBUE C MECTHUTE PETyJIATOPHHU M3MCKBaHU 3a anTekute. Hampasere cripaBka

C Ta6nnuaTa 0-A0J1y 3a NOAXOAAIINTE YKa3aHWA 3a MPpUJIaraHe.

Ta6auna 3a npuiiarane Ha 6 mg/ml cycnensusi, npurorseHa B anrekarta ot Tamiflu kancyan, 3a
NalMeHTH Ha Bb3pacT 1 roquHa Wiy no-rojieMu

Jlo3a 3a 1eyeHue

TesiecHo Ooem 3a (32 10 pHE**) IIpopunakTuyHa
TerJao Ho3za 103a Ho3a 3a 1euyeHue HNmynoxoMmpoMeTupaHu 103a
(kg) (mg) 6 mg/mi (3a 5 n1Hn) HaIUEHTH (3a 10 gum)
10 kg mo 30 mg 5ml 5 ml gBa mpTH 5 ml gBa mpTH MTHEBHO 5 ml BegubX THEBHO
15 kg JTHEBHO
> 15 kg 45 mg 75 mi 7,5 ml gBa neTH 7,5 ml gBa et nHEBHO | 7,5 Ml BengHBXK JHEBHO
10 23 Kg JTHEBHO
> 23 kg 60 mg 10 mi 10 ml xBa meTH 10 ml xBa meTH AHEBHO 10 ml BenaBX AHEBHO
10 40 kg JTHCBHO
> 40 kg 75 mg 12,5 ml 12,5 ml nBa meTH 12,5 ml nBa npTH HHEBHO 12,5 ml Begunx
IHEBHO JIHEBHO

*[IpertopbUnTETHATA IPOIBIDKUTEIHOCT IIPU UMYHOKOMIIPOMETHPAHH MarueHTH (> 1-roqumHa Bp3pact) ¢ 10 xun. Bikre
Cneyuannu nonyrayuu. Mmynoxomnpomemupanu TalMEHTH 3a TT0BeYe HH(oOpMaIys.

OrtmyckaiitTe cycrieH3usTa, IPUrOTBEHA B aNITeKaTa, ¢ TpagyrupaHa CIpUHIIOBKA 3a MepOpaiHd GopMu
3a U3MEPBaHE Ha MAJIIKU KOJMYECTBA OT CYCHCH3UATA. AKO € Bh3MOXKHO, OTOCICIKETE UITH
nmoT4epTaiTe JCIICHUETO Ha CIIPUHIIOBKATA 3a MePOpaTHU OPMH, ChOTBETCTBAIO HA TOIXOASIIATa
n03a (ChriacHo TabauIaTa 3a J03UpaHe MO-rope) 3a BCEKH MallUeHT.

BonHornegausT TpsAOBa A2 CMECH MOAXOMANIATA 032 C PABHO KOJUYECTBO CIIaJIKa TeUHA XpaHa, Harp.
MOJICIa/IeHa BOJia, IIOKOJIAa 0B CHPOII, CHPOII OT YEpEIH, IeCEPTHU 3aTMBKH (HAIp. CUPOT OT KapaMe
WJIM HyTa), 3a J1a C€ MaCKHUpa TOPUYUBHSI BKYC.

Kvpmauema na évzpacm noo 1 2oouna

Ta3u nporeaypa onKucBa NPUroTBIHETO Ha 6 MY/MI cycreH3us, KOTO e OCUTYPH Ha eJHH MalueHT
JOCTaTBYHO JIEKapPCTBO 3a S-IHEBEH Kypc Ha jeueHne win 10-1HeBeH Kypc 3a npodmiaktuka. [lpu
MMYHOKOMIIPOMETHPaHU MallMeHTH € HeoOxoauM 10-THeBeH Kypce Ha JIeYeHHE.

®dapmarneBTsT MOXe Aa npurorsu 6 mg/ml cycmensust or Tamiflu 30 mg, 45 mg unm 75 mg karncyiy,

KaTo M3M0J3Ba BoAaa, chabpxamia 0,05% 1./00. HaTpueB OeH30aT, 10OABEH KaTO KOHCEPBAHT.

[IspBo, U3uKcaeTe 001U 00eM, HEOOXOAUM 3a IPUTOTBAHE M OTITYCKaHE 3a BCCKU MMAIUEHT.

HeobxomumusT 06111 00eM ce orpenes crope] TerJIOTO Ha MAIlMeHTa, ChIIIACHO MPETIOPBKUTE B
TaOHMIIATa MO-A0JTy. 3a 1a MOXe Jia ce u3Terau TouHus ooem ot 10 no3u (2 usTernsHus 3a JHEBHA
J103a 3a JIeYeHHe B IPOIb/DKEHHE HA 5 THU), P IPUTOTBSIHE Ha J03aTa TPSOBa J1a ce B3eMe MMPEIBHT
KOJIOHKATa, I0OKa3BaIla 3arybarta mpu n3MepBaHETO.

3a IMyHOKOMIIPOMETUPAHH MAIUCHTH, U3UHUCICTE 00IIHs 00eM, HEOOXOIUM 3a IIPUTOTBSIHE U
OTITycKaHe, KolTo mie ocurypu 10-1HeBeH Kype Ha JeueHue 3a nanuenrta. HeooxoaumusT o0y obem e
yKa3aH B Ta0JMLaTa MO-0JTy U C€ OIpeessl CIIOpesl TETJIOTO Ha MalMeHTa. 3a ja MOXe Jia Ce U3Tern

28




TOYHHST 00eM 10 20 1031 (2 U3TETIIIHAS 32 THEBHA 11032 3a JICUCHHE B MpoabbkeHne Ha 10 qauM), Tpu
NPUTOTBSIHETO TPSIOBA Ja ce B3eMe TPE/IBH/] KOJIOHKATa, MOKa3Bala 3arybara npyu H3MepBaHETO.

O6em Ha 6 mg/ml cycnien3usi, NPUroTBeHAa B aNTEKATA Bh3 OCHOBA HA TErJIOTO HA ManueHTa (3a
5-nHeBeH Kypc Ha JedyeHue wiu 10-1HeBeH Kypc HA MPO(PUIAKTHKA)

TesiecHo Terso OO0 00eM 3a IPUTOTBSIHE CIIOpPeN OO0 00eM 3a IPUTOTBSIHE
(kg) TErJoTo HAa MAHeHTAa CIIOpe/ TerJIOTO HA MALMEeHTA
(ml) (ml)
3ary6aTa npu u3MepBaHeTO He e 3ary0arTa npu u3MepBaHeToO e
B3€Ta NpeaBuI B3€Ta MpeaBu/I
<7kg 1o 40 ml 50 ml
> 7 kg mo 10 kg 50 ml 60 ml wmu 75 ml*

*B 3aBUCUMOCT OT KOJIMYCCTBOTO HAa aKTUBHOTO BCILIECTBO B U3IOJI3BaHaTa Kallcyja.

O6eM Ha 6 MQ/ml cycren3usi, IPUTOTBEHA B aNTeKATa Bh3 0CHOBA HA TErJI0TO HAa MAIHEHTA (32
10-n1HeBeH KypC HA JieYeHHe TPH HMYHOKOMITPOMETHPAHY MAIHEHTH)

TesnecHo TerJio OO01u1 00eM 3a MPUTOTBSIHE CIIOPEN OO011 00eM 32 MPUTOTBsIHE
(kg) TErJoTo HAa MAlHeHTAa CIIOpe/ TerJIOTO HA MALMEeHTA
(ml) (ml)
3ary0aTa npu u3MepBaHETO He € 3ary6aTa npu u3MepBaHeTo €
B3€Ta NMpeaBU B3€Ta NMpeaBu/I
<7kg 1o 80 ml 100 ml
> 7 kg mo 10 kg 100 ml 125 ml
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Bropo, onpenenere Opost Ha KalCyJIuTe W KOIUYECTBOTO Ha HocuTess (Boja, chabpikaria 0,05% T./00.
HaTpHueB O€H30aT, J00ABEH KaTO KOHCEPBAHT), HEOOXOIUMH 3a MMPUTOTBSIHE HA 00N 006eM (M3UnCIeH
OT ropHaTa Tabnuiia) Ha 6 mg/ml cycrneH3us, MPUroTBEHA B anTeKaTa, KakTo ¢ TOKa3aHo B TabIuIaTa
10-J101Ty:

Bpoii Ha kancy/juTe U KOJINYECTBO HA HOCUTEIs1, HeOOX0AUMH 32 IPUIOTBsIHE HAa 001N 00eM
Ha 6 Mg/ml cycnieH3usi, NPUTroTBEHA B anTeKaTa (3a 5-1HeBeH Kypc Ha jJedenue win 10-1HeBeH
Kypc Ha npoguIaKkTHKA)

001 06eM Ha Heo0xoaum 6poii kancynn Tamiflu
CyCIIeH3UATA 32 (mg o3e1TAMUBHP) Heo0xoaum o6eM Ha
MPUTOTBsIHE 75 mg 45 mg 30 mg HOCHTEJIsA
50 ml 4 karcymu Mosst 10 xamcysm 49,5 ml
(300 mg) U3MoJ3BaiiTe (300 mg)
KarCyJii ¢
JpyTO
KOJIMYECTBO Ha
AKTUBHOTO
BelIecTBO™®
60 ml Moist 8 xarcyim 12 karncyim 59,5 ml
U3M0J3BaliTe (360 mg) (360 mg)
KarCyJIi C
JpyTo
KOJIMYECTBO Ha
AKTHBHOTO
BEIIECTBO™
75 ml 6 xamncymnu 10 karrcymm 15 kancymm 74 ml
(450 mg) (450 mg) (450 mg)

*Hama KOM6I/IHaIII/I${ C TaKOBa KOJIMYECTBO Ha aKTUBHOTO BCIICCTBO B KaIlCyJid, KOATO MOXKE Jia CC U3I10JI3Ba 3a
MOCTUTAHC HA KEJIaHAaTa KOHUCHTpalus; 3aTOBa MOJIL M3II0JI3BaliTe Karicyjia ¢ Apyro KOJau4eCcTBoO Ha
AKTUBHOTO BCUICCTBO.

Bpoii Ha kancyanTe U KOJHYeCTBO HA HOCHTeJIsl, HeOOX0AMMH 32 NPUTOTBSHE HA 001Hs 00eM
Ha 6 Mg/ml cycneH3usi, NPUTrOTBEeHA B anTekaTa (3a 10-1HeBeH Kypc Ha JedyeHHue mpu
HMYHOKOMIIPOMETHPAHM NALUEHTH)

OO0 06eM Ha Heo0xonqum 6poii kancynn Tamiflu
CyCIIeH3UATA 32 (mg o3e1TAMUBHP) Heo0xoaum o06eM Ha
MPUTOTBSIHE 75 mg 45 mg 30 mg HOCHTEJIsA
100 ml 8 karcym Mosst 20 karcymun 98,5 ml
(600 mg) u3MoJ3BaiiTe (600 mg)
KarCcyJii ¢
JIpyTO
KOJIMYECTBO Ha
aKTHBHOTO
BelIecTBO™®
125 ml 10 xamcymu Mosst 24 xarcymun 123,5ml
(750 mg) u3MoJ3BaiiTe (750 mg)
KarCcyJii ¢
JpyTo
KOJIMYECTBO Ha
aKTUBHOTO
BelIecTBO™®
* Hsama KOM6I/IH3HI/I$[ C TaKOBa KOJIMYECTBO HA aKTUBHOTO BEIICCTBO B KaIICyJia, KOATO MOXE Jia CC M3I10JI3BA 3a

TIOCTUTAHE Ha XEJIaHAaTa KOHICHTPpAausA, 3aTOBa MOJIA H3II0JI3BalTe Karcya ¢ Apyro KOJIn4€CTBO Ha
AaKTHBHOTO BEIICCTBO.
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Tpero, cnenBaiiTe nmpoueaypara mo-a0iy 3a Ipurotesine Ha 6 mg/ml cycnensus ot Tamiflu kancyinu:

1.

2.

o

B cThKIiieHa Yaia ¢ moaxo I pasMep CII0KETe MOCOYEHOTO KOJIMIECTBO BOJIA, ChAbPIKAIIA
0,05% T1./00. HaTpueB GeH30aT, 10OaBEH KaTO KOHCEPBAHT.

OtBopete nmocoueHoTo KonuuecTBo Tamiflu Karncynu u mpexBbpIieTe ChbIbPKAHUETO HA BCSIKA
KarcyJa JUPEKTHO BbB BOAATa C KOHCEPBAHT B CTHKJICHATA Yalla.

Pa30bpkBaiiTe B IpoabKEHUE HA 2 MUHYTH € TTOAXOAAIIA ObpKaJKa.

(3abenexka: JlekapcTBEHOTO BEIIECTBO O3€ATaMUBHP (ocdart ce pa3TBaps JECHO BbB BOAA.
CycrieH3usiTa ce JbJDKM Ha HIKOU OT IIOMOIIHUTE BeniecTBa Ha Tamiflu karncynu, Kouto ca
HEPa3TBOPHMIL. )

[TpexBbpIieTe cycrneH3uaTa B OyTHIIKA OT TBMHO CTBKJIO HJIM THMEH IOJHeTHIeHTepedTanar
(PET). Moxxe na usnoszsare QpyHus, 3a 1a u30erHeTe pa3auBaHe.

3arBopeTe OyTHIIKAaTa KaTO M3IIOJI3BATE 3alUTEeHA OT JeTla Karnayka.

[ocraBeTe MOMOIIECH €THKET BHPXY OyTHIIKaTa ¢ Haamuc “Paskiarere BHUMATEITHO MPEIH
ymotpeba”.

(3abenexka: Ta3u NpUroTBEHa CyCHEH3Us TPAOBA J1a ce pa3KJIATH JISKO TPy MPUIIOKECHHUE, 3
Jla ce CBeJe O MUHUHYM TEHICHIHTA 32 3a/Ibp)KaHe HA BB3IyX.)

Jaiite ykazaHus Ha pOJHUTEINS WM Ha OOJIHOTIIEa4a, Y€ BCEKH OCTaHall MaTepuall clie]l
NPUKIIOYBAaHE Ha JICYEHHETO TPsiOBa 1a ce u3XBbpuu. [IpernoppuBa ce Ta3u nHpOpMAIHs 1a ce
Jlazie KaTo ce IIOCTaBH MIOMOILCH €TUKET Ha OyTHIIKaTa WM ce JOOaBU yKa3aHUE KbM €THKETa C
WHCTPYKIUH OT anTeKara.

[TocTaBeTe eTUKET ChC CHOTBETHATA JaTa HA N3THYAaHE Ha CPOKA HA TOIHOCT CHITIACHO
YCJIOBHUSITA HA ChbXpaHEeHHe (BXK. ToUkKa 6.3).

[TocraBeTte anTeveH eTUKET BBPXY OyTHIIKaTa, KOWTO BKIIFOUBA MMETO HA MAIMEHTa, YKa3aHHsI 32
npuiIarase, 1aTa 0 KOSTO MOXeE Ja Ce U3II0JI13Ba, UME Ha JIEKAPCTBEHHS NPOLYKT U Apyra HeoOxoanma
WHQOPMAIU B CHOTBETCTBHE C MECTHUTE PETYJIaTOPHU W3MCKBAHUA 3a anTekuTe. Hampasere cripaBka
¢ TabyMIara mo-J0y 3a MOJXOAAIINTE YKa3aHHs 32 IpUIaraHe.
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Tadnuua 3a npuiarane Ha 6 mg/ml cycnen3susi, npurorseHa B antekarta ot Tamiflu kancymnu 3a
KbpMaueTa Ha Bb3pacT noja 1 roquna

Pa3mep Ha
Ja03aTopa,
TenecHo Jlo3a 3a 1eyeHue KOMTO J1a ce
TerJao O6em 3a Jo3a 3a (3a 10 1au*) Jo3a 3a M3I0JI3Ba
(3akpbriaeno | Jlo3a 1032 Jedenne | MimyHokoMpomeTHnpanu | mpoduiaakTuka | (c xejeHus
kbM 0,5Kg) | (mg) | (6 mg/ml) | (3a 5 aum) HaIAEHTH (32 10 xHu) ot 0,1 ml)
3 kg 1,5 ml nBa 1,5 ml nBa meTH 1,5 ml Begabx) 2,0 ml wm
9mg 1,5ml IIbTH JHEBHO IHEBHO JTHEBHO 3,0ml
3,5 kg 10,5 1,8 ml nBa 1,8 ml nBa meTH 1,8 ml BemubX) 2,0 ml wm
mg 1,8 ml ITBTH JHEBHO JTHEBHO JTHEBHO 3,0mi
4 kg 2,0 ml gBa 2,0 ml nBa npTH 2,0 ml BenubxK
12 mg 2,0 ml IIbTH JHEBHO JIHEBHO JTHEBHO 3,0ml
4,5 kg 13,5 2,3 ml gBa 2,3 ml nBa nbTH 2,3 ml BemaBXK
mg 2,3 ml ITBTH JHEBHO JTHEBHO JTHEBHO 3,0mi
5 kg 2,5 ml gBa 2,5 ml nBa npTH 2,5 ml BenubxK
15 mg 2,5ml IIbTH JHEBHO IHEBHO JTHEBHO 3,0ml
5,5 kg 16,5 2,8 ml gBa 2,8 ml nBa mbTH 2,8 ml BemaBXK
mg 2,8 mi ITBTH JHEBHO JTHEBHO JTHEBHO 3,0mi
3,0mi
3,0 ml gBa 3,0 ml aBa mpTH 3,0 ml Begubx (vm
6 kg 18 mg 3,0mi ITBTH JHEBHO JTHEBHO JTHEBHO 5,0 ml)
6,5 kg 195 3,3 ml gBa 3,3 ml nBa mbTH 3,3 ml BenHBXK
mg 3,3ml IIbTH JHEBHO IHEBHO JTHEBHO 5,0 ml
3,5ml nBa 3,5ml aBa obpTH 3,5 ml Benubx
7 kg 21 mg 3,5mi ITBTH JHEBHO JTHEBHO JTHEBHO 50mi
7,5 kg 225 3,8 ml gBa 3,8 ml 1Ba meTH 3,8 ml BenaBXK
mg 3,8ml IIbTH JHEBHO IHEBHO JTHEBHO 5,0 ml
8 kg 4,0 ml nBa 4,0 ml nBa nbpTH 4,0 ml Begunx
24 mg 4,0 ml ITBTH JHEBHO JTHEBHO JTHEBHO 50mi
8,5 kg 255 4.3 ml nBa 4,3 ml nBa nbTH 4.3 ml BegabXK
mg 4,3 ml IIbTH JHEBHO JIHEBHO JTHEBHO 5,0 ml
9 kg 4,5 ml nBa 4,5 ml nBa npTH 4,5 ml Begunx
27 mg 45 ml ITBTH JHEBHO JTHEBHO JTHEBHO 50mi
9,5 kg 28,5 4.8 ml nBa 4,8 ml nBa nbTH 4.8 ml BeqabXK
mg 4,8 ml IIbTH JHEBHO IHEBHO JTHEBHO 5,0ml
10 kg 5,0 ml gBa 5,0 ml aABa nmpTH 5,0 ml Begubx
30 mg 50mi ITBTH JHEBHO JTHEBHO JTHEBHO 50mi

** [IpentoppUUTENHATA MPOIBDKUTEIHOCT P IMYHOKOMITPOMETHPaHH KbpMadeTa (Ha Bb3pacT 0-12 mecena) e 10 aHm.
Bmxre Cneyuannu nonyrayuu. Hmynoxomnpomemupany TallASHTH 3a TT0OBeYE HHPOPMAIIHS.

OrtmyckaiitTe cycrieH3usITa, IPUroTBEHA B aNITeKaTa, ¢ TpagyrupaHa CIpUHIIOBKA 3a MePOpatHd GopMu
3a U3MEpBaHEe Ha MAJIKM KOJIMYECTBA OT CYCHEH3MATA. AKO € Bb3MOXKHO, OTOEIEKETE UITH
noT4epTaiTe ASIICHUETO Ha CIIPUHIIOBKATA 32 MEPOPaTHU POPMH, ChOTBETCTBAIO HA TOIXOASIIATa
no3a (chriuacHo TabauIATa 3a JO3UPaHE MO-TOpe) 38 BCEKH MAIHCHT.

Bonnornenayst TpsiOBa Aa cMecH MOAXOASIIATA 1032 C PABHO KOJMYECTBO Clla/IKa TeYHA XpaHa, Hamp.
MOJCIIa/IeHa BO/Ia, IOKOJIAJ0B CHPOII, CUPOII OT YEpPELIt, IECEPTHU 3JIMBKHY (HAMpP. CUPON OT KapaMel
WM HYyTA), 33 J]a C€ MacKMUpa TOPUMBHUS BKYC.
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H[}I/IFOTBHHC B IOMallTHU YCJIOBUA

Koraro nHsma npomwumuieHo npousseaeH Tamiflu nepopanta cycrnensus, TpsiOBa 1a ce U3Ioi3Ba
CyCIIeH3Hsl, PUroTBeHa B antekara oT Tamiflu karcynu (BXk. MOAPOOHH yKa3aHHs TO-rope). AKO
HsIMa POMHMIIIIEHO Mpou3sBeneH Tamiflu mepopaiHa CycreH3 st ¥ CyCIICH3HsI, IPUTOTBEHA B alTeKaTa,
Tamiflu cycriensus Moxke 1a ce IPUTOTBH BKBIIIH.

Koraro nma xancyiu ¢ moJaxozsiio KOJINYecTBO Ha aKTHBHOTO BEIIIECTBO 3a Hy)KHATa /1033, 103aTa Ce
HpuiIara ype3 OTBapsHe Ha KallCyJiaTa M CMECBaHE Ha ChABPKUMOTO i C HE TIOBEUE OT e/{Ha YaeHa
JTBKUYKA TOAXOSIIA MTOICNaAeHa XpaHa. ['opuMBHAT BKYC MOXKE 1a C€ MacKUpa ¢ IPOIYKTH KaTo
HOJICIIajieHa BOJa, IIOKOJIAJI0B CHPOII, CHPOII OT YePEeIllH, ISCEPTHH 3aIMBKHU (HAIP. CUPOII OT KapaMel
wim Hyra). CMecTa TpsiOBa Ja ce pa3dbpKa U Jia ce 1ajie Ha MalieHTa [suioTo KonndectBo. CMecrta
TpsiOBa J1a ce MOT'bJIHE BeJHAara cje/] IPUTOTBIHETO M.

Korato nma camo kxarcynu oT 75 mg, a ca Heobxoaumu 103u ot 30 mg i 45 mg, MPUTOTBSIHETO Ha
Tamiflu cycrnieH3ust BKIIIOUBA AOMBJIIHUTESIIHU CTHIKU. [10Ap0oOHN yKa3aHHS MOXKE Ja e HAaMEPSAT B
JTUCTOBKaTa 3a nmanuenTta Ha Tamiflu kancynu B ,,Ilpurotssue va TeueH Tamiflu B kpimm’”.

7. NPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA
Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

I'epmanns

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

Tamiflu 30 mg TBBpAM Kancyau
EU/1/02/222/003

Tamiflu 45 mg TBEpaM Kancyn
EU/1/02/222/004

Tamiflu 75 mg TBEpau kancyuu
EU/1/02/222/001

9. JATA HA I'BbPBO PA3ZPEHIABAHE/ITIOJHOBSABAHE HA PASPELIIEHUETO 3A
YIIOTPEBA

Jata Ha mppBO paspemanane: 20 onu 2002 .
Jlata Ha mocaeaHO oaHOBsBaHe: 22 Mmait 2012 T.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

[TonpoGHa uHoOpMalKs 3a TO3M JEKapCTBEH MPOAYKT € MPeIocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHmus 1o Jiekapcraara http://www.ema.europa.eu
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1. HME HA JIEKAPCTBEHUA TPOAYKT

Tamiflu 6 mg/ml npax 3a nepopaiHa cycreH3us

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB

Beexkyu MUITMIIUTED OT IPUTOTBEHATA CYCIIEH3Us ChIbPiKa 03eITaMUBUpP Qocdat, eKBUBAJIEHTEH Ha
6 mg oserrramuBup (0seltamivir).
Enna Oytmiika c mpurotBeHara cycnensus (65 ml) cpappika 390 mg o3enTamMuBup.

[TomorHY BemecTBa ¢ U3BECTHO JICHCTBHE:

5 ml ozentamuBup cycnensus noctass 0,9 g copouton u 2,5 mg HaTpueB OEH30aT.

7,5 ml ozentamuBup cycrneHsus noctass 1,3 g copburon u 3,75 mg HaTpueB GeH30ar.
10 ml o3enTamuBup cycnensus goctass 1,7 g copouton u 5,0 Mg HaTpreB OeH30aT.
12,5 ml o3entamuBup cycnensus goctass 2,1 g copoburon u 6,25 Mg HaTpreB O€H30aT.

3a IBJIHUA CIIMCHK HA IIOMOIIHUTE BEIlECTBA BIDKTE TOUYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

[Ipax 3a nepopaiiHa cycreH3Hs
[IpaxbT npencraBisiBa rpaHysIaT WM CIETHAJ c€ TPaHyJatr ¢ Os1 IO CBETIO-KBIT LBSAT.

4.  KJIMHHWYHU JAHHU
4.1 TepaneBTHYHHN MOKAZAHUS

Jleuenue na epun

Tamiflu e mokasan npu BB3pacTHU | €1, BKIOUYUTEITHO JOHOCEHH HOBOPOJCHHU, ChC CHMITTOMH,
TUIMYHM 33 TPHII, KOTaTO TPUITHUAT BUPYC HUPKYIHUpa B 0011ecTBOTO. JIoka3aHa € eHKacHOCT,
KOTaTo JIEYEHHETO 3all0YHe 0 IBa JHHU OT Ha4aJ0TO Ha CUMIITOMHUTE.

Ipoghunaxmuxa na epun

- [Toctekcro3nimonHa MpoUIAKTAKA TIPH JIHMIIA Ha BB3PACT | TOAMHA WIIA TIO-TOJIEMH CIIe]
KOHTAKT C KIIMHUYHO JUATHOCTUITMPAH CIIydail Ha TPHUII, KOTATO B OOIIECTBOTO IIUPKYIHAPA
TPUIIEH BUPYC.

- YmMmecTHOCTTA Ha pritokeHneTo Ha Tamiflu 3a mpodunakTrka Ha rpur TpsIOBa Aa ce ONpeIeNs
BbB BCEKH OT/EJNIEH CIIy4yail criopel 00CTOSATENCTBATa U MOy IalusITa, H3UCKBalla 3amura. [Tpu
W3BBHPEIHU CUTYAlMH (Hamp. B cIy4ail Ha HEChBIaJaHe MEXAY HUPKYIHPALIUTE 1
BaKCHHAJTHATE BUPYCHH IIaMOBE U IIPH TTaHAEMHYHA CUTYaIsi) O MOTJIO Ja c€ OOMUCIIH
CEe30HHA NPOQUIAKTUKA [IPYU JIHLA HA Bb3PACT €/1Ha FOAMHA WM HO-TOJIEMH.

- Tamiflu e mokazan 3a mpoduIaKTHKA Ha TPHTIA CJIe] SKCIIO3UIHS MPX KbpMadeTa Ha Bb3pacT
non | roguHa mpu n30yxBaHe HA TPUITHA MaHAeMUs (BXK. TOUKa 5.2).

Tamiflu He 3amecTBa OPOTUBOrpUIIHATA BAKCHUHAIIWA.

[IpunokeHneTo Ha aHTUBUPYCHH CPENICTBA 3a JIeYeHNE U Mpo]rIakTHKa Ha TPHUII TPSAOBa 11a ce
peiaBa Bb3 0OCHOBa Ha oduInamauTe npenopbku. [Ipu B3eMane Ha penieHue 3a ynorpeda Ha
03eJITAMUBUD 3a JICUCHUE U NPOo(UITaKTHKA TPSAOBA J]a ce UMa MPEIBH/ ChIICCTBYBAIaTa HHPOPMAIIHSI
OTHOCHO XapaKTEPUCTUKUTE Ha IUPKYIHPAIINATE BUPYCH HA TPUIA, HATMYHATA HH(POPMAIIHSI OTHOCHO
MoOJieJIa Ha 9yBCTBUTEITHOCTTa KbM JIeKapCcTBaTa MPOTUB TPHUII 32 BCEKH CE30H M 3HAYCHHUETO Ha
3a00JIIBAaHETO 32 PA3IMYHUTE TeoTrpa)CKU 00IACTH U TIOIYJIAIUH OT MAlUeHTH (BXK. Todka 5.1).
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4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Tamiflu cycniensust 1 Tamiflu TBBpaU Kancyu ca OMOCKBUBAJICHTHU JIeKapcTBeHU GopMmu. 1031 oT
75 mg morar za ce mpuiarar Wi

- KaTo e/lHa KarcyJja oT 75 mg, uiu

- KaTo efHa Karcysa ot 30 mg mIroc eqHa Karcysia oT 45 mg, uiu

- Kato eaHa no3a ot 30 mg ioc exHa 103a oT 45 mg cycrneH3usl.

Bw3pacthy, rononw wim ena (> 40 kg), kouTo Morar Jia HoripliaT Kancyyiy, MOXKe JIa oJTydaBat
noxo s go3u ot Tamiflu karcynu.

Jleuenue
Jlegenneto TpsiOBa 11a ce 3armovHe KOJIKOTO € BE3MOXKHO ITO-PaHO B PAMKHUTE Ha ITBPBUTE JBA JHHU OT
MOsIBaTa Ha CAMITOMUTE Ha IPUIIA.

3a ronommw (ot 13 0 17-romumiHa Bh3pacT) U B3pacTHU: [IpenoppunTeTHaTa mepopaiHa 103a ¢

75 mg o3enaTaMUBHp Ba ITBTH JHEBHO B MPOABIDKEHUE HA 5 1M (nnu 10 qau npu
MMYHOKOMIIPOMETHPAHU TTALUCHTH).

[lenuarpuyna nonyianus

3a KbpMaUeTa ¥ Jiella Ha Bh3pacT 1 ronuHa win mo-roxemu: [Ipenopruntennara qo3a Tamiflu
6 mg/ml nepopaiHa cycreHsus e mocodeHa B tabnunara mno-aoiy. [Ipemiarar ce Tamiflu kancynu ot
30 mg u 45 Mg kaTo aiTepHaTHUBA Ha MpenopbunTenHara qo3a Tamiflu 6 mg/ml cycnensus.

3a nedyeHue Ha KbpMau€Ta U JI€1a Ha Bb3pacT 1 ronuHa unu II0-T0JIEMH, CE IMPEIIOPBYBAT CIICAHUTE
CXCMHU Ha MpujiaraHe, KOpurupanu Criopea TerjioTo:

TenecHo [penopbuntenna noza | Ipenopbuuresina no3a 3a 10 KoanvecTBo nepopanna
TerJio 3a 5 qHH AHU* cycreH3Hsl, KOeTo TpsidBa 1a
NMyHOKOMIIPOMETHPAHH ce u3TerJu
NaIUeHTH

10 kg mo 30 mg nBa IbTH JHEBHO 30 mg 1Ba IbTH JTHEBHO 5 ml 1Ba IbTH JTHEBHO
15 kg
> 15 kg no 45 mg nBa MbTH THEBHO 45 mg 1Ba IbTH THEBHO 7,5 ml 1Ba nBTH JHEBHO
23 kg
> 23 kg no 60 mg 1Ba IBTH THEBHO 60 mg 1Ba TbTH THEBHO 10 ml gBa IbTH THEBHO
40 kg
> 40 kg 75 Mg nBa ITH THEBHO 75 mg 1Ba IHTH THEBHO 12,5 ml aBa mbTH JHEBHO

*TIpenoppunTeNHaTa IPOABHKATEIHOCT Ha JICYSHUE IPH UMyHOKOMIIPOMETUPAHH NanueHTH (> 1 roguna) e 10 xuu. Brokre
Cneyuannu nonyaayuu. Mmynoxomnpomemupanu TaIMSHTH 32 TT0BeYe HH(opMarys.

Jena, kouto Texar > 40 Kg 1 kouTo Morar jJia MorIbIIaT KarcyJsiu, MOTaT Ja ObaT JEKyBaHH ¢ 103aTa
3a BB3PACTHH OT 75 mg Karcyyu Ba TbTU JHEBHO B MPOIBIDKCHIE HA 5 THU KAaTO ajlTepHATHBA HA
nmpenoppunTenHaTa 103a Tamiflu cycnensus.

3a kppMadeTa Ha Bb3pact noj 1 roauna: [Ipenopruntennara g03a 3a JieueHHe Ha KbpMaveTa Ha
BB3pacT 0 — 12 mecena e 3 mg/kg aBa meTH mHEBHO. To ce oOCHOBaBa Ha (papMaKOKHHETUYHU JAHHU U
JTAaHHU 32 0€30MacHOCT, TIOKa3Ballly, Ue Ta3! Jio3a pH KbpMadeTa Ha Bb3pact 0 — 12 mecerna
OCHTYpsIBa TNIA3MEHU KOHIICHTPAIIMU Ha MPEJICKapCTBOTO M aKTUBHUS METa0O0IIUT, KOUTO CE OYaKBa
Jla ca KIIMHUYHO e(hUKacHH, ¢ Mpoduin Ha 6€30MaCHOCT, CPABHUM C TO3H IPH MO-TOJIEMH Jela U
BB3PACTHU (BK. TOUKA 5.2).
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3a ompeensaHe Ha [03aTa IMpH Aena Ha Be3pacT 0 — 12 meceria, KouTo ce Hyxaast ot 1 ml go 3 ml
Tamiflu 6 mg/ml mepopanna cycrensus, TpsOBa 1a ce M3IOI3Ba IepopaieH go3atop oT 3 ml
(rpamyupan Ha crerieru ot 0,1 ml). 3a mo-BUCOKH 1031 TpsIOBa Ja Ce M3I0JI3Ba CIIPUHIIOBKATA OT

10ml. 3a KbpMaucTa Ha Bb3PaCT IIOJ 1 rogvHa C¢ IpenopbyBa CICaHATA CXEMA HA IpUIaraHe:

Tadauua 3a 1o3MpaHe HA 03eJITAMHUBHP NPH Jena Ha Bb3pact nox 1 roquna: 3 mg/kg aBa mbTi

JHEBHO
TesecHo IIpenopbunTesina IIpenopbuurtenna no3a | KosnuvectBo nepopanna Pa3mep na
Terjao™ 1032 32 5 qHn 3a 10 qau™*™* CyCIIeH3Hf1, KOEeTO 103aTOpPa, KONTO
NMyHOKMIIpOMETHPAHU TpsiOBa 1a ce U3TErJu | Ja ce U3MoJI3Ba
MMaIUeHTH
3 kg 9 mg nBa eTH JHEBHO | 9 MQ IBa IBTH JHEBHO 1,5 ml 1Ba IbTH THEBHO 3ml
3,5 kg 10,5 mg nBa meTH 10,5 mg nBa meTH 3ml
JTHEBHO JTHEBHO 1,8 ml gBa wHTH JHEBHO
4 kg 12 mg nBa nbTH 12 mg nBa mbTH 3mil
JIHEBHO JIHEBHO 2,0 ml 1Ba mbTM THEBHO
4,5 kg 13,5 mg nBa meTH 13,5 mg nBa meTH 3ml
JTHEBHO JTHEBHO 2,3 ml gBa IbTH THEBHO
5 kg 15 mg nBa nbTH 15 mg nBa mbTH 3mil
JTHEBHO ITHEBHO 2,5 ml 1Ba nbTH AHEBHO
5,5 kg 16,5 mg nBa meTH 16,5 mg nBa meTH 3ml
JTHEBHO JTHEBHO 2,8 ml gBa mbTH THEBHO
6 kg 18 mg nBa mpTH 18 mg nBa mbTH 3mil
JIHEBHO JIHEBHO 3,0 ml xBa mbTH THEBHO
>6-7Kkg 21 mg 1Ba IbTH 21 mg nBa IBTH 10 mi
JTHEBHO JTHEBHO 3,5 ml gBa mbTH THEBHO
>7-8Kkg 24 mg 1Ba IbTH 24 mg nBa IbTH 10 mi
JTHEBHO JIHEBHO 4,0 ml nBa mbTH JHEBHO
>8-9kg 27 mg 1Ba IbTH 27 mg nBa TbTH 10 mi
JTHEBHO JTHEBHO 4,5 ml nBa npTH AHEBHO
>9-10Kkg 30 mg nBa IbTH 30 mg n1Ba mbTH 10 mi
JTHEBHO JTHEBHO 5,0 ml nBa mbTH AHEBHO

* Tazu Tabnuna He ChAbPKAa BCUYKM Bb3MOXKHH TEJIECHU TETJA 3a Ta3U MOIyIalHs.
**[IpenopbunTeIHATA IPOABIDKUTEIHOCT Ha JICYCHHE IPH KIMYHOKOMIIPOMETHPaHH KbpMadeTa (Ha Bp3pact 0-12) mecena e
10 quu. Bmxre Cneyuannu nonyaayuu. Mmynoxomnpomemupanu TTAIIACHTH 32 TTOBeYe HH(OpMaIys.

Te3u MIPEIIOPBHKHU 3a JO3HUPAHE HE CE€ OTHACAT 3a HEJOHOCCHU KbpMadeTa, T.€. TE3U C

MOCTKOHICTIIIMOHHA BB3PACT IOJ 36 CCOMMIIN. Hsama AOCTAaTb4YHO JaHHU 3a TC3U MMAUCHTHU, TPU

KOHMTO MOe JIa ca HeOOXOAUMU JIPYTH JIO3H MOPaJN HE3PsUTOCTTa Ha (PU3HONOTHYHITE (DYHKITUH.

IHpogunaxmuxa

HocmekcnoauquHHa npod)wzakmuka

IIpu roromw (ot 13 1o 17-roawimHa BE3pacT) ¥ Bb3pacTHH: [IpemoprunTeHaTa g03a 3a

HpO(l)I/IJ'IaKTI/IKa Ha T'pHIl CJICH OIH3BK KOHTAKT ChC 3apa3CHO JIUIIC € 75 mg 03CJITaMHUBUP BCAHDBIK
JAHCBHO B IPOABJIDKCHUC HA 10 JHH. Jleuenuero Tp$16Ba Ja 3al04YHC KOJIKOTO € Bb3MOXKHO IIO-paHoO B
pPaMKHUTE Ha IBa AHU OT KOHTAKTa CbC 3apa3€HOTO JIMLEC.

HDI/I KbpMad€Ta 1 AC1a Ha Bb3PacT 1 T'oArMHa UJIH MO-rOJICMU: Hpe;maraT ce Tamiflu KarcyJju OoT

30 mg u 45 Mg kaTo ajxTepHATHBA Ha IpernopbunTenanaTa qo3a Tamiflu 6 mg/ml cycrensus.
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IIpenmoprunTeTHAaTa TOCTEKCIIO3UITMOHHA PO IITaKTHIHA M03a Ha Tamiflu e:

Tesecno IpenopbunTenna noza | IlpenopbuuTtenna go3a 3a KonnuyecTBo nepopasina
TerJjo 3a 10 qpum 10 xan CyCIIeH3Ms1, KOeTo Tpsa0Ba
NMyHOKOMIIPOMETHPAHH 1A ce u3TerJau
HaIAEHTH

10 kg no 30 mg BeAHBK AHEBHO 30 mg BeAHBK AHEBHO 5 ml BeqHBX THEBHO
15 kg
> 15 kg 1o 45 mg BeTHBX JTHEBHO 45 mg BeTHBX JHEBHO 7,5 ml BemHBK THEBHO
23 kg
> 23 kg 1o 60 mg BemHBXK THEBHO 60 mg BeTHBXK THEBHO 10 ml BenubX nHEBHO
40 kg
> 40 kg 75 mg BeTHBK JTHEBHO 75 mg BeTHBK THEBHO 12,5 ml Bequbx 1HEBHO

Hemna, kouto Texar > 40 Kg 1 KonTo Morar fa MmorrbInaT KarcyJim, 3a MPOoQHIaKTHKA MOKE CBIIO 1a
MOJTy4aBaT 10 €Ha Karcyia oT 75 mg BEAHBK JHEBHO B MPOABDKeHUE HAa 10 THU KaTo alTepHATHBA
Ha mpenopbunTenHaTa fo3a Tamiflu cycnensus.

3a kbpMayeTa Ha Bb3pacT noa 1 roausa: [Ipenoppuntennara npopuiakTUuHa 1032 32 KbpMaueTa Ha
BB3pacT nox 12 mMecena npu n30yxBaHe Ha AHAEMHUS OT TPHII € [TOJIOBUHATA OT THEBHATA 1034 32
neuyenue. Ts ce OCHOBaBa Ha KJIMHUYHU JaHHU IPH Jiella Ha Bb3pacT > | roguHa 1 MpU Bb3PACTHH,
KOMTO I10Ka3Bar, 4e Npo(IakTH4HA /103a, PaBHA HA II0JIOBUHATA OT JHEBHATa 1034 3a JICUCHUE, €
KJIMHAYHO e(uKacHa 3a MpO(UITaKTHKA Ha TPUII (BXK. TOUKa 5.2 3a cUMyJanus Ha eKCIO3ULHS).

[Tpu nanzemus 3a onpeAeNsiHe Ha J03aTa IPH Jiela Ha Bb3pacT 1oj | TouHa, KOUTO ce HYXKIasiT OT

1 ml go 3 ml Tamiflu 6 mg/ml nepopasna cycnensus, TpsOBa J1a ce U3IMOJ3Ba EPOPATICH J03aTOP OT
3 ml (rpaxyupan Ha crenienun ot 0,1 ml). 3a mo-BrCOKH 03U TPsIOBA J1a ce M3IMOJ3Ba CIPHHIIOBKATA OT
10 ml.
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3a kppMaveTa Ha Bb3pacT Mo | roJrHa ce mpenopbYBa ClieJIHATA CXeMa Ha TpUIIaraHe:

Tadauua 3a 1o3upaHe HA 03eJITAMHBHP IPH Jela HA Bb3PACT MO/ eaHa roauna: 3 My/Kg BerHbx

JHEBHO
Tenecno |Ilpenopbuuresnna go3a| IlpenopbuuTtesiHa 103a KosauyecTBo Pa3mep na
TerJjao* 3a 10 qum 3a 10 qum nepopajiHa Jno3aTopa,
HMMyHOKOMIIPOMETHPAHH CYCIIEH3Ms1, KOETO | KOWTO J1a ce
MAaLUECHTU TpsiOBa 1a ce H3I0/13BA
H3TerIu
3 kg 9 Mg BeOHBXK THEBHO 9 Mg BeOHBXK THEBHO 1,5 ml Bemabx 3ml
JTHEBHO
3,5 kg 10,5 mg BemubK 10,5 mg BemuBK 1,8 ml Bemabx 3ml
IHEBHO IIHEBHO IHEBHO
4 kg 12 mg BeHBK THEBHO 12 mg BeHBK THEBHO 2,0 ml Benubx) 3ml
JTHEBHO
4,5 kg 13,5 mg BenuBK 13,5 mg BenuBK 2,3 ml BemHBXK 3ml
IHEBHO JIHEBHO IHEBHO
5 kg 15 mg BeHBK THEBHO 15 mg BeHBK THEBHO 2,5 ml Benubx 3ml
JTHEBHO
5,5 kg 16,5 mg BenubK 16,5 mg BenubK 2,8 ml BemHBXK 3ml
IIHEBHO JIHEBHO JIHEBHO
6 kg 18 mg BeHBK THEBHO 18 mg BeHBK THEBHO 3,0 ml Benubx 3ml
JTHEBHO
>6-7Kkg 21 Mm@ BeIHBK JHEBHO 21 Mm@ BeIHBK JHEBHO 3,5 ml BemaBXK 10 ml
JIHEBHO
>7-8kg 24 mQ BeTHBK JTHEBHO 24 Mg BeTHBK JTHEBHO 4,0 ml Begupx 10 ml
JTHEBHO
>8-9Kkg 27 M@ BeIHBK JHEBHO 27 M@ BeIHBK JHEBHO 4.5 ml BemaBXK 10 ml
IHEBHO
>9-10kg | 30 mg BemHBK JHEBHO 30 Mg BeIHBXK THEBHO 5,0 ml Benubx 10 ml
JTHEBHO

* Tasu TabauIa He CBbABbPKa BCUYKHU Bb3MOKHHU TCJIICCHU TETJIA 3a Ta3W IOITyJIamuns.

Te3u npenopbKU 3a 103UpaHe HE ce OTHACST 3a HEIOHOCEHU KbpMAaueTa, T.€. Te3U C
MOCTKOHIENIIMOHHA Bb3pacT 1moja 36 ceamuiin. Hsama noctaThbyHO JaHHU 3a TE3U MalUEHTH, TIPH
KOHMTO MOeE JIa ca HeOOXOAUMU JIPYTH JIO3H MOPaJN HE3PsUTOCTTa Ha (PU3HONOTHIHHUTE (DYHKITUH.

Hpodmﬂakmuka no epeme Ha cpunna enudemusi 8 061/14667’1’1607’1’10

[Mpodunaktikara Mo BpeMe Ha TPUITHA EMUJIEMHS He € POyYBaHa MpH Jiela Ha Bb3pact noj 12

roaunu. [IpenoppunTenHaTa 103a MPH BH3PACTHH U IOHOIIH 3a MPOodUIaKTHKA Ha TPHII IT0 BpeMe Ha
enuIeMus B 00IIeCTBOTO € 75 mg 03eNITaMUBUP BEHBK JHEBHO 110 6 ceqmutiy (v A0 12 ceqMuiu

MIPU UMYHOKOMITPOMETHPAHU TIAIIUEHTH).

CHCLII/IEIJ'IHI/I nomyJannuu

Yepnodpobno yepesicoane
He ce m3uckBa kopurupaHe Ha J103aTa 3a JISYCHUE WU MPOQPUIAKTHKA TIPU TAIMEHTH C HapyIlIeHa
yepHOApoOHa PyHKIHMs. He ca mpoBexaHu MpoydBaHus MpU NeIUATPUYHY MAIUSHTH C YePHOAPOOHO

HapyIIeHue.
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bvopeuno yspeacoane

Jleuenue na epun: TlpenopbuBa ce KOPUTUPAHE HA J103aTa PH Bh3PAcTHH U FOHOIIN (Ha BB3pact oT 13
10 17 roauHN) ¢ yMEpEHO WITH TEXKO OBOpeuHo yBpexaane. [IpenopbunTeHUTe 103U ca
MPEJICTAaBEHH MOIPOOHO B TaOIMIIaTa TIO-I0ITY.

KpeaTHHHHOB KJIUPBHC IpenopbunTesIHA 1032 32 JieYeHHe
> 60 (ml/min) 75 mg 1Ba IbTH THEBHO
> 30 mo 60 (ml/min) 30 mg (cycrieH3us WM KalcyJi) 1Ba IbTU THEBHO
> 10 go 30 (ml/min) 30 mg (cycrieH3us WM Karcyin) BEIHBK THEBHO
<10 (ml/min) He ce npenopbuBa (HsAMa JaHHN)
[NarueHT Ha XeMOIUaIM3a 30 Mg ciex BceKH ceaHC Ha XeMOIUan3a
[TanmenTH Ha IEpUTOHEATHA TUaTN3a™ 30 mg (cycreH3ust WM KarcyJin) eIHOKpaTHA J103a

* ITaHHM, OJIYUYEHU OT NPOYUBAHUS TIPU NMALMEHTH HA NPOIAB/DKUTENHA aMOYJIaTOpHA TIEPUTOHEAIHA AUAIn3a
(CAPD); ouyakBa ce KIMPBHCHT Ha 03€ATaAMUBHP KapOOKCHIIAT Ja € MO-BMCOK, KOTaTo Ce U3I0JI3Ba
aBTOMaTH3UpaHa neputoHeanHa auanusa (APD). HaunabT Ha medeHne Moxke Ja ce mpomenu ot APD Ha
CAPD, ako He}poIOT'bT CUETE TOBA 32 HEOOXOIUMO.

IIpodunaxkmuxa na epun: IlpenopbuBa ce KOpUrUpaHe Ha Jj03aTa IPU Bb3PACTHU U IOHOLIY (Ha
BB3pact oT 13 10 17 ronuHm) ¢ yMEpPEeHO WIH TEKKO OBOPEYHO YBpEekKIaHe, KAKTO ITOIPOOHO €
NpeACcTaBeHO B TaOIMIAaTa Mo-101Ty.

KpeaTHHHHOB KJIHPBHC IIpenopbunTe/iHA 1032 32 NPOPUIAKTHKA
> 60 (ml/min) 75 mg BeIHBK AHEBHO
> 30 1o 60 (ml/min) 30 mg (cycnieH3us WM KallCyJin) BeIHBXK THEBHO
> 10 go 30 (ml/min) 30 mg (cycrieH3ust Wiy KaIcyJjn) mpe3 IeH
<10 (ml/min) He ce npenopbuBa (HAMa JaHHN)
[TareHTH Ha XEMOHAIIN3a 30 mg ciex BCeKU BTOPU CEaHC Ha XeMOHAIIN3a
[TanieHTH Ha IEpUTOHEAHA quanu3a™ 30 mg (cycreH3usi WM KalcyJsn) BeIHBX CEAMHUYHO

* ITaHHM, OJIYYEHU OT NPOYUBAHUS TIPU NMALMEHTH HA NPOIAB/DKUTENHA aMOYJIaTOpHA TIEPUTOHEAIHA AUAIN3a
(CAPD); ouyakBa ce KIMPBHCHT Ha 03€ATaAMUBHP KapOOKCHIIAT a € [O-BMCOK, KOTaTo Ce U3I0JI3Ba
aBTOMaTH3UpaHa neputoHeanHa auanusa (APD). HaunabT Ha edeHne Moxke Ja ce mpomenu ot APD Ha
CAPD, ako HedpoJOorsT cueTe TOBa 3a HEOOX0IMMO.

Hsama AO0CTAaThb4YHO KIIMHUYHHA JaHHU IIPU KbpMAUCTa U ACLA (Ha BB3pacT 12 I'OOWHU U HO-MaJ'IKI/I) C
6’L6pe‘lH0 YBpECIKAAHE, 3a 1da MOXKC [1a CC HAIIPABAT NPCIOPHKU 3a JO3UPOBKATA.

Cmapuecka 6v3pacm
He ce u3uckBa kopurupase Ha 103aTa, OCBEH aKo HAMA JaHHU 32 YMEPEHO MJIM TEKKO OBOpedHO
YBpEXKAAHE.

HmyHOKomnpomemupaHu nayuermu

Jleuenue: 3a nedeHUe HA TPUIL, IPETIOPHUYUTEITHATA TPOIBIDKUTEIIHOCT TIPU UMYHOKOMIIPOMETHUPAHU
nanenTy ¢ 10 gam (Bxk. Touku 4.4, 4.8 u 5.1). He ce Hanmara kopurupane Ha fo3ata.JledeHneTo
TpsiOBa Jia ce 3al0YHE BE3MOXKHO Hal-ObP30 B paMKHUTE Ha IIbPBUTE JIBA JHU OT MOsIBATa HA
CUMITOMUTE Ha TPHII.

Cezonna npogunaxmuxa: Ilpyn IMyHOKOMIIPOMETHUPAHH TTAIIEHTH € OLICHIBaHA MO-TIPOIBIDKUTETHA
ce30HHA npoduiakTuka 10 12 ceqmunm (Bx. Touku 4.4, 4.8 u 5.1).

Hauwun Ha npuiioxkeHue

3a npuIIOKEHHE B OMAKOBKATA € MOCTaBeH nepopaiieH go3arop ot 3 ml u 10 ml.

Ipenopbusa ce Tamiflu mpax 3a nepopainHa cycneHsus aa ce MPUroTBH OT (hapMarieBT PN aa ce
OTIyCHE Ha TaIueHTa (BX. Touka 6.6).
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4.3 TlpoTuBomoOKa3aHusA

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIIH KBM HIKOE OT MOMOIIHUTE BEIECTBA,
n30poeHu B Touka 6.1.

4.4 CoenuajHU NpeaynpexIeHuss U NpeanasHu MepKu Npu ynorpeoda

OsenTtamuBHp € epUKaceH caMo Cpely 3a0oisIBaHe, IPUYMHEHO OT TPUITHY BUpycH. Hama nanxu 3a
e(pMKaCHOCT Ha O3eITaMUBHp NP 3a00JsIBaHe, IPEIU3BUKAHO OT JPYT'H IPUYMHUTEIN OCBEH
BUpYyCHUTE Ha rpumna (Bx. Touka 5.1).

Tamiflu me 3amecTBa poTHBOrpHIHATA BakcuHaIwms. Yorpebara Ha Tamiflu e Tps6Ba ma mosusBa
Ha OIICHKATa Ha XOpaTa 3a &KEeroHO BAKCHHUPAHE TPOTUB IPHII. 3aIUTaTa CPEIy TPHIT IPOIbIKAaBa
camo nokaro ce npuiara Tamiflu. Tamiflu tpsoBa na ce u3mon3Ba 3a nevyeHue u NPOPUIAKTHKA HA
IPHIT CaMO, KOTaTO HAICKIHU SITUIEMHUOIOTUYHHU JAHHH TIOKA3BaT, 4 B 00IIECTBOTO MUPKYIUpa
IPHUIICH BUPYC.

VYCTaHOBEHO €, Ue YyBCTBUTEIHOCTTA HA IIUPKYIUPAIIUTE [IAMOBE TPUITHH BUPYCH KbM O3EITAMHBUP
Bapupa 3HaunTenHO (BK. Touka 5.1). [Topamu ToBa, Korato pemasar fajiu ga usmoiassar Tamiflu,
IpeAMICBAIIUTE JICKapH TPsAOBa J1a B3eMart MPeIBH/ Haii-CKOpOIlIHATa HATHYHA HH)OPMAITHS 32
XapaKTePUCTUKHUTE Ha YYBCTBUTEIHOCT KbM O3€/ITAMUBHUP Ha [IUPKYJIHPAIINTE B MOMEHTA BUPYCH.

TeXKO ChITBTCTBAIO CHCTOSHUE

Hsama I/IH(l)OpMaLII/IH OTHOCHO 0€30IMaCHOCTTA U e(l)I/IKaCHOCTTa Ha O3CJITAMUBUD IIPU MAUCHTHU C
TOJKOBA TEKKO HJIM HECTAOMIHO O0JIECTHO CbCTOSAHHUC, Y€ a CC CUMUTAT U3JIOKCHU Ha HCIIOCPCACTBCH
PHUCK, KOMTO Haara XOocnuTaau3anus.

HmyHOKOMIpOMETHpaHH NaleHTH
EduxacHocTTa Ha 03eNTaMUBHP MIPH JICYCHNE WM MPOPHUIAKTHKA HA TPUM IPH UMYHOKOMIIPOMeE-
TUPAHH NALUEHTH HE € KATETOPUYHO YCTaHOBEHaA (BXK. Touka 5.1).

CopaeuHo/pecIupaTopHo 3a00s1BaHe

EdukacHocTTa Ha 03€1TaMUBUP MPH JICUCHUE Ha JIMIIA C XPOHUYIHO ChPACYHO 3200 IsIBaHE U/UIH
pecnupaTopHO 3a00/IsIBaHe He ¢ ycTaHOBeHa. He ¢ HaOroaBaHa pasiidka B 4ecToTaTa Ha
YCIIO)KHEHUSITA MEX Ty TPYITUTE Ha JICUCHHE U Ha I11are0o Mpy Ta3u NoIyaanus (BxkK. Touka 5.1).

Ileauarpuyna nomysamus
[TonacrosmieM HsAMa TaHHHU, KOUTO Ja MO3BOJIAT JIa CE HAIIPaBH MPETOPbhKa 3a JO3UPOBKATA MPU
HEJIOHOCEHHU Jiena (MIOCTKOHIENIIMOHHA BB3pacT < 36 ceaMHuIIn).

Texko OEOPEYHO YBpEeXkKIaHEe

[IpenopbuBa ce kKopurupaHe Ha J03aTa 3a JeueHUe U PO IITAKTHKA ITPY FOHOIIH (Ha Bh3pacT oT 13
1o 17 ronuHM) ¥ BB3paCTHH C TEKKO OBOpEUHO yBpekaaHe. Hsama mocTaThbuHO KIMHUYHA JaHHU TPH
KbpMadeTa | Jieria (Ha Bb3pacT | ToauHa Witk T0-ToJIeMH) ¢ O0BOpeYHO YBpeKIaHe, 3a Ja MOraT J1a ce
HaNpaBsIT NPENOPbKH 32 T03UPOBKATa (BXK. TOUku 4.2 u 5.2).

Hespo-nicuxuynu crbutus

Nma cpo0bmenns 3a HeBpO-IICUXUYHK CHOUTHS 110 BpeMe Ha npuiiokenue Ha Tamiflu npu manuenTty ¢
rpun, 0coOeHO IpH Jiela ¥ IOHOIIHN. Te3u chOuTHA ca HabII0AaBaH! ChILO U MPH NMALMEHTH C TpUIl 0e3
MpuiIoKeHue Ha o3entamMuBHp. [lanmentute TpsiOBa BHUMATENHO Ja ce HabIogaBar 3a MpOMEHH B
MIOBEZICHUETO, KaTO MOJ3UTE U PUCKOBETE OT NPOIBJDKaBaHE HA JICUEHHETO TPsIOBa BHUMATEIHO Ja Ce
NpPELEeHsBAT IPH BCEKU MAaLUEHT (BXK. Touka 4.8).

ITomontHm BemiecTBa
To3u nexapcTBeH NPOAYKT ChIIbpxka copouTo. [laruenTu ¢ HaciaencTBeHa HEMTOHOCUMOCT KbM

¢pykroza (HHD) He TpsaOBa na mpueMat TO3M JIEKapCTBEH MPOAYKT.
CopOuTONBT MOJKE JJa MPUYNHN CTOMAITHO-YPEBEH TUCKOM(OPT 1 nMa c1ad akcaTuBeH e(eKT.
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To3m nekapcTBeH MPOAYKT ChAbpKa HaTpueB OeHzoat. HarpueBmsr 6enzoat (E211) moxe na 3acumm
KBITCHHIIATA TIPU HOBOPOJIEHUTE (10 4-CEAMUTHA Bb3PacT).

45 BzaumopneicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru opMu Ha B3auMoJelicTBUE

BB3 ocHOBa Ha (hapMaKOKHMHETHYHUTE CBOMCTBA Ha 03€JITaAMUBHp, KATO HUCKAaTa CTETICH HAa CBHP3BaHE
C IPOTEUHUTE 1 MeTabou3bM, He3aBUCHM OT CYP450 u rirokypoHHIa3HUTE CHCTEMH (BXK. TOYKA
5.2), MOXe J1a ce TIPEIITOJIONH, Y€ KIMHUIHO 3HAYNMUTE JICKAPCTBCHH B3aUMOICHCTBUS UPE3 TE3H
MEXaHU3MH HE Ca BEPOSATHHU.

[IpoGenermn
He ce usuckBa Kopurupane Ha J103aTa, KOTaTo ce IpHUiIara €IHOBPEMEHHO C IPOOEHENH T IPH

NalKUeHTH ¢ HopMaliHa O0b0peuna GyHKuus. EnHoBpeMeHHOTO puiioykeHre Ha MpoOeHenr I, MOIIeH
MHXUOUTOP HA aHWOHHUTE MBTHILA HAa OBOpeuHaTa TyOyaHa CeKpenus, BOIU 10 OJU30 ABYKPAaTHO
yBEIMYEHHE Ha eKCTIO3HUIUATA HAa aKTUBHUS METaOOJIUT HA 03€ITaMUBHP.

AMOKCUIIMINH
O3zentaMuBHp HAMA KHHETHYHO B3aUMOCHCTBUE C aMOKCHITMIINH, KOHTO c€ ETMMHUHHPA TTO CHITHS

II'bT, KOCTO ITOKa3Ba, 4€ B3aHMOJEHUCTBUETO Ha 03€JITaAMHUBHUP C TO3U ITBT € c1abo H3pa3cHoO.

br0OpeyHo enuMuHIpaHe

K/IMHUYHO 3HAUMMHU JIEKapCTBEHU B3aUMOJICHCTBHSI, BKIIIOYBAIM KOHKYpUpaHe 3a ObOpeyHaTa
TyOyJTHa CEKpelus, ca MaJIKO BEPOSTHHU IOpaIy U3BECTHATA IPAaHMIA Ha OE30MACHOCT Ha MMOBEYETO OT
TE3H JICKapCTBa, CBOMCTBATA HA CIIMMHHUPAHE HAa aKTUBHUS META0ONUT (TIIOMEpyJTHA (DUIATPALIS U
AQHMOHHA TYOyJIHA CEeKpelusi) U Bb3MOXKHOCTHTE Ha T3 ITbTHIIA 3a eKcKperusi. TpsioBa na ce
BHHMaBa o0aye, KoraTo ce IMpeAIicBa 03eITaMUBUD HA JIMIA, KOMTO MPUEMAT JICKAPCTBA C TECHU
TepareBTHYHU TPAHHIM, CKCKPETUPAILY CE MO CHIIUTE IIBTUIIA (HAIP. XJIOPIPOIAMHUJI, METOTPEKCaT,
¢dennndyTazon).

Jonbanutenna uHbGopManus

He ca nabmronaBanu ¢papMakOKMHETHYHH B3aUMOACHUCTBHS MEXKIY O3€ITaAMUBHP WM TTIABHUS MY
MeTaboJIHT, KOTaToO 03eNTaMHUBUp CE IpHJIara €AHOBPEMEHHO C MapaneTaModl, aleTHICAIUIMIOBA
KHCEJIMHA, IIMMETUANH, aHTHALMIY (MarHe3UeB U aTyMUHHEB XHIPOKCH U KaJIIHUEBH KapOOHATH),
puUMaHTaauH Win BapdapuH (IIpH JIuLa, CTAOWIHY [IpH JiedeHue ¢ BaphapuH u 6e3 rpumn).

4.6 @epTUIAHNTET, DPEMEHHOCT U KbpPMeHe

Bbpemennoct
I'pumrbT ce CBBP3Ba ¢ HEXENaH U3X0]1 32 OPEMEHHOCTTA M 3a TUI0Ja C PUCK OT 3HAYUTEITHA BPOICHU

MaopMaIuy, BKIFOYATEITHO BPOJACHU ChbpACUHH NedekTH. ['omsm o0eM naHHM 32 OpeMEHHH KEHU C
EKCIIO3UITUS HA 03EITAMUBHP OT MOCTMAPKETHHIOBU CHOOINEHHS M 00CEPBALIMOHHY MTPOYYIBaHUS (32
n3xona Ha mosede ot 1 000 ciryyast ¢ eKCIO3HUIHS TIPE3 ITbPBUS TPUMECTHP) HE TIOKa3BaT
MandopMaTuBHa WK (eTanHa/HeoHaTaIHA TOKCHYHOCT Ha 03eJITAMUBHD.

B enno obcepBaiinoHHo Mpoy4BaHe, o0ade, Makap 1 6€3 TIOBHUIIICHUE Ha OOITUS PUCK OT
MahopMaInm, pe3yITaTUTe 3a 3HAYMTEHN BPOICHH ChPACYHN Te(EKTH, JHATHOCTUIIMPAHN B
pamkuTe Ha 12 Mecena oT paxkJJaHeTo, He ca yoeauTenHu. B ToBa mpoy4BaHe yecToTara Ha
3HAYUTEITHU BPOJICHH ChPACYHHU JS(EKTH CIIe]] eKCIO3UIUSA Ha 03eITAMUBUP 110 BpEME Ha MMbPBUS
tpumecThp € 1,76 % (7 kppmauera ot 397 6pemenHocTn) B cpaBuenue ¢ 1,01 % npu OpemeHHOCTH
6e3 excrio3uiyst ot obmrara nomysnarws (Odds Ratio 1,75, 95 % nosepurenen unrepsan 0,51 1o 5,98).
Hsma sicHOTa OTHOCHO KJIMHMYHATA 3HAYUMOCT Ha Ta3H HAXOJKa, Thi KaTO MPOYYBAHETO € C
orpaHHY€eHa CTATUCTHYECKa MOIITHOCT. ChIIO Taka TOBA MPOYYBAHE € TBHP/IE MAJKO, 3a Ja CE OIEHAT
HaJIEKTHO OTAEIHUTE BUAOBE 3HAUMTENHN MajadopmMarwn. OCBeH TOBa, )KEHUTE C EKCITO3MIINSA Ha
03CNITAMUBHUD U JKCHH 0€3 EKCIIO3MIUS HE MOTAaT J1a ObIaT HATBIIHO CPABHUMH, 0COOEHO 110 TOBA JalTi
ca MMaJIy TPHIT UK HE.

IIpoyuBaHusITa IpH )KUBOTHH HE MOKA3BaT PENPOAYKTHBHA TOKCUYHOCT (BX. ToUKa 5.3).
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IIpu HEOOXOTUMOCT MOXKE Ia ce 0OMucu aa ce mpumoxu Tamiflu mo Bpeme Ha GpeMeHHOCT U citeq
KaTO ce B3eMe I10]] BHUMaHKe HaJIMIHATa HH(POPMAIHs 3a 0€30ITacHOCTTA U 3a Toi3aTa (3a JaHHU
OTHOCHO I10J13aTa IMpu OpeMEHHHM KE€HH MOJIsA, BikTe Touka 5.1 ,,Jleuenne Ha rpum npu OpeMeHHU
KeHH”), ¥ TATOTEeHHOCTTa Ha IUPKYJIUPAIIHS [I1aM TPHUIICH BUPYC.

Kopmene
O3zenrTaMuBHp W aKTUBHHSIT META0OJIUT C€ EKCKPETHpaT B MIIIKOTO Ha TUTHXOBE ¢ JakTanus. Mima

MHOTO OTpaHn4YeHa HH(OpMaIus 3a Aena, KbpMEHH OT MalKH, KOUTO TIpueMaT 03eITaMUBUD, U
OTHOCHO €KCKpELHUATA Ha 03eITaMUBHUP B KbpMaTa. OrpaHUYCHH TaHHU MTOKA3BAaT, Y€ O3EIITAMUBUP U
AKTUBHUSAT My METa0OJUT C€ OTKPUBAT B KbpMaTa, HO HUBATa ca HUCKH, KOSTO O JTOBEIIO JI0 MPHEM
Ha cyOTepaneBTHYHA /1032 OT KbpMadeTo. Karo ce nma npeaBun Ta3u nH(OpManus, maTtoreHHoCcTTa Ha
UUPKYJIUPAIINS 11aM Ha TPUITHUSA BUPYC U OCHOBHOTO ChCTOSIHUE HA KbPMEILATa XKEHA, MOXKE /1a Ce
0OMUCITH MTPHUIIOKEHUE Ha 03€JITAMUBHP, KOTATO UMa KATETOPUYHA TIOTEHIMAITHA 110J13a 32 KbPMEIIUTE
MauKH.

DepTUnuTeT
B®3 ocHOBa Ha HEKJIMHUYHHUTE JaHHH, HAMA JoKasaTeacTna, ue Tamiflu okassa ehekT BEPXY MBKKHUSL

WM KSHCKHUS PepTHIINTET (BXK. Touka 5.3).

4.7 EdexTn BbpXy cnocooHoOCTTa 32 modupane u padoTa ¢ MAIIMHU
Tamiflu He moBnUsBa cIocOOHOCTTA 3a modupaHe u padoTa ¢ MaITUHU.
4.8 HexenaHu JeKaAPCTBEHH PeaKIUu

O606uienre Ha npoduna Ha Ge30MacHOCT

OO6musaT npodu Ha 6e3onacHocT Ha Tamiflu ce ocHoBaBa Ha nanHu oT 6 049 BE3pacTHH/IOHOIIN U
1 473 neguaTpuyHy MannueHTH, JekyBanu ¢ Tamiflu unm mmame6o 3a rpur, u Ha JaHHU OT

3 990 BB3pacTHH/IOHOWIN U 253 MeANaTPUYHU MalMeHTH, noiay4yaBaiu Tamiflu unu mmane6o/0e3
JieyeHre 3a MPo(UIIAKTHKA HA TPHIT [0 BpEME Ha KIIMHUYHUTE Mpoy4Banus. B nonbnuenue, 245
MMYHOKOMIIPOMETHPAHH TAIIHEHTH (BKIFOUUTEIHO 7 T0HOIHM U 39 mera) moixyuasat Tamiflu sa
JIeYeHIE Ha TpHIl, a 475 IMyHOKOMIIPOMETHPaHH HareHTH (BKrounTenHo 18 mera, ot kouro 10 Ha
Tamiflu u 8 Ha mmane6o0) ca momyyasanu Tamiflu wim mianedo 3a npoduIakTUKa Ha TPUIL.

[Ipu BB3pacTHH/FOHOIIN Hali-uecTO ChoOIaBaHuTe Hexenanu peakiuu (HP) ca ragene u noppbinane
B ITPOyYBaHUsATA 32 JICUCHUE, U TaJICHE B MPOYyYBaHUATA 32 podunaktuka. [loBeueto ot Te3u HP ce
CHOOIIAaBAT B €IMHUYHY CIIy4au Tpe3 MIbPBUS WIH BTOPUS JICH OT JICUSHUETO U OT3ByYaBaT CIIOHTAHHO
1o 1-2 nuu. [Ipu nena Hali-uecTo choOIlaBaHaTa HeXKellaHa peakiys ¢ moBpshiane. [Ipu noBeyeTo
nanuenty, Te3n HP He ca moBenu 10 npeycTaHoBsiBaHe Ha Jieuenueto ¢ Tamiflu.

CrnenHuTe CEpHO3HU HEXEJIAHU PEaKIny ca ChOoOIIaBaHU PSZIKO ClIe IyCKaHeTO Ha 03eITaMUBHp Ha
nazapa: aHapWIAKTHYHY U aHA(QWIAKTOUIHN PEaKiK, YepHOIPOOHU HapymeHus (QyIMUHAHTEH
XeMaTHUT, HapyLIeHHe Ha YepHOApoOHaTa (GYHKIMS U KbJITEHMIA), AHTHOHEBPOTHYEH OTOK, CHHIPOM
Ha Stevens-Johnson u TokcuyHa enuaepMaiHa HeKpoJin3a, CTOMAIIHO-YPEBHO KbPBEHE U
HEBPOIICUXUYHH HAPYIICHHUS.

(OTHOCHO HEBPOIICUXUYHUTE HAPYyILLIEHHUS BXK. TOUka 4.4.)

Tabnu4eH CIMCHK Ha HEWENAHUTE PEaKIHU
N36poenunTe B TabnuiuTe 1M0-10ay HP cragaT KbM CIIeIHUTE KaTeropuu: MHOTo dectu (> 1/10), gectn

(= 1/100 nmo < 1/10 ), mewectu (= 1/1 000 mo < 1/100), peaxu (= 1/10 000 mxo < 1/1 000) u MHOTO peaKH
(< 1/10 000). HP ce BKJIIOYBAT B CHOTBETHATA KATETOPHSI B TAOIHIIUTE CIIOPE COOPHUS aHAIINU3 OT
KIMHUYHHUTE TPOYYBaHUS.
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Jleuenue u npoghunaxmuxa Ha cpun npu 6b3PACHHU U IOHOULLL.
[Ipu npoyuBaHusTa 3a JICYCHHE U MPOPHUIAKTHKA IPHU Bh3pacTHU/0HOIIH, HP, KONTO BH3HUKBAT Haii-
YeCTO IPH NpernopbunTeIHaTa 1032 (75 MY 2 TBTU AHEBHO 3a 5 JHM 32 JICUeHUE U 75 MQ BETHBK
JTHEBHO B IPOABDKCHUE HA 6 CEIMUIIM 32 MPOo(UITaKTHKA), ca mokazanu B Tadnuma 1.

IIpodursT Ha 6€30MACHOCT IPH JIKIIA, KOWTO ca IOJydYaBajIy mpemopbunrennara go3a Tamiflu za
npodunakTrka (75 My BeAHBK THEBHO B MPOABIDKEHHE HA 6 CEIMHIIN), € Ka4eCTBEHO MO100€H Ha
TO3H, HAOJIFO/[aBaH TPH MPOYYBAHUATA 32 JIEUEHHE, HE3aBHCHUMO OT MO-TOJIIMATA TIPOIBIDKHTETHOCT
Ha TPUIIOKEHNE TIPY TPOYUYBAHUATA 32 MPO(UITAKTHKA.

Ta6anna 1 HesxeaaHu peakuuu NpH Npoy4YBaHuATa, ncjaeasamu Tamiflu 3a sjeuyenne n
npo¢uIaKTUKA HA TPUN NPH BH3PACTHU U OHOIIYN UJIH M0 BpeMe Ha
NMOCTMAPKETHHIOBOTO Hal/I101eHHe

Cucremo- HesxeslaHM peakIIUM CTIOPeN YecToTaTa
OpraHeH KJjac MHoro yecTn Yectu Heuectn Penxn
(COK)
Nudexnun u Bponxur,
uHdecTaunu Xeprmec
CHUMILIEKC,
Hazodapunrur,
WNudekunu Ha
TOpHUTE
JTUXATEITHA
IBTHIIA,
Cuny3ur
Hapymenns Ha TpomObouuToneHus
KPbBTa U
aum@Hara
cucremMa
Hapymenns Ha Peakuus Ha AHadunakTHIHN
HMYHHAaTa CBPBXYYBCTBHUTEN | PEAKIIHH,
cucreMa HOCT AnadwmrakTonHu
peakiuu
Icuxuunn AckuTanus,
HApYLUIEeHUA OTKIIOHEHUS B
MOBEJICHUETO,
TpeBoxHOCT,
OO0BpKBaHe,
Hanynanoctu, lenup,
XanronuHanus;,
Kommapu,
CamoHapaHsBaHe
Hapymiennsi na | ['maBobonme bescbHue [IpoMeneHo HUBO
HEpBHaTa Ha Ch3HAHHE,
cucremMa I'spuoBe
Hapymenus Ha 3purenHo
ounTe HapyIleHHe
Chpaeunn Copreuna
HapylHIeHusl apUTMUS
PecniupaTopHu, Kamuna,
TPBIHHA U Br3naneno
MeTHACTHHAIHA I'BpJIO,
HapylIeHUs Punopest
CromariHo- lanene [ToBpbiane KspBene ot
YpeBHHU Kopewmna 6onka CTOMAIITHO-YPEBHHUS
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Cucremo- Heskes1aHN peakiny CIOpe/ YecToTaTa

OpraHeH KJac MHoro yecTn YecTn Heuectn Penxn
(COK)
HApyIIeHUs! (BKI1. OoNKa B TPaKT,
ropHara 4acT Ha XeMoparuueH
Kopema), KOJIUT
Jucnerncus
XenaTroonauapH [ToBumenu OyIMUHAHTEH
U HApYyUIIeHUs! YepHOAPOOHH XeTaTuT,
CH3UMH UYepHoapobHa
HEIOCTaThYHOCT,
XenaTtur
Hapymenus Ha Ek3ema, AHTHOHEBPOTHYICH
KOXKaTa u Hepmarur, OTOK,
MOIKOKHATA O6pus, Eputema
TbKaH Yprukapus Myntadopme,

CunzpoM Ha
Stevens-Johnson,

Tokcuuna
enuaepMaIHa
HEKpoJIn3a
O0umu Bonka
HApYLIeHUs U 3amaiiBane (BKI.
eexTHn Ha CBETOBBPTEK),
MSICTOTO HA YnMopa,
NpHUJI0KEeHHe [upexcus,
bonka B
KpalHUIINUTE

Jleuenue u npoghunaxmuxa na epun npu deya.

00610 1 473 nena (BKIIOUUTEITHO HHAYE 3/IpaBU Jiella Ha Bh3pacT 1-12 roauHu U ena ¢ actMa Ha
BB3pacT 6-12 rojuHM) ca y9acTBAIH B KIIMHUYHU MPOYYBAHUS HA 03€ITAMHUBHP 34 JICUCHHUE HA TPHIL.
Ot 11x, 851 nena ca mosyyaBajy JeUeHUe ¢ 03eaTaMuBup cycrensus. Oomo 158 nera ca nonydyasanu
npenopburTenHaTa g03a Tamiflu Beausk AHEBHO B poydYBaHe 3a MPO(UIAKTHKA CIIE/ EKCTIO3UIIHS B
nomakuHcTBaTa (N = 99), 6-ceMMUYHO NEIUAaTPUYHO MPOYYBaHEe 3a Ce30HHA MpodmiakTika (N = 49) u
12-ceqMUYHO MEIUATPUYHO MMPOYUBAHE 33 CE30HHA MPOUITAKTHKA IPH UMYHOKOMIIPOMETHPAHH JIUIIA
(n=10).

Tabnuna 2 nmoka3sa Hali-uecto choOmaBanuTe HP oT neauaTpuvHnTE KIMHAYHU TIPOYYBAHHS.
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Tadonuua 2 HekelaHH peaKUuu NMPH NMPOYYBAHUSITA, H3CJIeABAIIM NPHIOKeHHeTo Ha Tamiflu

3a JieueHHne U NPoQUIAKTHKA HA TPUII PH Jena (103MPOBKA criopes

Bb3pactTa/Tersioro [30 mg mo 75 My BenHb:K THEBHO])

Cucremo-opranen

Hexenann PC€aAKIMUA ClIopea YecTorara

oyuTe

(BKJI. 3aUepBEHU
04U, CEKpeIus
OT OKOTO U
0oJIKa B OKOTO)

kiaac (COK) MHoro yecTu Yect Heuectu Penku
HNudexnun u Otur Ha

uHecTanun CPEHOTO YXO

Hapymenns Ha I'maBoGomue

HepBHATa cHCTeMa

Hapymenns Ha KonroukTHBHT

Hapymenns Ha

Bbonxka B yxoTo

Hapymenune Ha

ropHaTa 4acT Ha
Kopema),
Jucrencus,
Tanene

YXOTO M Ta0UPHUHTA ThIIAaHYEBATA
MeMmOpaHa

PecniupaTopHu, Kanutnna, Punopes

TPbIHU U Hazanna

MeIUACTHHAIHU KOHTECTHS

HapyHIeHUsl

CromamHo-uypeBHu | IToBpbinane Kopemna 6omka

HApYIIEeHHS (k1. GoJTKa B

Hapymenus Ha
KOKaTa u
NMOJIKO0KHATA ThKaH

Jepmatut (BKIIL.

aJepruycH U
aTONMYCH
JIEPMAaTHT)

Onrcanve Ha N30paHN HEXKETAHU PEaKITHH

Tcuxuynu napyuenus u HApYWeHUst Ha HePEHAMA CUCTHeMA
['pumbT MO’Ke J1a € CBbp3aH ¢ Pa3IUYHN HEBPOJIOTHYHH U TIOBEICHYCCKH CUMITOMH, KOUTO MOTaT Jia
BKIIFOYBAT CHOUTHS KaTO XATIOIMHAIIUY, IEIMPUYM H HEOOWYAHO MOBEACHNE, B HAKOU CITy4an
BOJICIITH JIO JIeTaJieH u3Xo/. Te3u chOUTHS MOXKe J1a Bh3HUKHAT MPU HAJTUYKE Ha SHIEe(aIUT UIIN
eHedaronarys, HO MOXe J1a ce HaOJI01aBaT 0e3 BUIUMO TEKKO 3200 IsIBaHE.

[pu nanueHTH ¢ rpuI, KOUTO ca npueManu Tamiflu, uma mocTMapkeTHHTOBH CHOOIICHHS 33 THPUYOBE
1 IeupuyM (BKITFOYMTETHO CHMIITOMH KaTO TIPOMSIHA B Ch3HAHUETO, OOBPKBaHE, HEOOMUIAHHO
MOBEJIEHNE, HATYTHOCTH, XaTIOIWHAIINHN, a)KMTAIVs, TPEBOXKHOCT, KOIIIMAapH ), KOUTO B MHOT'O MaJIKO
OT CITy4YauTe ca JOBENIH 10 CAaMOHApaHsIBaHe WM JeTalleH u3xo/. Te3u chOUTHs ce choOIaBar
TPEIVMHO TIPY TIEAHATPUYHN TTAIMEHTH ¥ FOHOIIH U Y€CTO MMaT BHE3AITHO HAaYaio U Obp30
or3pyuaBane. IIpuroceT Ha Tamiflu 3a Tesn crOuTHs € HensBecTeH. TakuBa HEBPO-TICHXUYHU

chOUTHS ca ChOOLICHH CHILO M MPH MAIUSHTH C TPHUII, KOUTO He ca mpuemainu Tamiflu.

Xenamobunuapnu HapyuieHus
Hapymienus Ha xenaroOmwimapHarta CUCTEMa, BKITIOUUTEIHO XENAaTUT ¥ MOBUIICHN YEPHOAPOOHH
€H3MMH IPY MAIMEHTH ¢ TpUnonoao0Ho 3abomsiBane. Te3n ciryyan BKIIOYBAT JieTaneH (yIMUHAHTCH
XeMaTUT/4epHOAPOOHA HEIOCTATHYHOCT.
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AQYI 1 CTICTIMAJIHU IOy Il

Tleouampuuna nonynayus (Kepmawema Ha 8b3pacm nOO eOHA 200UHA)

B 1Be mpoy4BaHus 3a XapakTepU3upaHe Ha (papMakOKUHETHKATa, apMaKoJMHAMHKATA U MPoduiIa Ha
0e30MacHOCT Ha JICYEHUETO ¢ o3eaTamuBup mpu 135 3apa3eHu ¢ Ipul Jena Ha Bb3pacT 0 €IHa
rojuHa, mpouiIbT Ha 0E€30MaCHOCT € OUJI CXOJICH MEXKAY KOXOPTHUTE 10 BB3PACT KaTO Hal-4eCcTo
CHOOIIABAHUTE HEXKEIAHU PEAKIIUH Ca TIOBPBIIaHe, AUapys U OOpHB OT menieHH (BK. Touka 5.2). Hama
JIOCTaThYHO JaHHU MPH KbpMadeTa ¢ TIOCTKOHIIEMTHOHHA BB3PACT MO 36 CeIMUIIH.

Hannunara nHdopmanus 3a 0€301MacHOCT Ha 03eITaMUBU, IIPHIIOKEH 32 JICYUCHHE HA TPUIT IPU
KbpMayera I10J] €JHOTOIMIIIHA BB3PACT, OT NPOCIEKTUBHU M PETPOCIICKTUBHU 00CEPBAIIMOHHH
npoyuBaHus (oOxBarany 0o1o mosede ot 2 400 mera OT Ta3u Bb3pacToBa Ipymna),
SMUAEMHUOJIOTHYHO U3CIIe/IBaHe Ha 0a3a-JaHHH ¥ MOCTMAPKETHHTOBH CHOOILCHHUS MTPEAToarar, 4e
npodmIbT Ha 6E30MAaCHOCT IPU KbpPMaydeTa Ha Bb3pacT 0] €[HA TOAMHA € T0J00CH Ha YCTaHOBEHUS
npodu Ha 6€30IaCHOCT TPH JIella Ha Bh3PACT €Ha TOJIMHA U TTO-TOJIEMH.

Xopa 6 cmapuecka 6b3pacm u NAYUeHmuy ¢ XpOHUUHO CbPOEUHO U/UNU PECRUPAMOPHO 3a001s8aHe
[Tonynanusdra, BKIIOYEHA B MPOYYBAHMATA 32 JICUEHHE Ha TPHII, CE ChCTOU OT WHAue 3paBU
BBH3PACTHH/IOHOIIN U “PUCKOBU”’ MAIUEHTH (MAIIMEHTH C [TO-BUCOK PUCK OT pa3BUTHE Ha YCIOXKHEHUS,
CBBP3aHM C TPHIIA, HAIIP. XOpa B CTapyecKa Bb3pacT U MALMEHTU C XPOHUYHO ChPACYHO MIIH
pecriupaTopHo 3a0omnsaBane). [lo npuHImm, npodmIbT Ha 6€30MIaCHOCT NP “PUCKOBUTE” MALUEHTH €
KaueCTBEHO MOJ00CH Ha TO3U NIPU WHAYE 3]JPaBH Bh3PaCTHHU/IOHOIIIY.

HmyHOKomnpomemupaHu nayuernmu

JleuenneTto Ha T'pUIl 1P UMYHOKOMIIPOMETHPAHU MAITUCHTH € OLICHCHO B ABC MPOYUYBAHUA C
HoJTy4aBaHe Ha CTaHAapTHA J03a WK BUCOKOI030Ba cXeMa ([BoitHa win TpoiHa no3a) Tamiflu (six.
touka 5.1). [Ipodunbt Ha O6e3omacuoct Ha Tamiflu, HabaromaBan B Te3u NpoydYBaHuUs], COTBETCTBA HA
npodia, HabII0IaBaH B MPEANIITHA KIMHUYHN U3MUTBAHUSA, B Kouto Tamiflu e mpusaran 3a neyenue
Ha TPUI IPH UMYHO-HEKOMITPOMETUPAHH MALEHTH BbB BCUYKU BH3PACTOBH IPyNH (HHAYE 31paBH
MalUeHTH WK NalUeHTH ,,B PUCK" [T.€. iUl C PeCIUPaTOPHH U/WIN ChPJCYHHU CHIIBTCTBALIN
3abossiBanms|). Haii-uectara HexenaHa peakifysi, ChoOIaBaHa MPU KMYHOKOMITPOMETHPAHH JIEIa, €
noBpbiane (28%).

[pu enno 12-ceamMuyHO Mpoy4BaHe 3a MpodUIaKTHKA MPHU 475 UMYHOKOMIIPOMETHPAHHU TallMeHTH,
BKITIOUMTENHO 18 nema Ha Bb3pacT oT 1 10 12 roguHu u no-rojieMu, TpoguIbT Ha 6€30IaCHOCT MPH
238-Te manueHTy, KOUTO ca IOy9YaBaIi 03eITAMUBHDP CHOTBETCTBA HAa TO3H, HAaOMIOAaBaH MIPeIn TOBA
IpH KIMHUYHKATE poyuBanus Ha Tamiflu 3a npodunakruka.

Heya cve cvuecmsysauja Oponxuanua acmma
[To mpuHIHI, TPOGMITHT HAa HEXKETAHUTE PEaKIINK NP JeTia ChC CHINECTBYBAIIa OPOHXHATHA aCTMA €
KaueCTBEHO MOJI00CH Ha TO3M MPH WHAYE 3JIPABUTE JCIIA.

Cpo0liaBane Ha MOAO3UPAHU HEXKEIAHN PEaKIUU

Cp0011aBaHETO HA MOI03UPAHU HE)KEIAHH PEaKIIMU CIIe] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHHUS
MPOAYKT € BaykHO. ToBa 1M03B0JIsABA Ja MPOIBIIKHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JeKapCcTBeHUS NPOAYKT. OT MEIUIIMHCKUTE CIICIIUAIMCTH CE U3UCKBA Ja ChOOIIaBaT BCAKA
MOJT03UPaHa HeXKEIaHa PeaKiys Ype3 HAI[MOHAIHA CUCTEMa 32 ChOOIaBaHe, MOCOYCHA B

[punoxenue V.

4.9 TIlpeno3upaHe
IMTonmydenu ca cpoOIIeHns 3a pego3upane ¢ Tamiflu oT kmuarYHKM M3MTBAHYS 1

MOCTMaPKETHHTOBHSI ONUT. [Ipy OBEYETO OT CilydanTe Ha peI03upaHe He ca ChOOIICHH HeXKeTaHH
CBHOUTHSA.
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HexenanuTe chONTHSA, CHOOIICHH CIIe MPEA03UpaHe, ca TOIOOHHM 10 XapaKTep M pa3poCTpaHEeHHE
Ha Te3H, HAOJIIoaBaHy Ipu TepaneBTHuHu qo3u Tamiflu, onucann B Touka 4.8 Hexxenanu
JICKApCTBEHHU PEaKIIHH.

He e u3BecTen cnenuduieH aHTHIOT.

[emaTpyuyHa momysTars

IMo-uecTo ce choOIIaBaT Caydan Ha MPeT03UPaHe MPH Je1la, OTKOJIKOTO MPH Bh3PACTHH U FOHOIIIH.
Ipuroresaero Ha Tamiflu mepopanua cycnencus TpsOBa 1a cCTaBa BHUMATEIHO, KAKTO U
npunoxenuero Ha Tamiflu mpu mena.

5.  ®APMAKOJIOTMYHHU CBOMCTBA
5.1 ®apMmakoaAMHAMHMYHH CBOiicTBA

®dapMakoTepaneBTHYHA TPyIa: AHTHBHPYCHHU CPEJCTBA 32 CUCTEMHO NPUIOKECHHUES, MHXUOUTOPU Ha
HeBpamunugaszara ATC kox: JOSAHO2

OszenramuBup ocdar e nmpeayiekapcTBO Ha AKTUBHHUS METa0OIHT (03eITaMUBUD KapOOKCHIIAT).
AKTUBHHAT META0OJIUT € CEJIEKTUBEH MHXUOUTOP Ha HEBPAaMHHUAA3HUTE EH3MMH Ha BUpYyca Ha rpuIa,
KOHTO MPECTABIISIBAT TIFOKOIIPOTCHHH, HAMHPAIIH C€ HA TIOBBPXHOCTTA HA BUpYyca. AKTUBHOCTTA Ha
BUPYCHUSI HEBPAMUHHIA3€H €H3UM € Ba)KHA KaKTO 32 HABIM3aHETO HAa BUpYyca B HEMH(PEKTUPAHUTE
KJICTKH, TaKa ¥ 32 0CBOOOXKJaBaHETO Ha CKOPO 00pa3yBaHUTE BUPYCHU YACTHLHM OT 3apa3cHUTE KICTKU
U 32 [0-HATaTBIIHOTO pa3NpoCcTpaHeHNe Ha BUPYCHATA HHEKIHS B OpraHU3Ma.

O3enramMuBHp KapOOKCHIAT HHXHOUPA iN VItro HeBpaMHUHK/IA3UTE HA IPUITHUTE BUPYCH THIT A 1 B.
OsenramuBup pochar HHXUOHpa HHPEKTUPAHETO U PEIUIMKALUSITA HA TPUIIHUS BUPYC IN Vitro.
OsenTaMuBHp, MPUIOKEH MEPOPATHO, HHXUOUPA IN VIVO perIMKaiusTa U maToreHHOCTTa Ha
TPUIIHUTE BUPYCH TN A ¥ B npyu )KMBOTHHCKHM MOJIEJIM HA TPUIHA MH(EKLUS IPU aHTUBUPYCHA
€KCIO3ULMS, TOJO0HA Ha Ta3H, HOCTUTHATA IPH YOBEKa ChC 75 mg J1Ba IbTH JHEBHO.

AHTHBHpYCHATa aKTUBHOCT Ha 03€JTaMUBHUP KbM I'PUITHUTE BUpYycH THIT A U B e Ouna mogkperneHa ot
€KCHEPUMEHTATHH [TPOBOKALMOHHH IPOYYBaHUS MIPH 31paBU T0OPOBOJILIH.

Croitnoctute Ha IC50 Ha HEBpaMUHUIAa3HUS €H3UM 32 03€JTaMHUBHP NPY KIMHUYHO U30JIMpaH FPUTICH
Bupyc T A ca Bapupanu ot 0,1 nM 1o 1,3 nM, a 3a rpunen Bupyc tumn B ca 6wmm 2,6 nM. Ilo-
Brucoku ctoitHocTH Ha IC50 3a rpunen Bupyc tun B 1o meamana ot 8,5 nM ca 6mnu HaOnronaBaHu
npy MyOJIUKYBaHU MTPOYYBAHUS.

Knnanynu npoyysaHus

Jleuenue na epunna ungexyus

Tora moka3aHne ce OCHOBaBa Ha KIIMHWYHU MPOYYBAHMS TIPH €CTECTBEHO BH3HUKHAJ TPHII, TIPU KOKUTO
npeobnaaasamaTa nHGEKIUs ¢ TpureH Bupyc tum A. O3entaMuBHp € €PEKTUBEH CaMO CPeIry
3a00JsBaHUs, IPUYUHEHA OT TpuIieH BUpYycC. [lopaan ToBa ca mpencTaBeHn CTAaTUCTUICCKH aHATH3H
caMo 3a JIHIIa, 3apa3eHu ¢ Tpull. B cOopHaTa mormyarmus Ha MPOYYBaHETO 3a JICUCHUE, KOSTO €
BKITFOYBAJIA U TPUII-TIOJIOKUTENHU U oTpuniaTenau uaausuan (ITT), mbpBuyHara edukacHoCT € Onna
MIOHIKEHA TPOITOPITMOHATHO Ha Opos Ha TPUM-OTPULIATEIIHUTE JuIla. B oOmara nmomynaius, Ha KOSTO
€ TIPUJIOKEHO JIeYeHHE, rpuHaTa HH(EKIus e Owia noTBbpacHa rpu 67% (c rpanuiu 46% no 74%)
oT HaOpaHuUTe nanueHTu. 64% OT JIMIaTa B cTapyecka Bb3pacT U 62% OT Te3u C XpOHUYHO CHPIICYHO
W/WIIHA pecTiupaTopHo 3a00saBane ca Ownu rpun-mnonoxurenau. [lpu Bcuuku npoyuBanus ¢aza Il ¢
1IeJT JICUCHHUE MAlMEHTHTE ca OMIIM HaOWpaHHU caMo IPEe3 MEePHoa, KOraTo TPUIThT € IUPKYIHPaN CPe.
MECTHOTO HaCeJICHHE.
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Bwspacmuu u ronowu na 13-200uwna év3pacm u no-conemu: Ilanmmentrure ca Owim n30upany 3a
y4acTHe, ako ca ChoOIIaBaM 0 36 Jaca ciiel ImosiBaTa Ha CHMIITOMHTE, aKO ca MMalld BUCOKa
temmeparypa > 37,8 °C, npuapyskeHa Hai-MaJIko OT €IMH PECIIUPATOPEH CUMIITOM (KaIlUINIIA,
Ha3aJHH CUMIITOMH HJIM OOJIKHM B I'bPJIOTO) M HAl-MaJIKO €IUH CHCTEMEH CUMIITOM (MHAJITHsI, CTYICHH
TPBIKKW/M3NOTABAHE, HEPA3MOJIOKEHNE, yMOpa WK TiaBodonue). B cOopeH aHanmm3 Ha pe3ynTaTuTe OT
BCHUYKH TPUIT-TIOJIOKUTEIIHU Bb3pacTHH U toHOIIH (N = 2 413), BKIIIOUSHH B ITPOyUYBaHUATA 3a
JICUYEHHE, 03eITaMUBUP 75 mg ABa ITbTH JHEBHO B MIPOAB/DKCHUE HA 5 THU € HAMAJIW/I MeIdaHaTa Ha
MPOABIDKUTEITHOCTTA Ha TPUITHOTO 3a00IsIBaHe MIPUOIM3UTEITHO C €IMH JieH, oT 5,2 aau (95%
noseputesieH uatepBai 4,9 — 5,5 nun) B rpynata ¢ mane6o g0 4,2 nau (95% noBepureseH HHTEpBa
4,0 — 4,4 nuu; p < 0,0001).

[TpoueHTHT Ha NUIIATA, KOUTO Ca Pa3BHIIM OIIPE/ICIICHH YCIOKHEHHS OT CTpaHa Ha TOJIHUTE AUXATECITHN
IbTUIIA (IPEIUMHO OPOHXHT), ICKYBaHH C aHTHOMOTHIIN, € O HamaiieH oT 12,7% (135/1 063) B
rpynara ¢ miane6o Ha 8,6% (116/1 350) npu nomynanusra, tekyBana ¢ ozentamusup (p = 0,0012).

Jleuenue na epun npu nonyrayuu ¢ sucoxk puck: Menuanata Ha IPOABIKUTETHOCTTA Ha 3a00JIIBaHETO
OT T'PUII IIPY JIMIA B CTapyecka Bb3pacT (= 65 roAnHM) U NPH JINIA C XPOHHYHO CHPACYHO W/HIH
pecnrpatopHo 3a00isBaHe, IOJTyYaBalli 03eITaMUBHp 75 mg Ba 'bTH AHEBHO B MPOJbIDKEHHUE HA 5
IHH, He e Omia 3HauuMo HamasieHa. O0maTa NpoabKUTEIHOCT Ha (heOpuuTeTa e Ouiia HamajieHa C
€IUH JIeH B TPYIHTE, JIEKyBaHH C 03eNTaMUBHD. [IpH ITpUI-MIOIOKUTEITHUTE JINIA B CTapYecKa Bb3pacT
03eNTaMUBUP 3HAYMMO € HaMaJIWJI 4YeCTOTaTa Ha ONpeeNicH! YCI0KHEHHsI OT CTpaHa Ha JOJTHUTE
JUXaTeJHU ITbTUINA (IPEAUMHO OPOHXHT), JIEKYBaHU C aHTHOMOTHLH, OT 19% (52/268) B rpymarta ¢
miane6o Ha 12% (29/250) npu nomynanusita, JekyBana ¢ osentamusup (p = 0,0156).

[pu rpun-moNoKUTEITHN NALUSHTH C XPOHUYHO ChPACYHO W/HIH PECIUPATOPHO 3a00IsBaHe,
KOMOWHHMpaHAaTa 4eCTOTa Ha YCIIOKHEHHSI OT CTpaHa Ha JOJHUTE JUXATETHU TbTHINA (IPEIUMHO
OpOHXHT), JICKYBaHH C aHTHOUOTHIIH, € Ouna 17% (22/133) B rpynata ¢ mnane6o u 14% (16/118) npu
HOMyJIAIMATA, JIeKyBaHa ¢ o3earamuBup (p = 0,5976).

Jleuenue na epun npu d6pemennu dxcenu. He ca mpoBeXIaHU KOHTPOJIMPAHHU KIMHUYHU IPOYYBAHMS 3a
ynoTtpebaTa Ha 03eITAMUBUP TIpU OpEMEHHU KEHU, BBIIPEKH Y€ UMa JIOKa3aTeICTBa OT
MOCTMAPKETHHTOBY U PETPOCIICKTUBHU 00CEPBAIlMOHHU MPOYYBAHMS, KOUTO TIOKA3BaT 1M0JI3a OT
HACTOsAIIaTa CXeMa Ha JI03UpaHe IPHU Ta3H MallMeHTCKa MOMyJIallks, B YCIOBUATA Ha HUCKA
MOPOHIHOCT/CMBPTHOCT. Pe3yntature oT (hapMaKOKMHETHYHUTE aHAIU3HU ITOKa3BaT HUCKA
EKCITO3UIUS Ha aKTUBHU METa0OJIUTH, BBIIPEKH Y€ HE CE MPErnophyBa KOPUTHPAHE Ha J103aTa MPH
OpeMEHHH JKEHH MPH JICYSHUETO MM NpoQHIIaKTHKaTa Ha rpuma (BX. Touka 5.2, dapMaKkOKHHETHKA,
CrenuarHy TOTMyJIaIim).

Jleuenue Ha epun npu deya: B KIMHUYHO U3MUTBAHE MPU UHAYE 31IpaBH Jera (65% rpun-
MTOJIOXKUTEITHN) Ha BB3pacT oT 1 mo 12 roguaum (cpemHa BB3pacT 5,3 TOAWHM), KOUTO ¢a UMaji BUCOKA
temreparypa (= 37,8 °C) mroc Kalumia Wik puHUT, 67% OT TPUM-TIONO0KHUTEIHUTE TTAIIMEHTH ca
0w 3apasenu ¢ rpuneH Bupyc tan A u 33% c rpunen Bupyc Tun B. JleueHnunero ¢ ozenramMuBup,
3armo4Hano 70 48 Jaca OT mosiBaTa Ha CUMITOMUTE, 3HAYMMO € HAMAJIMIIO BPEMETO 32 03/[paBsIBaHE
(ompeneneHo KaTo €THOBPEMEHHO BB3BpPBIIIaHE KbM HOPMATHOTO 3IPaBOCIOBHO CHCTOSIHUE U
aKTUBHOCT W CIIaJjaHe Ha BUCOKATa TeMIlepaTypa, 00JeKYaBaHe Ha KallIuiaTa u puanTa) ¢ 1,5 nan
(95% nosepurenen unatepsan 0,6 — 2,2 nuu; p < 0,0001) B cpaBHeHUe ¢ Tiane60. O3enTaMUBHUp €
HaMaJIiJI YeCTOTaTa Ha OCTHP OTUT Ha CPEIHOTO yXO oT 26,5% (53/200) B rpynaTta ¢ miauedo mo 16%
(29/183) nipu menara, nexyBanu ¢ ozearamusup (p = 0,013).

Bropo npoyuBane e 6mito 3apbpiieHo mpu 334 nera ¢ acTMa Ha Bb3pacT oT 6 710 12 ToAWHHU, OT KOUTO
53,6% ca Onnm rpumn-monoxuTenHu. B rpymara, nekyBaHa ¢ 03eNTaMUBUD, MEIHaHaTa Ha
MPOIBIDKUTETHOCTTA Ha 3a00JIIBaHETO He ¢ Onyla HamasieHa 3HaYnMoO. J{o 1eH 6 (TTOCIeTHuAT ACH OT
nedenueto) FEV: ce e noBummi ¢ 10,8% B rpynarta, JeKyBaHa ¢ 03eITaMHUBHp, B cpaBHEHHE C 4,7%
OT Ta3u nomyianus ¢ mwianebo (p = 0,0148).
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EBporeiickaTa AreHIius 1o JiekapcTBaTa OT/iara 3ab/DKCHUETO 3a MPEAOCTaBsIHE Ha Pe3yJITaTUTE OT
npoyuBanusita ¢ Tamiflu B eqnHa wim oBeye MOATPYITH HA MeIHATPUIHATA TTOMYJIAIHUS [TPU TPHUIIL.
BmxTe Touka 4.2 3a nHGOpPMAIUS OTHOCHO yIIOTpeOa B MeANATPUATA.

IMokazaHueTo MpU KbpMayeTa Ha Bb3PACT MOJ] | TOUHA Ce OCHOBAaBA HAa €KCTPAIOIAUS HA TaHHUTE
3a epUKACHOCT MPH MO-TOJIEMH JIeIa, a TPEMOPhUYUTEIHATA JO3UPOBKA CE OCHOBABA Ha JIAHHHU OT
(hapMaKOKHHETHYHO Mozeaupane (BK. Touka 5.2).

Jleuenue na ungexyust ¢ epunen supyc mun B: 001110, 15% OT rpUII-TI0JI0KUTEIHATA MOMYJIALUs €
Ouna nHpeEeKTHpaHa ¢ TPUTICH BUPYC THIT B, Kato mponeHThT € 0w B rpanuim ot 1 10 33% npu
OTJICITHUTE TIpOoyYBaHus. MenuaHnaTa Ha IPOABIDKUTEITHOCTTA HA 3a00JIIBAHETO TIPH JIMIIA, 3aPA3CHH C
TPUIICH BUPYC TUT B, He ce € pa3nnuaBaia 3HAYNMO MEKIY PA3IMIHHUTE TPYITH Ha JICUCHUE B
otnenuuTe npoyuBanms. JanauTe ot 504 nria, 3apa3eHu ¢ TPUIICH BUPYC TUIT B, ca 6mim crOpanu ot
BCHUYKH MPOYYBaHUA 32 aHAN3. O3eITaMHUBHP € HAMAIMI BPEMETO 70 00JIeKYaBaHe Ha BCUUKU
cumnromu ¢ 0,7 mau (95% nosepurenen unrepsan 0,1 — 1,6 qau; p = 0,022) 1 npoIbIHKUTETHOCTTA
Ha (pebpmmtera (= 37,8°C), kamuunara u puHUTa ¢ eauH aeH (95% nosepurenen untepsan 0,4 —

1,7 nam; p < 0,001) B cpaBHEeHuE ¢ mianeoo.

Jleuenue na epun npu umMyHokomnpomemupany nayuenmuy: ENHO_paHAOMH3UPAHO, ABOHHOCIISIIO
MpPOYUYBAHE 3a OIICHKA Ha OE30MaCHOCTTA U OXapaKTepH3upaHe Ha eeKTUTE Ha 03CITAMUBHD BBPXY
Pa3BUTHETO HA PE3UCTCHTECH TPUTICH BUPYC (ITbPBUYCH aHAIM3) TIPH 3apa3eHU C TPUTT
UMYHOKOMITPOMETHPAHHM MTallMEeHTH BKIIFOUBa 151 BB3pacTHU NaIrueHTH, 7 IOHOIH U 9 nera,
MOJIXOJIATIIN 3a OI[CHKA Ha e()UKACHOCTTA Ha 03eJTaMUBHp (BTOPHUCH aHAU3, 6e3 T0CTaThYHA
CTaTHCTHYECKA MOIIHOCT). [Ipoy4BaHEeTO BKIIFOYBA MAIMEHTH C TPAHCIUIAHTAIIMS HA COJTUIHA OPTraHd
[SOT], maruenTy ¢ TpaHCIDIAHTANKS Ha XeMATONOETHYHH CTBOJIOBH KieTku [HSCT], momoxurennu
3a HIV nanuentu ¢ 6poit Ha CD4+ ket <500 knetkr/Mm3, manueHTH Ha CHCTEMHA
UMYHOCYITPECHUBHA TEpPaIus U TAKUBA C XEMATOJIOTMYHH 3I0KA4eCTBeHHU 3a00saBanus. Te3u nanueHTu
ca paHJOMU3UpPaHH 3a JIeYeHUe B paMKuTe Ha 96 yaca OT mosiBata Ha CUMIITOMUTE 3a repuoj ot 10
nuu. TepaneBTHUHUTE CXEMH ca: CTaHAapTHA J03a (75 My Wi KOpUrupaHa CrupsaMo TeJICCHOTO TErio
M Jiena) ABa IbTH JHEeBHO (73 Bb3pacTHU MallMeHTH, 4 oHOIM 1 4 Jiena) win JBoitHa no3a (150 mg
WIIH KOPUTUPAHa CIPSMO TEJIECHOTO TETJIO TIPH JIEla) ABa T JHEBHO (78 BB3pacTHH MalMeHTH, 3
FOHOIITH U 5 JIe1a) 03eITaMUBHD.

Menunanarta Ha BpeMeTo 3a oT3ByuaBaHe Ha cumiromute (TTRS) mpu B3pacTHH U IOHOIIN € M0 00Ha
B Tpymara cbe cranaapthara go3a (103,4 gaca [95% mosepurenen untepsan 75,4-122,7]) u rpymnara ¢
nBoitHa mo3a (107,2 gaca [95% nosepurenen unrepsan 63,9-140,0]). TTRS npu gera Moke 1a Bapupa
Y MHTEPIPETAIHITA € OTpaHUYeHA OT MAJIKHS pa3Mep Ha u3BajakaTa. [[poleHTsT manueHTH ¢
BTOpUYHH MH(EKIMK B rpyrara ChC CTaHIApTHA 032 U B rpymarta ¢ JABOiHa 103a € cpaBHuM (8,2%
crpsimo 5,1%). Ipu nena v FOHOIIH, CaMO €IMH MMaIlHeHT (FOHOIIA) B IpyIaTa ChC CTaHIapTHA 1032 €
pas3BuII BTOpr4Ha HH(peKuus (0akTepuajIeH CUHY3HT).

[IpoBeneHo e npoy4yBaHe OTHOCHO (hapMaKOKHHETHKATA U (hapMaKOJUHAMUKATA TIPH TEKKO
uMyHOKoMIpomeTupanu nena (< 12 rogunu, N=30), KouTo moiyyasat ctrannaptHa (75 mg wiu
KOpPHTHpaHa CIpsSMO TETJI0TO JBa TbTH JHEBHO) CpeIy TpoifHa 103a (225 My wiu Kopurupana
CHPSIMO TETJIOTO JIBA IIFTH AHEBHO) O3€JTAMHUBHP 32 aAalTHBEH NEepUO/] Ha mpuiarade ot 5 10 20 qau
B 3aBHCHMOCT OT IPOJBDKUTEITHOCTTA Ha OTACISIHE Ha BUpyca (MeIraHa Ha MPOIBDKUTEIIHOCTTA Ha
nedenue: 9 nuu). HUTO enH manueHT B CTaHAapTHATa Tpyla U 2 MAlMeHTH B TpyIaTa ¢ TpoifHa 1032
chOOIIaBaT 32 BTOpUYHA OakTepuanHa HHpeKus (OpPOHXUT U CUHY3HUT).

Ipogpunaxmuxa na epun

EdukacHocTTa Ha 03enTaMuBHp 3a NPO(UIAKTHKA Ha €CTECTBEHO Bb3HUKHAJIO TPUITHO 3a00JIBaHE €
JI0Ka3aHa B MPOYyYBaHE 3a MOCTEKCIIO3UIIMOHHA MPOPUIIAKTHKA B JOMAKUHCTBATA U JIBE MPOYYBAHHS C
1en ce3oHHa npodunaktuka. [IspBryHaTa KpaliHa TOUKa 3a €(PUKACHOCT IPH BCHYKH TE3H
Npoy4YBaHMs € Onia yectorara Ha JabOpaTOPHO MOTBBPCHH CIydau Ha Ipuil. BupyneHTHOCTTa Ha
TpUIHATA EMMAEMUS HEe € PEABUINMA U BapHpa B paMKUTE Ha 00J1acTTa U OT CE30H Ha CE30H, IOPaIH
TOBa OpoSAT JIHIIa, KOUTO € HeoOxoammo na ce nexysart (bHJI), 3a na ce mpemoTBpaTu enuH cirydait Ha
rpuItHO 3200IIABaHe, € pa3IiyeH.
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Hlocmekcnosuyuonna npogunaxkmuka: B mpoydBane nipy 1riia B KOHTAKT ¢ U30JIUPaH CIIydail Ha TPHIT
(12,6% BakcuHUpaHU CpPEITy TPHI), TPUIOKEHHETO Ha 03eITAMUBHP 75 Mg BETHBX JTHEBHO €
3aIoYHANo 70 2 THU OT MMOsBaTa Ha CUMIITOMHTE ITPH 3apa3eHus ¢ TPUIl U € IPOABIDKUAIIO CE/IeM JTHH.
I'pun e O6un norbpaeH npu 163 ot 377 otaennu ciryyast. O3e1TaMUBHP 3HAYUTEIIHO € TIOHMKHIT
YeCcTOTaTa Ha KIIMHAYHO TPOSIBEHO TPUITHO 3a00JsiBaHe, Bh3HUKHAJIO MTPU KOHTAKTHHUTE JINIIA, IPH
KOHTO € TIOTBBP/ICHO 3a00siBaHeTo, oT 24/200 (12%) B rpynara c miamne6o Ha 2/205 (1%) B rpymnara ¢
ozentamuBup (92% namanenue [95% nosepurenen natepsan 6 — 16; p < 0,0001]). bposr nuna, kouto
e Ouno HeoOxoaumo na ce aekyeat (BHJI) B KOHTaKT ¢ HCTUHCKHM citydau Ha rpuil, € out 10 (95%
noBeputesieH natepBait 9 — 12) u e 6un 16 (95% noseputenen narepsat 15 — 19) B msurata
nomryanust (ITT), He3aBUCHUMO OT ChCTOSHUETO HA MH(EKIUATA B OTACITHUS CIydaid.

EdukacHocTTa Ha 03eNTaMUBHp 32 MPEJOTBPATIBAHE HA ECTECTBEHO BE3HUKHAIIO TPUITHO 3a00sIBaHe
€ JI0Ka3aHa B MPOYYBaHE 3a IOCTEKCIIO3UIMOHHA MPOQUIAKTHKA B JOMAaKUHCTBATA, KOETO €
BKJIIOYBAJIO Bb3PACTHH, IOHOLIM U JIela Ha Bb3pacT OT 1 10 12 roauHu, KakTo KaTo OTAENHH CIyYau,
TaKa M KaTo KOHTAKTHH B ceMeHcTBOTO. [okazarensr 3a mbpBUYHA €)UKACHOCT B TOBA IIPOYYBaHE €
YyecToTaTa Ha 1ab0paTOpHO-TIOTBBP/ICH KIIMHUYHO NIPOSIBEH IPHIT B IoMakuHcTBata. [IpodunakTukara
¢ ozentamMuBHp € npoabiokmwia 10 nau. B obmaTa nomynanus € iMano NOHM)KEHHE B 4YeCTOTaTa Ha
nabopaTopHO-TIOTBBP/ICH KIMHIUYHO TPOSIBEH IpHIl B IoMakuHcTBata oT 20% (27/136) B rpymara,
KOSTO HE € MoJTydaBasa npoduiakTika, Ha 7% (10/135) B rpymnata, KOSATO € Iojy4yaBaiia
npoduiakTrka (HamaneHue ¢ 62,7% [95% nosepuresnen unrepsan 26,0 - 81,2; p = 0,0042]). B
JOMAaKWHCTBAaTa, KbAETO € UMAJIO OTJACITHH CIIydad Ha MH()EKTUPAHH C TPHUII, € HaOJII0JaBaHO
MOHWKEHUE Ha YeCTOTaTa Ha 3a00JIeBaeMOCT OT rpui ot 26% (23/89) B rpynara, KosITo HE €
nojiy4aBana npoduiakTuka, Ha 11% (9/84) B rpynata, nonydaBana npoduiakTika (HaMaaeHue C
58,5% [95% nosepurenen unrepsan 15,6 — 79,6; p = 0,0114]).

Cnopen moArpymoB aHaau3 MpH Jielia Ha Bh3pacT oT 1 1o 12 roaunm, yectorata Ha 1abopaTOpHO-
MOTBBP/ICH KJIMHUYHO TIPOSIBEH TPUII CPET IeTiaTa € HamalleHa 3HauuTelHo oT 19% (21/111) B
rpymara, KOsiTo He € Mojy4aBajia npodunaktuka, Ha 7% (7/104) B rpynata, noiay4aBana
npodunakTrka (64,4% Hamanenue [95% noseputenen unrepsain 15,8 — 85,0; p = 0,0188]). IIpu
Jenara, KOMTO B HA4aJIOTO HA M3IUTBAHETO OILE HE OTAEIAT BUPYCa, YeCTOTaTa Ha 1abopaTopHO-
NOTBBPACH KIMHUYHO MPOsIBEH Ipull € Hamaisia ot 21% (15/70) B rpynata, KOsITO He MojryyaBaia
npodunakTuka, Ha 4% (2/47) B rpynara, momydasana npogpunakruka (80,1% namanenue [95%
noseputeneH uatepsai 22,0 — 94,9; p = 0,0206]). BHJI 3a nsanata neauatpudna nomymaius € 9 (95%
noseputesieH uatepBail 7 — 24) u 8 (95% nosepureneH UHTEpBa 6, TopHATa TpaHULa HE € H3MEpeHa)
3a 1suata nonyianus (ITT) u cboTBETHO TpH JienaTta, KOHTAKTHH C OTACTHA MH(QEKTUpaHU cirydan
(ITTh).

IIpounaxmuxa na 2pun cied ekcnozuyus npu Kepmaiema nood 1-2oouuna 6v3pacm no epeme Ha
nandemus: IIpodmrakTikara o BpeMe Ha TaHAEMIS Ha TPUI HE € TPOyYBaHa B KOHTPOJIMPAHU
KIMHUYHY U3MUTBaHUA MTpH Jera Ha Bb3pacT ot 0-12 mecena. Bukre Touka 5.2 3a moipoOHOCTH
OTHOCHO CUMYJIAIUATA HA CKCIIO3UIIHL.

IIpodunaxmuxa no epeme na cpunna enudemus 6 obuecmeomo: B cOopeH aHanu3 Ha ABe APYTH
NpOYYBaHUs, MPOBEIECHH MTPYU HEBAKCUHUPAHH, HHAYE 3[PAaBU Bb3PACTHH, 03€NTaAMUBHUP 75 Mg BeIHBK
JHEBHO, IPUJIaraH B IPOJbKEHUE Ha 6 CeAMUIIM, 3HAUUMO HaMaJIsiBa 4€CTOTAaTa Ha KIMHUYHO
NPOSIBEHOTO TpUITHO 3a0oisBane ot 25/519 (4,8%) B rpynara ¢ tuiane6o Ha 6/520 (1,2%) B rpynara c
ozentamuBup (76% namanenue [95% nosepurenen unrepsan 1,6 —5,7; p = 0,0006]) no Bpeme Ha
rpunHa enugemus B oomectsoro. BHJI npu ToBa npoyuBane e 28 (95% noseputenen natepsai 24 —
50).

[Ipu npoyuBaHe Ha Xopa B CTapyecKa Bb3pacT B IOMOBE 3a Bb3pacTHH X0pa, KbaeTo 80% ca oumnu
BAaKCMHHMPAHHU Tpe3 Ce30Ha Ha MPOYYBAHETO, O3EITAMUBHP 75 Mg BeAHBX JHEBHO, IPUJIaraH B
HPOIBJDKEHUE Ha 6 CeIMULIM, 3HAYMMO HaMaJlsiBa YecToTaTa Ha KIIMHUYHO NPOSBEHOTO I'PUITHO
3abomnsBane ot 12/272 (4,4%) B rpynarta ¢ mare6o Ha 1/276 (0,4%) B rpynara ¢ o3entamusup (92%
Hamasienue [95% nosepurenes untepsain 1,5 — 6,6; p = 0,0015]). BHJI npu ToBa npoyuBane e 25
(95% noseputenen unTepsai 23 — 62).
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IIpodunaxkmuxa na epun npu umMyHoxomnpomemupanu nayuenmu: IlpopeeHo e ABOIHO-CIIAIIO,
w1a1e00 KOHTPOJIMPAHO, PAHAOMU3UPAHO U3NIUTBAHE 3a CE30HHA NPO(UIAKTHKA HA TPUII IPU

475 IMyHOKOMITPOMETHPaHH nanreHT (388 manueHTH ¢ TpaHCIUIAHTALMS Ha COJUICH OpraH

[195 mnane6o; 193 o3entamuBup], 87 MalMEHTH ¢ TPAHCIUIAHTALIUS HA XEMOIIOCTHYHU CTBOJIOBH
KIIeTKH [43 miane6o; 44 o3enTaMuBHUp], HAMA TAIUEHTH C IPYTH UMYHOCYTIPECUBHH ChCTOSHUA),
BKUTFOUHTENTHO 18 mema Ha BB3pacT ot 1 mo 12 rogwawm. [IspBudHATA KpaiiHa TOYKA MPH TOBA KJIMHUIHO
M3MUTBAHE € YeCTOTaTa Ha J1adopaTOPHO MOTBBPIEH KIMHUYHO MPOSBEH IPUII, OTIPEICIICH Ype3
KyJITHBUpaHE HAa BUPYCH W/WJIM YeTUPUKpaTHO nosuiieHne Ha HAI anturenata. YectoTara Ha
71a00paTOPHO MOTBBPCH KIMHUYHO TposiBeH rput e 2,9% (7/238) B rpynarta ¢ miane6o u 2,1%
(5/237) B rpynara c ozenramusup (95% AU -2,3% — 4,1%; p = 0,772).

He ca IIPOBCXKIaHU CHCHI/I(bI/I‘IHI/I IIpOoy4YBaHMs 3a OLICHKA HAa HAMAJICHUCTO HAa PUCKa OT YCJIOXHCHU.

Peszucmenmnocm xvm ozeamamueup

Knunuynu npoyueanus: PUCKBT OT MOsIBa HA TPUTTHHA BUPYCH C HaMalleHa YyBCTBHTEIHOCT HITH
U3sIBEHA PE3UCTEHTHOCT KbM 03CJITAMHUBHP € M3CIIE/IBaH [0 BpeMe Ha crioHcopupanu ot Roche
KIIMHUYHU U3NUTBaHUA. Pa3BUTHETO Ha BUPYC, PE3UCTCHTEH KbM 03€ITAMUBHUD, TI0 BpEMe Ha
JICUCHHUETO € MO-9ECTO TPH JIela OTKOJIKOTO TPH Bh3pAacTHH, KaTO TOBa Bapupa oT moj 1% mpu
BB3pacTHUTE 10 18% npu KbpMaueTaTa Ha Bb3pact moj 1 roauna. Jlenara, mpu KOUTO € YCTAHOBEHO,
4ye ca HOCHUTEJIH Ha BUPYC, PE3UCTEHTEH KbM 03SJITAMUBUP, TI0 IPHUHITUN OTACISAT BUPYCa O-
MIPOIBIDKUTETHO BPpeMe B CPAaBHEHUE C JIUIATa C YyBCTBUTEICH BUPYC. Pe3uCTEeHTHOCTTA KM
03¢€JITaMHUBUP, Bb3HUKBallla 110 BpEME Ha JICUHCHUC, o0aue He MOBIIUABA OTTOBOpPA KbM JICUHECHUETO U HE
MPeIM3BUKBA YAbJDKaBaHE HA CHMIITOMUTE Ha TpUIIA.

Karo 11510 1mo-BUCOKa 4eCTOTa Ha PE3UCTEHTHOCT KbM 03€IITAMUBUP € HAOI0/1aBaHa MPU Bb3PACTHU
IOHOIIT UMYHOKOMIIPOMETHPAHU TAIIMEHTH, JIEKYBaHH ChC CTAHJAPTHA 7032 HIIH C JIBOWHA J103a
o3entamuBup B npoabiokenne Ha 10 muu [14,5% (10/69) B rpynata cbhe cranaapTHa no3a u 2,7%
(2/74) B rpynata c ABOiiHa 103a], B CpAaBHEHUE C IaHHH OT MPOYYBAHHS C JICKYBAHH C 03I TAMUBHD
WHaue 3/IpaBy IOHOIIN U Bb3PACTHH MalMeHTH. [1o-roismara yact oT Bb3paCTHUTE MAIUEHTH, KOUTO
pa3BUBAT PE3UCTEHTHOCT, Ca PELUITHECHTH Ha TpaHciutanTar (8/10 manueHTyu B rpymnara cbe
CTaHJapTHA /103a U 2/2 MalueHTH B IpymaTa ¢ ABoiHa 103a). [IoBeueTo OT NaleHTHTE C PE3UCTEHTCH
Ha 03eJITAMHUBHD BUPYC ca HHMEKTUPAHH C TPUT TUITA U UMaT MPOIBIKUTEITHO OT/IENsTHE Ha BUpYcCa.

YecroTaTa Ha PE3UCTEHTHOCT KbM 03€ITAMUBHUP, HA0II0aBaHa MPU UMYHOKOMIIPOMETHPaHH Jiena (<
12-roauiina Bb3pacT), JekyBanu ¢ Tamiflu B 1Be mpoy4BaHust U OILIEHEHH 3a Pe3UCTEHTHOCT, € 20,7%
(6/29). Ot miecTTe IMYHOKOMIIPOMETHPAHH JIela ¢ PE3UCTCHTHOCT KbM 03€JITAMUBHP, Bb3HUKHAJIA 110
BpeMe Ha JICUCHUETO, 3 MAIMECHTH MOJyJYaBaT CTaHAapTHA /1032 U 3 TAIUEHTH — BUCOKA 71032 (JIBOWHA
WK TPOWHA J103a). MHO3MHCTBOTO UMAT OcTpa TuM(o0IacTHA JIEBKeMHs U ca < 5-TOJIUINHA Bh3pacT.

YecTroTa Ha PE3UCTEHTHOCT KbM 03€¢JITAMUBUDP B KIUHUIHUTE MPOYUBAHUA

IanueHnT ¢ MyTanuu Ha pesucteHTHOCT (%)
@eHOTHNIM3UPAHE™ T'eno- u
IMonyaauus nauMeHTH (enorunmzupane™
Bw3pactHu 1 roHOIIN 0,88% (21/2 382) 1,13% (27/2 396)
Hemna (1-12 rogunn) 4,11% (71/1 726) 4,52% (78/1 727)
Kbpmauera (<1 roauna) 18,31% (13/71) 18,31% (13/71)

*TI'bJIHO FEHOTUIIM3MPAHE HE € OWJIO U3BBPILEHO BbB BCUUKH IIPOYYBAHMS.

[IpodunakTuka Ha rpun

Hsma nannu 3a mosiBa Ha JISKapCTBEHA PE3UCTEHTHOCT, CBbp3aHa ¢ yrnoTpedara va Tamiflu npu
KIMHAYHUTE U3MTUTBAHUS, TPOBEICHH JJOCETA IIPH IPYIH clie]l eKcro3utys (7 THU), TIPU TPYIN CIIe
EKCITO3UIHS B TOMaKMHCTBOTO (10 qHHM) U ce30HHA (42 AHM) NpOoUIaKTUKA HA TPHIT IIPH
UMYHOKOMITETCHTHH nainueHT. He € HabmoqaBaHa pe3uCTeHTHOCT 10 BpeMe Ha 12-ceqMUYHO
Npoy4BaHe 3a MPOPUIAKTHKA TPU UMYHOKOMIIPOMETUPAHU MAI[CHTH.
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Knunuunu oannu u dannu om nabriodenue: OTKPUTH ca €CTECTBEHU MYTallUd, CBhP3aHU C HAMaJICHA
YYBCTBUTEIIHOCT KBM 03eITAMUBHUD IN Vitro mpu Bupycu tum A u B, nzonupanu ot nanueHTH 6€3
EKCITO3UITUS Ha 03eNITAMUBUD. PE3NCTCHTHH IaMOBE, CEICKTHPaHU 110 BpEME Ha JICUSHHE C
03eNITaMUBUD, Ca U30JMPAHH KAKTO OT UMYHOKOMITETEHTHH, TaKa U OT HIMyHOKOMIIPOMETHPAHH
narnueHTH. VIMyHOKOMITPOMETHPAHUTE NAIIMEHTH U MAJIKHTE JIela ca U3JI0KCHU Ha Hal-BHCOK PUCK OT
pa3BHUTHE Ha PE3UCTCHTHU HA 03€ITAMUBUP BUPYCH T10 BPEME Ha JICYCHUETO.

YcTaHOBEHO €, Ue Pe3NCTEHTHU Ha 03eJITAMUBHP BHUPYCH, U30JIUPAaHH OT MAIIHEHTH, JIEKYBaHU C
03eNTaMUBUD, U PE3UCTEHTHHU Ha 03€ITaMUBHP J1aOOpaTOPHH IIaAMOBE Ha TPUITHUTE BUPYCH, ChABPKAT
myTtanmd B N1 u N2 neBpamunuaazute. Mima TeHIEeHINS MyTallMUTE 32 PE3UCTEHTHOCT Aa ObAatT
cneruduunu 3a BUpycHus noarun. Ot 2007 r. ciopagudHo ce OTKPHUBA €CTECTBEHO Bh3HUKBAIATa
PE3UCTEHTHOCT, CBbp3aHa ¢ Mytanuara H275Y npu cezonaute mamose HIN1. UyBcTBUTEIHOCTTA
KBM 03€ITaMHUBHP U MIHPOKOTO Pa3NpOCTPAHEHNE HA TE3W BUPYCH U3TJIEKIa BapUPaT CE30HHO U
reorpadceku. [Ipe3 2008 r. H275Y e Ouna otkpura npu > 99% ot mupkynupammre HIN1 rpuman
uzonaru B EBpona. [Ipe3 2009 r. rpunausT Bupyc HIN1 (“cBuHCKH Tprmn”) € OWI IOYTH €THAKBO
YyBCTBHUTEJICH KbM 03€JITAMUBHUP, KATO € UMAJIO CaMO CIIOPaJIuiHHU ChOOILEHHS 33 PE3UCTEHTHOCT BbB
BpB3Ka KaKTO C TEPANEBTHYHH, TaKa U C IPOPUIAKTHYHN CXEMH Ha MpHJIaraHe.

5.2 ®apMakOKMHETHYHH CBOIiCTBA

OO01a nadopmanus

Abcopbyus

OzenramMuBHp ce abcopdbupa 100pe OT CTOMANTHO-UPEBHUS TPAKT CIIE IIEPOPATTHO MPHUIIOKEHUE Ha
o3enrtamuBup docdart (mpekypcop) u ce MeTadoJIM3Kupa B rojisiMa CTEIICH KaTo Ce MPEBPbhIia B
AKTUBHUS METa0OJIUT (03eNTaMUBUD KapOOKCHUIIAT) TIPEAMMHO C ITOMOIITA Ha YEPHOAPOOHUTE
ectepasu. Hait-manko 75% ot nmepopanHara 103a JOCTHTa CHCTEMHOTO KPhBOOOPAIICHHUE 10T
(dhopMara Ha akTUBEH MeTa00UT. EXCIIO3UIMITA HA TIPEAJICKAPCTBOTO M0 OTHOIIICHUE Ha aKTUBHUS
MeTaboNHT € mo-Maika ot 5%. [nasMeHnTe KOHIIEHTPALMK Ha MTPEKypcopa U Ha aKTHBHHS META0OIHUT
ca IPOTOPIIMOHAIIHYU Ha JI03aTa U HE CE MOBJIHUABAT OT €HOBPEMEHHO MPUIIOKEHUE C XpaHa.

Pasnpeoenenue

CpenHusT 00eM Ha pasnpeneeHue B CTALMOHAPHO ChCTOSHUE HA 03EITaMHUBHP KapOOKCHIAT Mpu
Xopa e nmpuonm3nuTenHo 23 aurpa — 00eM, eKBUBAJICHTEH Ha eKCTpallelyJiapHaTa TeJleCHa TeUHOCT.
Tbii KaTO HEBpaMUHUIa3HATA AKTUBHOCT € eKCTpalieNlyjapHa, 03eITaMUBUP KapOOKCHIIAT ce
pasnpenens BbB BCHUKH MECTa Ha Pa3sNpOCTPaHEHUE HA TPUITHUS BUPYC.

CBBp3BaHETO HA 03€JITAMHUBUP KapOOKCHIIAT ¢ IJIa3MEHUTE IPOTEUHH TIPU X0OPpa € HE3HAYUTEITHO
(npubnuzurenao 3%).

Buompancgopmayusa

OsenTaMuBHp € MOUI0KEH Ha €KCTEH3UBHO MPEBPBINAHE 10 03eATaMUBUpP KapOOKCHIIAT OT
ecTepasuTe, HAMHUPAIIHU Ce MPEIUMHO B uepHus Apod. [IpoyuBanus in Vitro ca mokasasiu, 4e HUTO
03eNTaMUBUD, HUTO aKTUBHUAT My METaOOJHT ca cyOCTpaTy UM HHXHOUTOPU Ha OCHOBHUTE
u3opopmu Ha nutoxpom P450. He ca unentuduipanu in Vivo KoHroratu oT ¢a3a 2 Ha HUTO €IHO OT
JIBETE CHEMHCHNSI.

Enumunupane

AGcopOHpaHUAT 03eNTaMUBHD C€ eTUMHUHUPA NpeauMHO (> 90%) upe3 npeBpbIIaHETO MY B
o3entaMuBup KapOokcuiar. Cien ToBa TOi He ce MeTaboJIM3npa MO-HaTaThK U Ce eMTMMHUHIPA C
ypuHarta. ITuxoBuTE TIA3MEHU KOHICHTpAUKU Ha O3CJITAMHUBUD Kap6OKCI/IJ'IaT HaMaJIsIBAT C IMOJTY>XKUBOT
ot 6 10 10 yaca npu MOBEYETO UHAUBUIU. AKTUBHHUAT METa0OJIUT CE SIIMMUHUPA W3IS0 Ype3
0b0peuHa exckpenys. brOpeunusT knmupbHC (18,8 1/h) mpeBumiaBa crenenTa Ha riioMepyHa
tunrpamms (7,5 1/h), koero mokasBa, 4e OCBEH TIIOMepyJIHa (pUnTparus ce U3BHPINBA U TYOyITHA
cekpenust. [To-manko ot 20% oT nepopanHara Oensg3ana 103a ce eTMMUHUpa ¢ HeKaInuTe.
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AQYI 1 CTICTIMAJIHU TTOITYJIAllN

THeouampuuna nonynayus

Kvpuauema na 6v3pacm nood 1 2oduna: ®apmakoknHeTHkarta, papMakognHaMUKaTa U 0€30MacHOCTTa
Ha Tamiflu ca orieHeHn B 1Be HEKOHTPOJIMPAHU OTBOPEHHU MPOYIBAHHS, BKIIFOUBAIIN 3apa3eHH C TPHUII
Jlelia Ha Bh3pacT mox eana rogunaa (N=135). CkopocTTa Ha KIMPHHC HA aKTUBHUS METa0OJINT,
KOpPHUTHpaHa 3a TeJIECHOTO TETJI0, HaMallsiBa IIPpU Bh3pacT MO/ eIHa ToAnHA. Ekcrio3umusara Ha
MeTabOoJIHTa CHINO € MO-IPOMEHIINBA NIPY Hal-MaJKUTE KbpMadeTa. HanmuuHuTe TaHHH TIOKa3BaT, 4e
excro3uIATa cien go3a 3 mg/kg mpu kppmadera Ha Be3pacT 0 — 12 Mecelia OCUTypsiBa €KCIIO3HITHH
Ha TPeJUICKapCTBOTO U MeTabOoNIMTa, KOUTO Ce OYaKBa Jia Obaat eukacHu, ¢ mpod it Ha 6€30MacHOCT,
CPaBHHM C TO3H IIPH MO-TOJIEMH JIeTla U Bh3PACTHHU, MMOJTyYaBaIliy 0J100peHaTa 103a (Bx. Touku 4.1 u
4.2). CpoOlIIeHUTE HEXKEaHU PEAKIMH Ca B ChOTBETCTBUE C YCTAHOBEHMS MPOdHI Ha 6€30MacHOCT
IIPH TIO-TOJIEMH JIela.

Jlurceat JaHHM IPHU KbpPMaueTa Ha Bh3pacT 1oJ 1 ToanHa 3a NpoUIakTHKA Ha TPUIT CIIC]T
excriosuiys. [IpodunakTikaTa 1Mo BpeMe Ha IpUITHA eMUAeMHUs B 00IIIECTBOTO HE € MPOyYBaHa Mpu
Jlela Ha Bb3pacT nof 12 ronuHu.

Ipodunaxmura na epun cied excnosuyus npu Kopmayema noo 1-2o00umna 6u3pacm no epeme Ha
nandemusn: CUMyJalyaTa Ha IPHIIOKCHNUE BEIHBK THEBHO HA 3 MQ/Kg npu kbpmaueTa < 1 roauHa
MOKa3Ba €KCIO3UIIMSI B CHINUTE TPAHUIIM WII TIO-BUCOKA OT Ta3H MPHU TNPUIIOKCHHUE BEIHBK JTHEBHO
Ha 75 Mg npu Bb3pacTHU. EKcro3uIuaTa He MpeBulliaBa Ta3u IIpu JICUeHUe Ha KbpMadeTa < 1 rojuHa
(3 mg/kg nBa mBTH THEBHO) U CE OYAKBA Ja JOBEE 0 CPaBHUM Mpoh T Ha 6€30MacHOCT (BXK. TOUKa
4.8). He ca npoBexaHy KIMHUYHHU U3MUTBAHUSA C MPOPUIAKTHKA TPU KbpMaydeTa Ha Bb3pacT < 1
roJuHa.

Kvpmauema u deya na evspacm 1 2oouna iy no-coremu: PapMakoOKMHETHKATa Ha 03€ITAMUBUD €
OIICHSIBaHA BB (hapMaKOKHHETHYHU MPOYYBAHHS C STHOKPATHO MPUIIOKECHUE TIPU KbpMadeTa, Ieta 1
IOHOITH Ha Bh3pacT oT 1 10 16 ronuan. dapMakoKUHETHKATA IPU MHOTOKPATHO MPHIIOKECHUE € Ona
MpoyYeHa MpH MarbK Opol jiena, BKIIOUYCHN B KIMHUYHO U3NMUTBaHe 3a epukacHoct. [lo-mankute
Jiera ca OTJCIMIIN MTPEICKapCTBOTO M aKTUBHUS My METaOO0JIUT T0-0bP30 OT BB3PACTHHUTE, KOCTO ©
JIOBEJIO JI0 MO-HUCKA SKCIO3MIMSA 33 AajaeHa no3a B mg/kg. Jlosu ot 2 mg/kg naBaT eKCIO3MILIMK Ha
03eNTaMUBUP KapOOKCHIIAT, CPABHUMH C TE3H, TIOCTHTHATH [TPH BH3PACTHH, ITOTyUYaBaIly ¢JHOKPaTHA
no3a ot 75 mg (mpubnusutenno 1 mg/kg). GapMakoknHETHKATa HA O3€ITAMUBHP TIPH JIella U FOHOIIH
Ha BB3pacT 12 roJIMHU WJIU MTO-TOJIEMH, € TI0JJ00Ha Ha Ta3u MPHU Bb3PACTHUTE.

Cmapuecka 6v3pacm

Ekcriozunusata Ha ak THBHUSI META0OJIUT B CTAIIMOHAPHO ChCTOSHUE € 25 10 35% mo-BUCOKa mpu Xopa
B CTapyecKa BB3pacT (Ha BB3pacT oT 65 710 78 roNWHM) B CPAaBHEHHUE C BB3PACTHH 1O 65 TOAWHHM CIIEH
MIPHUJIOKEHUE Ha CPaBHUMU JI03U 03enTaMuBHp. [1omyXkMBOTHT, HAOIIOJaBaH TP XOpa B CTapyecKa
BB3pacT € MoJ00CH Ha TO3W, HaOJIoAaBaH Py MJIaid Bh3pacTHU. Bb3 0CHOBA Ha JieKapcTBeHATa
€KCIIO3UIHS ¥ IOHOCUMOCTTA, HE € He0OXOANMO KOpUTHpaHe Ha J103aTa IIPU X0pa B cTapuecka
BB3PACT, OCBEH aKO HIMa TaHHU 32 YMEPEHO WITH TEKKO ObOpPETHO yBpeKaaHe (KPEeaTHHHHOB
kiupbHC og 60 ml/min) (Bx. Touka 4.2).

bvopeuno yspeacoane

[Ipunoxenunero va 100 mg o3entamMuBup docdaT aBa BT AHEBHO B MPOIBIDKEHHUE HA 5 THHU NpU
NalMEHTH C pa3lInyHa CTENeH Ha ObOPEYHO yBpexkKIaHe MOKa3Ba, Y€ eKCIIO3UIMATA HA 03€TAMUBHUP
KapOOKcHIIaT € 00paTHO MPOTMOPITHOHATHA HA HAMAJICHHETO Ha ObOpevHaTa GyHKIus. 3a J03UpOBKaTa
BIDKTE TOuKa 4.2.

Yeprnodpobno yepesicoane

ITpoyuBanus in Vitro ca nokasaiu, 4e He ce 0YaKBa 3HAYMMO MOBHIIIABAHE HA CKCIIO3UIMATA HA
03eNTaMUBUP, HUTO ITbK 3HAYMMO HaMaJICHHUE Ha eKCIIO3UIMATA HA aKTHUBHUS METa0OJIUT NpU
MIAIMEHTH C YePHOAPOOHO yBpexaane (BkK. Touka 4.2).
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bpemennu osrcenu

00600611eH onmyIanuoneH (papMaKOKHHETHUEH aHAJIN3 TI0Ka3Ba, ue cxemara Ha npriarade Ha Tamiflu,
ommcaHa B Touka 4.2 ,.J[03upoBKa ¥ HAUYWH Ha MPIIOKEHUE”, BOAU J0 MO-HKCKa ekcrosuius (30%
CpellHa BEIMYMHA 32 BCHYKH TPUMECTPH) Ha aKTHBHHS METaOOJIUT Ipy OPEMEHHU JKCHU, B CPaBHCHHE
C J)KeHH, KOUTO He ca OpeMeHHH. [To-HUCKaTa oYaKBaHa eKIO3UIUS 00ade ocTaBa HaJl ”HXUOUTOPHUTE
kouneHrparuu (IC95 cToMHOCTH) U B rpaHUIIMTE HA TEPAIICBTUYHOTO HUBO 3a PEIuIla IaMOBE Ha
rpurtaus BUpyc. OCBEH TOBa, MMa JaHHHU OT 00CEPBAIMOHHM MTPOYYBaHUS, IOKA3BAIIH 11013aTa OT
HACTOSIIATa CXeMa Ha Mpujiarane Mpy Ta3u MoIryianus manuenTn. Cie0BaTelHo, He ¢e TPETophuBa
KOpUTHpPAaHe Ha Jio3aTa 32 OpeMeHHH )KEeHU IPH JICYSHUE WIH NPOPUIaKTHKA Ha TpUI (BXK. Touka 4.6
OeprunureT, OpeMEHHOCT ¥ KbPMEHE).

Hmynokomnpomemupanu nayuenmu

[MonynanuonnH GapMaKOKMHETHYHN aHAIN3M MTOKA3BaT, Ye JICUCHUETO HAa BH3PACTHH U NETUATPUIHI
(< 18-roauirHM) UMyHOKOMIIPOMETHPAHH MAILMSHTH C 03EITAMHUBHUP (KaKTO € OMUCAHO B TOYKa 4.2,
Jlo3upOBKa ¥ HAYKMH Ha MPHIOKEHKE) BOJIM JI0 MOBHUIIICHA MPOTHO3HA €KCIO3UIINS (OT MPUOIU3UTEITHO
5% no 50%) Ha akTUBHUS METaOOJIUT B CPABHEHHE C MIMYHO-HEKOMITPOMETHPAHH MAIUEHTH ChC
CPaBHUM KPEaTHHHHOB KIHPBHC. [Iopaau MIMPOKUTE rPpaHULU Ha OE30MaCHOCT Ha AaKTUBHUS
MeTabonuT obade He € He0OXO0AMMO KOPUTHPAHE Ha J103aTa MPH MalMeHTUTE 3apaiu
UMYHOKOMIIPOMETUPAHHUs UM cTatyc. [Ipn MIMyHOKOMITPOMETHPAHH MAIMEHTH ¢ ObOPEUHO YBpEeXKIaHe
obade 103uTe TPsIOBa J]a Ce KOPUTHPAT, KaKTO € OIKCaHo B TouKa 4.2. J03upoBKa U HAYKMH Ha
HPHIIOKEHHUE.

q)apMaKOKI/IHeTI/I‘IHI/ITe n q)apMaKO,I[I/IHaMI/I‘IHI/ITe aHaJIM3U OT ABE IMPOYYBaHUA IIPpU
HUMYHOKOMITPOMETHPAHH IMAIMEHTH IMOKa3BaT, Y€ HAMA 3Ha4YMMa JOIIBJIHUTEIHA 110JI13a OT €KCIIO3UIIUH,
IMO-BUCOKH OT NOCTUTHATHUTE CJICA MPUIIOKCHUCTO Ha CTaHJapTHaTa 1034.

5.3 IpeaxkIuHUYHH JAHHHU 32 0€30MACHOCT

HexnuHuuHWTE TaHHY HE MTOKa3BaT 0coOeH PHCK 3a Xopa Ha 0azaTa Ha KOHBEHIIMOHATHUTE
(hapMaKoJIOrMYHH IPOYUBAHUS 3a 0€3011aCHOCT, TOKCHYHOCT NIPH MHOT'OKPATHO NPWJIATaHe U
TFeHOTOKCHYHOCT. Pe3ynTatute 0T KOHBEHIIMOHATHY POY4BaHUs 38 KAPLIMHOTECHHOCT P IPU3adn
MOKa3BaT TEHJSHIMS KbM J103a-3aBUCHUMO MOBHILIEHHE HAa YECTOTAaTa Ha HAKOU TYMOPH, KOUTO ca
TUIUYHU 32 U3MOJ3BaHUTE BUIOBE rpu3aur. KaTo ce uMaT npeaBua rpaHUIMTE Ha €KCIIO3ULUS IO
OTHOILIICHNE Ha OYaKBaHATa €KCIIO3HLUS MIPH yNoTpeOa MpH Xopa, Te3U AaHHHU HE IPOMEHSAT
CBHOTHOILIEHHETO Noi3a/puck Ha Tamiflu npu ogo00peHNTE TepaneBTHYHNA OKa3aHMsL.

TepaTosoruuHUTE NPOYUBAHUS Ca IPOBEINCHU BbPXY ILTBXOBE U 3alIM B 103U CHOTBETHO 1O

1 500 mg/kg/nueBno u 500 mg/kg/nueBHo. He ¢ HabmoaaBan edekt BbpXy HEeTarHOTO pa3BHTHE.
[IpoyuBane Ha ¢pepTmimTeTa npH mwrbxose B Ao3u A0 1 500 mg/kg/nHeBHO HE € MmoKa3ano HeXenaH!u
peaxnuu BbpXy ABata rnosa. [Ipu npe- n mocTHaTagHUTE NPOYYBAHUS IPU ITBXOBE € OTOEIIA3aHO
yrbnkaBane Ha paxnanero npu 1 500 mg/kg/nHeBHO: rpanunaTa Ha 6€30MaCHOCT MEXTY
€KCIO3ULUATA TIPU XOpa U Hai-BUcoKaTa a03a 6e3 edekr (500 mg/kg/nHeBHO) npu IIBXOBE €
cboTBeTHO 480 IbTH 32 03eNTaMUBUP U 44 BT 32 aKTUBHHA MeTabonuT. DeTaaHaTa eKCIo3ULUS MPH
TUTBXOBE U 3ai1y € mpubnmurenso 15 no 20% oT Ta3u Ha MalKara.

[Ipu murbxoBe ¢ JaKTanus 03eNTaMUBHP U aKTHBHUAT METa0OIHUT Cce EKCKPETUPAT B MIISIKOTO.
OrpaHHYeHN JaHHU [TOKA3BaT, Y€ 03eITAMUBHD U aKTHBHUAT METa0OJINT ce eKCKPEeTHpaT B KbpMaTa
npu xopa. [Ipu ekcTpanonupane Ha JaHHUTE OT )KUBOTHH C€ TI0JIy4aBaT CTOHHOCTH OT

0,01 mg/nueBno u 0,3 mg/AHEBHO 3a CHOTBETHUTE ChEINHEHUSI.

HabnroaBaH e moTeHNMa 3a KOXKHO CEHCHOMIN3MpaHe KbM 03eITaMUBHp B "maximisation” Tect
BBPXY MOpcku cBuHYeTa. [IpubnmsutenHo 50% OT )KMBOTHUTE, TPETHPAHU CAMO C aKTHBHOTO
BEIIECTBO, IOKa3BaT epUTEMa Clie] IPOBOKALIMS Ha MHAYLIUpaHH )XUBOTHU. HabmogaBano e obpatumo
JIpa3HEHE Ha O4M Ha 3aMly.

Bbrpekn ye MHOTO BUCOKH €JHOKPATHH MEPOPATHU 103U o3enTaMuBHp (ocdar nox popmara Ha cou,
110 Haii-BUcoKkata u3cieaBana no3a (1 310 mg/kg), Hsamat HexxenaHu peakiiy MPpU Bb3PACTHU
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TUTBXOBE, TE3H JI03U Ca MPEAU3BUKATN TOKCUIHOCT, BKIIFOUHTEITHO CMBPT, IPH MAJIKH 7-THEBHU
mrbx4vera. Te3u peakiuy ca HaOIo1aBaHu Ipu 1034 oT 657 mg/kg u mo-pucoku. [Ipu 500 mg/kg He
Ca YCTaHOBEHU HEKEIAHU PEeaKIMU, BKIIFOYUTEITHO U el XpoHnyHO Tperupane (500 mg/kg nueBHO,
npuiarany ot 7 10 21 1eH cies paxaaHeTo).

6. @®APMALIEBTUYHU JAHHU

6.1 ChnHcbK Ha IOMOIIHATE BelleCTBA

Copburon (E420)

Harpuer quxunporen murpat (E331[a])

Kcanranora ryma (E415)

Hatpues 6ensoat (E211)

3axapuH HaTpuit (E954)

TutanoB auokcuz (E171)

ApomMar Ha 110/10B€ (BKITIOUBAIIY MaJITOJIEKCTPUHY [[IapeBHIIA], TIPOIUJICH TJIMKOJ, TyMa apabuka
E414 u HarypanHo WACHTHYHH apOMAaTH [CHCTOSIIN Ce MMPESTUMHO OT apoMar Ha OaHaH, aHaHAC H
mpackoBal)).

6.2 HecbBMeCTHMOCTH

Henpunoxxumo

6.3 Cpox Ha roaIHOCT

4 ronquHA

Crnen nmpuroTBsine, na ce chxpanssa moa 25°C 3a 10 nuu.

6.4 Crneunma/jHM yCJIOBHS HA CbXpaHeHHUe

a =e ce cpxpansBa Hax 30°C.
3a ycoBHATa HA ChXPAHEHUE CIIC/ MPUTOTBSIHE HA JICKAPCTBEHUS MPOIYKT BUKTE TOUKa 6.3.

6.5 Buau chaBp:KaHHE HA OMAKOBKATA

Bbyrunka ot 100 ml, oT TBMHO CTBHKIIO (C HONMUIPONIMIICHOBA, 3alIMTEHA OT JIela Karayka Ha BUHT,
BBHIIIHA YaCT: MMOJMETHIICH; BTPEIIHA YacT: IOJIHUITPOIIMIICH; TOKPUTHE: TIOJIMETIIICH) ¢ 13 g mpax 3a
nepopaiHa CyCIieH3usl, TUIACTMACOB aAanTop (TIOJIMETHIICH C HUCKA TTHTHOCT), MJIaCTMAcOB
nepopaied go3arop ot 3 ml (¢ menenust ot 0,1 ml) u mepopanen mozarop ot 10 ml (¢ nenenus ot

0,5 ml) (tuHaBp ¥ OyTaIO: MOMUIPOITUIICH, 3aIleUaTBalll MPBhCTEH Ha OCHOBATA HA CHIIMKOH)
TTACTMACOBA MEPHUTETHA YamKa (TIOJUIIPOIIHIICH).

OmnakoBKa OT e1Ha OyTHIIKA.

6.6 CrnenuajHu NpeANa3sHN MepPKHU NMPU U3XBBLPJIsiHE U padoTa

I[IpenoppuBa ce Tamiflu mepopaiiHa cycrieH3us 1a ce IPUTOTBH OT (papMareBTa, IPeIH 1a ce OTITyCHE
Ha MalUCHTA.

Cnen npurotssine ¢ 55 ml Boza, u3non3BaeMusaT 00eM Ha TepopaiHaTa CyCIeH3HsI TO3BOJISBA
u3rerysiHeTo Ha 0610 10 qo3u mo 30 mg o3enTaMUBHD.
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IIpuroTBsHe Ha MepopaTHATA CYCIICH3US

1.  Tlorymaiite Jieko 3aTBOpeHaTa OyTHIIKA HAKOJIKO ITHTH, 32 J]a C€ pa3poXKa MpaxbT.

2. Ormepete 55 ml Boma, KaTo HANTBJTHUTE MEPUTEITHATA YaIlIKa 0 O3HAUCHOTO HHUBO
(MepuTeNHATA YalliKa, TPUIOKEHA B KYTHSATA).

3. Job6asete Bcuukure 55 Ml Boma B 6yTriikara, 3aTBOpeTe OTHOBO OYTHIIKATA C KallaukaTa u
paskiarere 7oOpe 3aTBOpeHaTa OyTHIIKa B MTPOIBIDKEHNE Ha 15 cexyHam.

4.  Caasere Kamaykara M MOCTaBeTE aJarTopa B IbPIOTO HA OyTHIIKATA.

5 3aTBOpeTe ITBTHO OYTHIIKATA C Kamadkara (BbpXy ajzantopa Ha OyTuikara). ToBa e mokaxe,

Ye alanTopPbT NPUJISTa IPaBUITHO B OyTHIIKATA.

Cren paszrBapsine Tamiflu npax 3a mepopajiHa CyclieH3us 11ie NpeacTaBisiBa Henpo3pavHa Os1a 10
CBETJIO-KBJITA CYCIIEH3USL.

HeunsnonsBanusaT NpoAyKT WM OTIIAABYHUTE MaTEPHAIN OT HErO TPsAOBa Aa ce U3XBHPIIAT B

CBhOTBETCTBHUEC C MECTHUTC U3UCKBAHUS.

7. HNPUTEXATEJ HA PABPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

I'epmanus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/02/222/005

9. JATA HA ITbPBO PASPEHIABAHE/IIOJHOBSABAHE HA PASPEHIEHUETO 3A
YHOOTPEBA

Hara Ha mbpBO pa3pewaBane: 28 HoemBpH 2011 1.

Jlata Ha mocneaHo noaHoBsBaHe: 22 mait 2012 r.

10. JATA HA AKTYAJIM3BUPAHE HA TEKCTA

[Nonpo6Ha nH(MOpMaIKs 32 TO3U JIEKAPCTBEH MPOIYKT € MpeocTaBeHa Ha yeOcaiita Ha EBpomneiickara
areHIus mo Jiekapcerpara http://www.ema.europa.eu
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HNPUJIOKEHHUE 11

INPOU3BOJAUTEJIL, OTTOBOPEH 3A OCBOBOXK/IABAHE
HA ITAPTU AN

YCJIOBUA NN OTPAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

APYI'N YCJIOBUA U U3UCKBAHUS HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJIOBUA NI OTPAHUYEHMUS 3A BE3OITIACHA U

E®EKTHBHA YIIOTPEBA HA JIEKAPCTBEHUS
MPOAYKT
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A. TIPOU3BOJUTEJIL, OTTOBOPEH 3A OCBOBOXKJIABAHE HA ITAPTU/U

Hme n aapeC HAa MPOU3BOAMTCIIA, OTTOBOPEH 3a 0CB060)KI[aBaH€ Ha NapTUAUTC

Roche Pharma AG
Emil-Barell-Str. 1

D-79639 Grenzach-Wyhlen
T'epmanus

b. YCJIOBUA NN OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

.HeKapCTBeHI/I?IT MNPOAYKT CC€ OTIIYCKaA IO JICKAPCKO NPCANNCAHUC.

B. JAPYI'M YCJIOBHUS U UBNCKBAHUS HA PASPEILIEHUETO 3A YIIOTPEBA
o [Mepuoguunu akTyaausupanm aokjaaau 3a oezonacuoct (ITAJB)

N3uckpanusta 3a nojnasane Ha [TA/Ib 3a To3u JiekapCTBEH MPOAYKT ca IOCOYEHH B CITUCHKA C
pedepentauTe natu Ha EBponetickus cpro3 (EURD criuchk), mpensuaeH B wi. 1078, an. 7 oT
Hupexrtusa 2001/83/EO u BbB BCUUKH CIIEABAIIY aKTyalU3alny, MyOJIMKyBaH Ha eBPONECHCKIUS
yeOmopTa 3a JieKapcTBa.

° YcaoBusi WM OrpaHMYeHMs 3a Oe30l1acHa M epeKTHBHA ynoTpeda Ha JIeKapCTBEHMs
NMPOAYKT

IIPY tpsibBa ma rapaHTHpa, Ue IpH ITyckaHeTo Ha mazapa Ha Tamiflu 6 mg/ml mpax 3a mepopasina
CyCIeH3Hs, Ha BCUYKH JICKapH, KOUTO CE OYaKBa Jia Mpe/InucBat win uanon3sat Tamiflu e
npenoctaBeHo [Ipsko crobmenne 1o menuiuHckuTe crieruanuctd ([ICMC), auiiTo TeKCT e
npunoxxeH kbM Ouenbunust gokian Ha CHMP. ITPY TpsiOBa aa cpriiacyBa miaHa 3a pa3npocTpaHeHHe
Ha [ICMC ¢ HanroHaTHHUS KOMIIETEHTEH OpTraH Ha JbP)KaBUTE WICHKH, KBJIETO IIE CE Pa3NpOCTPaHsIBa
CHOOILICHNETO.

. YCJIoOBUs NWJIN OrPAHUYEHNUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TPOAYKT

. I1an 3a ynpaBiaenue Ha pucka (ITYP)

IpurexatenaT Ha paspenieHue 3a ynorpeba (ITPY) TpsOBa 1a U3BBPINBA UBUCKBAHUTE JCHHOCTH U
JICHCTBYSI, CBhP3aHH C TIPOCIIeAsIBaHE Ha JICKAPCTBEHATa OE€30I1acHOCT, MOcoueHU B oo0peHus [TYP,
npeactaBed B Moy 1.8.2 Ha pa3penieHneTo 3a ynmorpeda, KakTo U IIPH BCHYKH CIICBAIITN
chIVlacyBaHU akTyanu3auuu Ha [TYP.

Axryanusupa [IYP ce nonasa:

e 110 uckaHe Ha EBponelickaTa areHIus 1o JeKapcTBara;

e BUHArW, KOraTo ce M3MeHs CUCTeMara 3a YIpaBJIeHUE Ha pUCKa, 0COOCHO B pe3yiTaT Ha
NoJy4aBaHe HAa HOBa MH(POPMAaLKS, KOSITO MOXKE /1a I0BeJIe 10 3HAYMMH POMEHH B
CHOTHOIIIEHHETO TOJI3a/PUCK, WK CIIE]T JIOCTUTAHE Ha Ba)KeH eTall (BbB BPh3Ka ¢
npocie/sIBaHe Ha JeKapCTBeHATa 0E30MacCHOCT WM CBEXKIAHE HA PHCKA IO MUHHMYM).
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INPUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA A CBbABPKA BTOPUYHATA OITAKOBKA

KapTOHeHa OIlaKOBKa

1. HME HA JIEKAPCTBEHUA NIPOAYKT

Tamiflu 30 mg TBepau Karcyu
03€eJITaMHUBHUP

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

Bceska TBBbpaa kancyna ceabpika ozentamuBup ocdar, ekBuBaigeHTeH Ha 30 MY 03enTaMHUBHD.

‘ 3. CIIMCBK HA IOMOIINIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

10 TBBpAM KaICyau

5. HAYUH HA TPUJIOKEHHUE U IBT(UIIA) HA BbBEK/IAHE

[Ipenu ynotpeba npoyerere JINCTOBKATA
IlepopanHo npuiioxeHue

6. CHELOHUAJIHO NNPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELITA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACLa

‘ 7.  JAPYI'M CHEIMAJIHU NPEAYINPEXKIEHUSA, AKO E HEOBXOJAUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJJHOCT

T'onen mo:

‘ 9. CIEHNMAJIHMA YCJIOBUSI HA CbXPAHEHUE

[a He ce cpxpansBa Hax 25°C
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10. CIHEIMAJIHU NPEAINIA3ZHU MEPKHU ITPU NU3XBBPJISHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJIA HA PABPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/222/003

13. TTAPTUJAEH HOMEP

ITapT. Ne

14, HAYHMH HA OTITYCKAHE

.HeKapCTBCHI/I}IT MPOAYKT CC OTITYCKa IO JICKAPCKO MpCANNCaHUC

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BYKA

tamiflu 30 mg

‘ 17. YHUKAJIEH WAEHTU®UKATOP — IBYU3MEPEH BAPKO/]

<JIByn3amepeH 0apKoj ¢ BKIIOYCH YHUKAICH HICHTH(UKATOP>

‘ 18. YHHUKAJIEH UAEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABPXKXAT BJIMCTEPUTE U JIEHTUTE

Bauncrepn

| 1. HME HA JIEKAPCTBEHUA TIPOAYKT

Tamiflu 30 mg kancymu
03eJITaMHUBUP

| 2. MIME HA IIPUTEJATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

| 3. JJATA HA U3THYAHE HA CPOKA HA TOJJHOCT

EXP

| 4. TAPTMJEH HOMEP

Lot

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

KapTOHeHa OIlaKOBKa

1. HME HA JIEKAPCTBEHUA NIPOAYKT

Tamiflu 45 mg tBepau Kancyu
03€eJITaMHUBHUP

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

Bceska TBBbpaa Kancyna ceabpika ozentamMuBup (ocdar, eKBUBaJICHTEH Ha 45 MQ 03eNTaMHUBUD.

‘ 3. CIIMCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

10 TBBpAM KaICyau

5. HAYUH HA TPUJIOKEHHUE U IBT(UIIA) HA BbBEK/IAHE

[Ipenu ynotpeba npoyerere JINCTOBKATA
IlepopanHo npuiioxeHue

6. CHELOHUAJIHO NNPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELITA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACLa

‘ 7.  JAPYI'M CHEIMAJIHU NPEAYINPEXKIEHUSA, AKO E HEOBXOJAUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHMA YCJIOBUSI HA CbXPAHEHUE

[a He ce cpxpansBa Hax 25°C
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10. CIHEIMAJIHU NPEAINIA3ZHU MEPKHU ITPU NU3XBBPJISHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJIA HA PABPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/222/004

13. TTAPTUJAEH HOMEP

ITapT. Ne

14, HAYHMH HA OTITYCKAHE

.HeKapCTBCHI/I}IT MPOAYKT CC OTITYCKa IO JICKAPCKO MPCANNCaHUC

‘ 15. YKA3AHMUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BYKA

tamiflu 45 mg

‘ 17. YHUKAJIEH WAEHTU®UKATOP — IBYU3MEPEH BAPKO/]

<JIByn3amepeH 0apKoj ¢ BKIIOYCH YHUKAICH HICHTH(UKATOP>

‘ 18. YHHUKAJIEH UAEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbJABPXKAT BJIMCTEPUTE U JIEHTUTE

Bauncrepn

| 1. HME HA JIEKAPCTBEHUA TIPOAYKT

Tamiflu 45 mg kancymu
03eJITaMHUBUP

| 2. MIME HA IIPUTEJATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

| 3. JJATA HA U3THYAHE HA CPOKA HA TOJJHOCT

EXP

| 4. TAPTMJEH HOMEP

Lot

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

KapTOHeHa OIlaKOBKa

1. HME HA JIEKAPCTBEHUA NIPOAYKT

Tamiflu 75 mg tBepau Kancymu
03€eJITaMHUBHUP

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

Bceska TBBbpaa Kancyna ceabpika ozentamMuBup (ocdar, eKBUBaJICHTEH Ha 75 MQ 03eNTaMHUBUD.

‘ 3. CIIMCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

10 TBBpAM KaICyau

5. HAYUH HA TPUJIOKEHHUE U IBT(UIIA) HA BbBEK/IAHE

[Ipenu ynotpeba npoyerere JINCTOBKATA
IlepopanHo npuiioxeHue

6. CHELOHUAJIHO NNPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELITA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACLa

‘ 7.  JAPYI'M CHEIMAJIHU NPEAYINPEXKIEHUSA, AKO E HEOBXOJAUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJJHOCT

T'onen mo:

‘ 9. CIIEHUAJIHMA YCJIOBUSI HA CbXPAHEHUE

[a He ce cpxpansBa Hax 25°C
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10. CIHEIMAJIHU NPEAINIA3ZHU MEPKHU ITPU NU3XBBPJISHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJIA HA PABPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/222/001

13. TTAPTUJAEH HOMEP

ITapT. Ne

14, HAYHMH HA OTITYCKAHE

.HeKapCTBCHI/I}IT MPOAYKT CC OTITYCKa IO JICKAPCKO MpCANNCaHUC

‘ 15. YKA3AHMUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BYKA

tamiflu 75 mg

‘ 17. YHUKAJIEH WAEHTU®UKATOP — IBYU3MEPEH BAPKO/]

</IBynaMmepeH 6apKoJI ¢ BKIIOYCH YHUKAICH HICHTH(UKATOP>

‘ 18. YHHUKAJIEH UAEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbJABPXKAT BJIMCTEPUTE U JIEHTUTE

Bauncrepn

| 1. HME HA JIEKAPCTBEHUA TIPOAYKT

Tamiflu 75 mg kancymu
03eJITaMHUBUP

| 2. MIME HA IIPUTEJATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

| 3. JJATA HA U3THYAHE HA CPOKA HA TOJJHOCT

EXP

| 4. TAPTMJEH HOMEP

Lot

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

KapTOHeHa OIlaKOBKa

1. HME HA JIEKAPCTBEHUA NIPOAYKT

Tamiflu 6 mg/ml mpax 3a mepopajHa CycreH3us
03€eJITaMHUBHUP

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

1 6yrunka ceabpxa 390 mg o3enramuBup. KpaitHust o6em Ha OyTuikara cien pa3rBapsHe € 65 ml.
Bceexn MUnMINTBp CycneH3us Chabpka 6 mg 03€ITaMUBHUD.

3.  CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Chabpika ChIIO COPOUTOI.
3a moBeue nHGOPMAIHS BIKTE TUCTOBKATA.

4.  JEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

1 6yTmika
Coaspika 1 1 TmacTMacoB aganTop 3a OyTuikara, 1 miactMacoBa MepuTenHa damka (55 ml),
1 mmactMacoB niepopaieH go3atop ot 3 Ml u 1 mnactMacor nmepopasen go3arop ot 10 ml

5. HAYUH HA TPUJIOKEHHUE U IBT(UIIA) HA BBBEK/IAHE

[Ipenu ynoTpeba npoyerere JINCTOBKATA

3a mepopaitHO TPUIIOKEHHE CIIe/T pa3TBapsHE

IIpenu yroTpeba paskiateTe 1oope OyTHiaKara
BuumManue: no3atopbT € rpagyupad B Mumwatpu (ml)

6. CHEIUWAJIHO NPEAYNPEXJIEHUE, YE JIEKAPCTBEHUAT NIPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTJIEJJA M IOCEI'A HA JIELTA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACLa

‘ 7. JAPYI'U CHEIWMAJIHU NNPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HATOAHOCT

T'onen no:
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‘ 9. CHELOUAJIHM YCJIOBHUS HA CbXPAHEHHUE

[Ipax: [la ve ce cpxpansiBa Hax 30° C
Crnen npuroTBsine, na ce cbxpansa noa 25° C B nmpoabiokenue Ha 10 gau

10. CHELOMUAJIHU NPEAITA3ZHU MEPKU ITPU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

12.  HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/02/222/005

13. TTAPTUJAEH HOMEP

ITapT. Ne

14. HAYHMH HA OTITYCKAHE

.HeKapCTBeHI/I}IT MPOAYKT CC OTITYCKa IO JICKAPCKO MpCANNCaHUC

‘ 15. YKA3AHUAA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BYKA

tamiflu

‘ 17. YHUKAJIEH HWAEHTUOUKATOP — JIBYUSMEPEH BAPKO/]

<JIByn3aMmepeH 0apKoJI ¢ BKIIIOYCH YHUKAICH HICHTH(UKATOP>

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMYM JAHHU, KOUTO TPABBA JJA CBABbP/KAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

Etuker Ha 0yTniakara

1. UME HA JIEKAPCTBEHUS MNPOAYK U I'BbT(UIIA) HA BBBEKIAHE

Tamiflu 6 mg/ml mpax 3a mepopajHa CycreH3us
03€eJITaMHUBHUP

2. HAYUH HA TIPUJIO)KEHUE

3a nmepopaitHO MPIIIOKEHUE CIIEN pa3TBapsHE
[Ipenu ynoTpeba paskiatere 100pe OyTHiIKaTa

‘ 3.  JATA HA U3TUYAHE HA CPOKA HA TOJJHOCT

T'onen mo:

4. TIAPTHJEH HOMEP

ITapT. Ne

5.  CBABPXKXAHUE KATO MACA, OBEM WJIHN EJMHUIIA

OO0emMBbT Ha PUTOTBEHATA CycrieH3us ¢ 65 ml
1 ml ceabpika 6 Mgy o3eaTaMUBUD

| 6. JPYIO

[Ipax: [la ne ce cpxpansiBa Hax 30° C
ITepopanna cycrien3us: Jla ce chxpanssa oz 25° C B mpoabpkeHue Ha 10 qau
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Bb. JUCTOBKA
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Tamiflu 30 mg TBBpAM Kancym
o3enramusup (0seltamivir)

IIpouereTe BHUMATEIHO ISIJIATA JJMCTOBKA, IPEH /12 3all0YHETe Ja pueMaTte TOBA JIEKapcTBo,
ThH KaTo T ChbAbP:Ka BaxkHa 3a Bac nagopmanus.

. 3anaseTe Ta3u JIUCTOBKA. MoJe a ce HAJIOKH J1a 5 IPOYETETE OTHOBO.
o AKo MMaTe HIKAaKBU JONBIHUTEIHN BBIIPOCH, HonuTaiTe Bammus nekap win papmanesr.
. ToBa iekapCTBO € MPEANNCaHO €AUHCTBEHO U JIMUHO Ha Bac. He ro npeorcreiBaiite Ha Apyru

xopa. To Moke a UM HaBpeIU, HE3aBUCUMO Y€ MPU3HAINTE HAa TSIXHOTO 3a00JIIBaHE Ca CHIIUTE
kato Bammure.

° AKO NOJTy4YuTE HIKAKBU HEXKEJIaHU JEKAPCTBEHU PEaKIUH, yBeaoMeTe Bamus nekap niun
(hapmarieBT. ToBa BKJIHOYBA M BCUYKH Bb3MOXHH HEXKEJIaHU PEaKI[UK, HCOMMCAHH B Ta3u
JIMCTOBKA. BrkTe TOuka 4.

Kakso CbhbAbpPiKa Ta3u JIMCTOBKA

Kakso npencrasnsasa Tamiflu u 3a kakBo ce U3M0I3Ba
Kakso Tpsi0Ba na 3Haere, npeau ga npuemere Tamiflu

Kak na npuemare Tamiflu

BBb3M0XHU HEXKEIaHU PEAKLUU

Kaxk na cexpansiate Tamiflu

ChabpkaHue Ha ONAaKOBKATa M JOIIBIHHUTEIIHA HH(POPMAITUS

S~ E

1. Kakso npeancrasasipa Tamiflu u 3a kakBo ce usnosnssa

. Tamiflu ce usmos3Ba npu BE3PACTHH, FOHOIIIH, JeIa U KbpMadeTa (BKIIOYUTETHO JOHOCCHH
HOBOpOJIeHH OebeTa) 3a JieueHne Ha Tpun (uxgryenya). Toii MOXe 1a ce U3M0II3Ba, KOraTo
MMaTe CUMIITOMH Ha T'PUII U € U3BECTHO, Ye IPUITHUSAT BUPYC LUPKYJIHUpPa B 0OLIECTBOTO.

) Tamiflu Mmoske chITO 1a ce MpeAnrcBa MpHU Bb3PACTHH, IOHOIIH, KbpMaydeTa U JIelia Ha Bh3pacT
Haj | roguHa 3a MpogUIAKTHKA HA TPHII CIIOPE]] KOHKPETHHS CIIydaii - HalpuMep, ako CTe
OWIIM B KOHTAKT C HSKOM, KOWTO MMa TPHIL

o Tamiflu mosxe ma ce mpeanucBa nMpu Bb3pacTHH, FOHOIIIH, e1a U KbpMaveTa (BKIIOYUTETHO
JIOHOCCHU HOBOPOJICHHU OeOeTa) KaTo MpoQUIaKTHYHO JieYeHUe IIPU U3KITFOUUTEITHU
obcrosTencTBa - HaIpUMep, aKO UMa TII00aTHa eUAeMHS OT TPHII (TPHUITHA naHOemus) N
CEe30HHATA IPHUITHA BaKCHHA HE OCHUTYPsIBa JOCTAThUHA 3aIIUTA.

Tamiflu ceappika o3enTaMUBHp, KOWTO Ce OTHACSA KbM TPyIia JEKapCTBa, HApSUSHH UHXUOUMOPU HA
Hespamunuoazama. Te3u NekapcTBa MPEIOTBPATABAT PA3NpPOCTPAHCHUETO HA TPUITHUS BUPYC B
opranu3Ma. Te momarart 3a obJieKuaBaHe WK MPEJOTBPATIBAaHE HA CHMIITOMUTE Ha TPUITHATA BUPYCHA
WHQEKIHS.

Wudnyennara, 0OMKHOBEHO HapU4aHa rPUIl, ¢ HH(EKIUs, MpUIHHeHa OT Bupyc. [Ipu3HanuTe Ha
TPHIIa 9eCTO BKIIFOUBAT BHE3AITHO NOBHIIIEHa TeMmiepatypa (Hax 37,8°C), kanniuia, Xxpema,
TJ1IaBO0OJIHE, MYCKYJIHU OOJIKM M MHOTO CHJTHA yMOpa. Te3u CUMIITOMM MOKE JIa ca MPEJAU3BUKAHU H
ot apyru uHdpekuu. VctuHckaTa rpuiHa HHQEKIHs ¢e TOsSBSIBa CaMo 110 BpEME Ha €XKETOHUTE
SNUJIEMUH, KOTaTO TPUITHUTE BUPYCH CE€ Pa3NpOCTPaHIBAT B OOIIECTBOTO. MI3BbH €MUIEMUYHUTE
MEPUOJIN TPUTIONOJO0OHUTE CUMITTOMU OOMKHOBEHO C€ TIPUYMHSIBAT OT pas3ueH BUJ 3a00JIsIBaHE.
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2. Kaxkso TpsoBa aa 3Haerte, npeau Aa npuemere Tamiflu

He npuemaiite Tamiflu

o aKo CTe AJePrudHHU (CEPHLXUYECMEUMENHI) KbM 03eITaMUBUD WU KbM HIKOSI OT OCTAHAIUTE
cbctaBku Ha Tamiflu, u3dpoenu B Touka 6.

TI'oBopete ¢ Bamus jiekap, ako ToBa ce otHacs 10 Bac. He npuemaiite Tamiflu.

Ipexynpe:xxaeHust U NpeANa3sHU MePKH
IIpenu na mpuemere Tamiflu, HempeMeHHO yBeIOMETE JIEKaps, KOHTO TO MPEAIICBa

o aKo CTE aJIeprM4YHU KbM JAPYIH JeKapcTBa

. aKo umare npodiaemu ¢ 0bOpeuuTe. B TakbB ciryuyait Moxe 1a e HeobxoaumMo no3ata Bu aa ce
KOpHUTHupa

o aKo MMaTe TeXKKO0 3a00JABaHe, KOSTO Hajlara He3a0aBHO TOCTHIIBAHE B OOTHHIIA

o aKo MMyHHaTa Bu cucrema He paboTu

o aKo MMaTe XpOHUYHO ChPAeYHO 3200/ 151BaHe W 3200/1ABaHe HA JUXATeJHUTe MbTHIIA.

ITo Bpeme Ha neuenueto ¢ Tamiflu, yBenomere Jexapsi He3abaBHO:

o aKo 3a0eJIeKUTE MPOMEHH B ITOBEICHUETO MM HACTPOCHUETO (HeBPONCUXUYHU CHOUMUSL),
0c00€HO IpH Jiela 1 oHomH. ToBa MOKe J1a ca MPU3HAIM Ha PEIKH, HO CEPHO3HU HEKETaHH
peaxIyu.

Tamiflu He e BakcHHA MPOTHUB I'PUN

Tamiflu He e BakcuHa: ToM eKyBa HH(EKIHMATA MK MPEAOTBPATSABA PA3IPOCTPAHCHUETO HA TPUITHUS
Bupyc. Bakcunara Bu naBa antutena cpenty Bupyca. Tamiflu Hsima na npomMeHHu eheKTUBHOCTTA Ha
MIPOTUBOTPUITHATA BaKCHHA U BammAr nekap Moxe /1a BU MPEATNHUIIE U ABETE.

Jpyru aexapersa u Tamiflu
Wudopmupaiite Bamwist nexkap unu ¢papMareBT, ako IprueMaTe JpyrH JEKapcTBa, WM HACKOPO CTe
npreMali TakuBa. ToBa BKIIIOYBA JIEKapCTBa, OTHyCKaHu 0e3 penenTa. ClieJHUTE JIeKapcTBa ca
0COOCHO BaXKHU:

e XJIOpIponaMu (M3MO0JI3Ba ce 3a JeYeHne Ha auader)

e MeToTpeKcaT (M3IM03JIBa ce 3a JICUEHUE HaIp. Ha PeBMATOUICH apTPUT)

o (heHmIOyTa30H (M3MOJI3BA CE 32 JICUCHHE Ha 00JIKa U Bh3MAJICHHUE)

e npobOeHenu (M3M03Ba ce IeYeHHE Ha 1ojiarpa)

BpeMeHHOCT 1 KbpMeHe
Tps0OBa na yBenomute Bamms nekap, ako cte OpeMeHHa, cMATaTe, 4e MOXKe Ja CTe OpeMeHHa WiIn

TuTaHUpaTe OPEMEHHOCT, 3a 1a MOXKe JieKapsT aa pe aanu Tamiflu e mogxomsi 3a Bac.

EdexTture BEpXy KbpMaueTaTa Ha €CTECTBEHO XpaHEHE HE ca n3BecTHU. TpsiOBa na yBenomute Bamms
JeKap, ako KbpPMHUTE, 3a J1a MOKe JeKapAT aa pemu nanu Tamiflu e moaxoxs 3a Bac.

IToceBetnaiite ce ¢ Bamms jnexap wim hapmareBT mpeau ynorpedata Ha TOBa JEKapCTBO.

Ilodupane u padoTa ¢ MAIIUHU
Tamiflu HAMa edexT BppXy criocoOHOCTTA 3a moQupaHe Uik padboTa ¢ MaIIWHU.

HNudopmanus 3a HsiKoM oT cheTaBkuTe HAa Tamiflu
ToBa ekapcTBO Chabpika mo-mManko oT 1 mmol narpuii (23 mg) B eHa Karcysia, T.e. MOXe 1a ce
Ka)ke, 4e MPaKTHYECKH HE ChIbPKA HATPHH.

3. Kak na npuemare Tamiflu

[Tpuemaiite TOBa JIEKapCTBO TOYHO KakTo Bu e kazan Bamust iexap. AKO HE CTE CUTYPHHU B HEIIO,
nonuraiiTe Bamus jiekap uinu gapMarieBT.
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B3emerte Tamiflu K0JIKOTO € BE3MOXHO ITO-CKOPO, HA-100pe B paMKHUTE Ha JIBa THU OT HAYAJIOTO Ha
TPUITHUTE CUMITTOMU.

[penopbunTeTHU 1034

3a JeyeHne HA TPUI, IPUEMaiiTe JABE 103U JHEBHO. OOMKHOBEHO € YJI00HO Ja ce IIpreMa elHa J103a
CYTPUH H eJIHa Beuep. BajkHo e 1a ce 3aBbpIIM LeJIHsl 5-THeBeH KYPC, JIOpH 1 aKo ObP30 3aroyHeTe
Jla ce IyBCTBATE MO-100pe.

HpI/I NaluCHTH ChC cnaba HMYHHaA CUCTEMaA JICUCHHUCTO LIC MPOABIKA 10 JIHH.

3a npoduaaKkTHKa HA TPHI WJIH CJIe[ KaTo cTe OMJIM B KOHTAKT ChC 3apa3eHo JINLe, IpueMaiTe
€/IHa /103a JTHEBHO B npoxbibkeHue Ha 10 gau. Haii-moOpe e na s B3emare CyTpUH ChC 3aKyCKaTa.

[Ipu crienmanay cUTyalyy, KaTo MIMPOKO Pa3NpOCTpaHeHNE Ha TPHIIA WIIM TIPY TAIMEeHTH ChC ciiada
MMYHHA CUCTEMA, JICUEHUETO I MPOIBIIKH 10 6 uinu 12 ceamuny.

HpenoqunTenHaTa J03a €€ OCHOBABA HA TCJECCHOTO TEIrJi0o HA MalMeHTa. TpHGBa Ja U3I10JI3BaTe
KOJMYCCTBOTO KaIrlCyJIr 3a NCPOPATHO MPUITIOKCHUC UIIN CYCIICH3HA, KOCTO Bue MNpEeANIMCaHO OT

JeKaps.

Bb3pacTHu u 10HOIIM Ha 13 roqMHM ¥ MO-TOJ1EMHU

Tesecno Jleyenune Ha rpum: Jleyenue Ha rpun IIpopuirakTuka Ha rpumn:
TerJyo Jo3a (MMYHOKOMIIPOMETHPAHU | 1032
3a 5 OHU NauHeHTH): 3a 10 onu
n03a
3a 10 onu™
[ToBeue ot 75 mg** nBa rbTH THEBHO | /5 MQY** nBa IHTH MIHEBHO | /5 MQ*™* BeaHBX THEBHO
40 kg

*3a nayuenmu cvc craba umynna cucmema neyenuemo e 10 onu
**75 mg moorce oa ce nanpasu om kancyia om 30 mg natoc kancyna om 45 mg

Jeua ot 1m0 12 ropunn

TeecHo TerJjo

JleyeHue HA TPUIL.

JleyeHue HA TpUN

IMpopunakTuka Ha

7032 (MMYHOKOMNIPOMETHPAHU | TPHIIL:
3a 5 onu MAHeHTH): 7103a
no3a 3a 10 onu
3a 10 onu™
10 no 15 kg 30 mg aBa IbTH THEBHO 30 mg aBa IbTH THEBHO 30 mg BenHBXK
JTHEBHO
Han 15 kg u mo 23 kg | 45 mg aBa bTH THEBHO 45 mg 1Ba THTH THEBHO 45 mg BeTHBK
JTHEBHO
Han 23 kg u o 40 kg | 60 mg nBa mbTH JHEBHO 60 mg aBa IbTH THEBHO 60 mg BenHBK
JTHEBHO
Hapn 40 kg 75 mg** nBa rTH AHEBHO | /5 MQ** gBa IBTH THEBHO 75 mg** BemHBK
JTHEBHO

*3a oeya cve craba umynna cucmema nevenuemo e 10 onu
**75 mg moorce da ce nanpasu om kancyia om 30 mg natoc kancyna om 45 mg
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Kbpmadera nox 1 roquna (0 1o 12 mecena)

Ipunoxennero Ha Tamiflu mpu kepmadeTa Ha BB3pacT mox 1 roanHa, 3a Ipo(UITAKTHKA HA TPHII 1O
BpEMe Ha IpHITHA eMUAeMHEsI, TPsIOBa Jla Ce OCHOBaBa Ha MpEIeHKaTa Ha JICKapsi, CJIe KaTo Ce B3eMe
IpeBU/I TIOTEHIMATHATA 10138 CIPSIMO MOTCHIIHAIHUS PUCK 38 KbPMAdeTo.

TeaecHo tersio | Jleuenue Ha rpum: JleyeHue Ha rpun ITpopuaakTuka Ha
7103a (MMYHOKOMIIPOMETHPAHU | TPHUIL:
3a 5 OHu MANMEHTH): J103a
71032 3a 10 onu
3a 10 onu™
3 kg mo 10+kg | 3 mg Ha kg TenecHo 3 mg Ha kg TenecHo 3 mg Ha kg**,
TErJIO**, 1Ba IBGTH JHEBHO | TErJIO**, IBa IBTH JHEBHO | BEIHBXK JHEBHO

*3a kvpmavema cve craba umynna cucmema aevenuemo e 10 onu

**mg na Kg = Mg 3a ecexu kunocpam om menechomo me2io Ha Kepmavemo. Hanpumep:
Axo eono 6-meceuno kvpmaue medicu 8 Kg, oozama e

8 kg x 3mg ra kg =24 mg

Hauywnn Ha npuiIokeHHe
IlornbuiaiiTe Kancynure ey, ¢ Boja. He uynere u He IbBYETE KaNCYJIUTE.

Tamiflu moxe Ja Cc¢ nmpucma CbC Win 0e3 XpaHa, BBIIPCKU Y€ MMPUCMAHCTO MY C XpaHa MOXKC 1a
HaMaJI1 BEPOATHOCTTA OT raICHE WJIN IOBPBIIAHE.

Xopa, Ha KOUTO UM € TPYIHO A MPUeMAT KaIcyJIu, MOXKe Ja U3M0JI3BaT Te4HO JiekapcTBo Tamiflu
nepopaina cycnenszus. Ako umare Hyxaa ot Tamiflu nepopanna cycrnensus, Ho BbB Barirata anreka

HSIMa TakaBa, MOXe Ja HarnpaBuTe Tedna ¢popma Ha Tamiflu ot tesu kancynu. Bukre “Ilpuzomesane
na meuen Tamiflu exvuqu” Ha npyrara crpanuna.

AKO cTe mpHeJH moBeve 0T HeodxoaumaTa go3a Tamiflu

Crpere nprema Ha Tamiflu u ce cBbpikeTe HE3a0ABHO € JieKap WK GapMaiesT.

B moBeyeTo ciydan Ha peo3upaHe MalMeHTUTE He ChOOIIABAT 38 HEXENAHU JICKAPCTBCHU PEaKI[HH.
Koraro ca qokiaaBaHy HEKETaHH PEaKInH, Te ca OMIM TOA00OHN Ha TE3M KaTO IPH HOPMAITHUTE J03H,
KOHMTO Ca OIKMCAHH B TOuKa 4.

Io-4ecTo ce choOIIaBAT ClIydan Ha MPEJO3UPaHE MPH Jeia, OTKOIKOTO MPU BH3PACTHU U FOHOIIIH.
Ipurotssinero Ha Teyen Tamiflu TpsOBa na craBa BHUMaTEHO, KaKTO U NpuiiokeHuero Ha Tamiflu
Karncyiu uinu teden Tamiflu mpu mena.

Axo cTe npomycHaau 1a npuemere Tamiflu
He B3emaliTe nBOMHA J1032, 32 1a KOMIIEHCUPATE MPOITyCHATA KarcyJia.

Axo cte cripesin mpuema Ha Tamiflu

Hsima Hesxxenanu peakiyu, koraro cipete npuema Ha Tamiflu. Ho ako Tamiflu ce cnpe mo-pano
OTKOJIKOTO Bamust nekap Bu e ka3an, cHMIITOMUTE Ha rpulia MOXe Ja ce BbpHaT. Bunaru
3aBBpIIBaiiTe Kypca Ha JIeUeHue, peanucad oT Bamms nekap.

AKO UMaTe HSKAKBU JIOITBJIHUTEIHH BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha TOBa JIEKApCTBO, IOMHUTANTE
Bamus nexap niau ¢papManenT.

4.  Bb3MOKHU HeKeJaHU peaKkuuu

KaxTo BCcH4YKH JIeKapcTBa, TOBA JIEKAPCTBO MOJKE /1a MPEIU3BHUKA HEXXeJIaH! PEakIiy, BRIIPEKH Ye He

BCCKM I' ITOJTy4aBa. MHOro OT HEeXCIaHUTE pcaKkuunu, I/I36p06HI/I 1o-a0J1y, MOXKE Jia Ca NIPpECAU3BUKAaHU
ChIIO U OT I'puIia.
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CremuuTe CEpHO3HHU HEKETaHU PEaKIMy ca ChoOIaBanu psaako, oTkakTo Tamiflu e Ha masapa:

e  AHapWIaKTHYHH U aHA(DUIAKTOUIHH PEAKIMU: TSKKH aJIepPrHYHH PEaKIuy C MO JyBaHe Ha
JIAIIETO U KOKATa, ChPOSI 0OPHUB, HUCKO KPHBHO HAIISITAHE U 3aTPYIHCHO JHUIIAHE

e  UYepHoapoOuu HapyiieHus (QyIMUHAHTEH XEIMATHT, HAPYIICHHE HA YepPHOAPOOHATA (PYHKIIUS
Y )KBJITEHHIIA): TTOKBITABAHE HA KOXKATA M OSUIOTO Ha OYHTE, IIPOMSHA Ha IIBETa Ha
U3MPaKHEHUSTA, IPOMSIHA B TOBEJACHUETO

e  AHIMOHEBPOTHYEH €/IEM: BHE3AITHO TEXKKO MOAYyBaHE HA KOKaTa OCHOBHO B 00JIacTTa Ha
riiaBara u [IHsTa, BKIIOYUTETHO OYUTE M €3UKa, ChC 3aTPYAHEHO THUIIIaHE

e  Cunapom Ha CTuBbHC-J[PKOHCHH U TOKCHYHA EIMIEPMAIHA HEKPOJIM3a: TEKKA
YKMBOTO3aCTpalaBalia ajJepruuyHa peakiins, TeKKO Bb3MallCHUE Ha KOKATa U JIMTaBUIIUTE,
3aI04BalllO C TPECKA, Bh3MAJICHHE Ha I'bPIIOTO, YMOPa, KOKHH OOPHBU, KOMUTO BOJIAT JI0
IosBaTa Ha KOXXHU MEXYpPH, OGGHBaHe, CBJIMYAHC HA I'OJICMU IMOBBPXHOCTU OT KOXKa,
BB3MOKHH 3aTPYAHCHHUS B JUIIAHETO U HUCKO KPHBHO HaJIsATaHE.

e  KbpBeHE OT CTOMAIIHO-YPEBHUS TPAKT: MPOIABIKATEIHO KbPBEHE OT 1€0EI0TO YSPBO HIIH
IUIFOEHE Ha KPHB

e HeBpOnCUXWYHU HAPYIIEHWs, ONIMCAHHM T10-/10TY.

AKo 3a0ej1e;KkuTe HAKOI OT Te3Hn CUMIITOMH, MIOTHPCETE He3a0aBHO ME¢AUIUHCKA NMOMOII.

Haii-uecto (MHOTO YeCTH M YeCTH) ChOOIIaBaHUTE HeXKenanu peakiuu Ha Tamiflu ca ramene wim
MOBPBIIIAHE, CTOMAIIIHU OO0JIKH, CTOMAIITHO Pa3CTPONCTRO, Ti1aBo0osiue u 0oska. Te3u HexeTaHu
peaxiuu ce HabIIoAaBaT MPEeIUMHO CIIe]] ITbpPBaTa 1032 OT JIEKAPCTBOTO M OOMKHOBEHO CITUPAT C
MPOABIDKABAHETO HA JISYeHHEeTo. YecToTaTa Ha TE3M PEaKkilui ce HaMallsBa, aKo JIEKApCTBEHUST
MPOIYKT CE TpUeMa ¢ XpaHa.

Penxu, HO ceprO3HU peaKIMK: MOThPCceTe BeAHAra JIEKaAPCKa MOMOII
(Te moarce 0a 3aceenam oo 1 na 1 000 oyuuu)
ITo Bpeme Ha neuenue ¢ Tamiflu, uMa chOOIICHHUS 3a PEIKU CHOUTHS, KOUTO BKIIIOYBAT

° I'bpuoBe ¥ IeMUPUYM, BKITFOUHUTEITHO MPOMEHEHO HUBO HA Ch3HAHUC
) O6bpKraHOCT, HEOOMUYAITHO TIOBEICHIIE
. HanymHocTH, XaronyuHaINY, Bb30YAa, TPEBOKHOCT, KOIIMAPH

TGSI/I C'B6I/ITI/I$I ce C'BO6HIaBaT HpeI[I/IMHO HpI/I Jc11a U FOHOIIIN U YECTO 3aI104YBAaT BHE3AITHO U

oT3By4aBaT 0bp30. Hsikoko cityyas ca JoBeu 10 caMOHapaHsIBaHE, HAKOU OT KOUTO ¢ (haTaJieH

u3xo. TakuBa HEBPOIICUXUYHH CHOUTHSI C€ CHOOIIABAT CHINO U MPH MAIIMEHTH C TPUII, KOUTO HE ca

npuemanu Tamiflu.

° [larmenTure, 0ocoOeHO Jea 1 FOHOIIH, TPSIOBa JAa ce HaOIro1aBaT BHUMATEHO 3a TI0sBa Ha
OIMHUCAHUTE MO-TOPE MPOMEHH B MOBEICHHUETO.

AKo 3a20€eJIe:KUTe HAKOU 0T T€3H CUMIITOMHU, 0COOCHO IMPH MO-MJIaJId X0pa, MOThpPceTe He3a0aBHO

JIeKapCcKa MOMOIIL.

Bo3pacTan v 10HOIIM Ha 13 TOAWHM W MO-T0JIeMH
MHOro0 4ecTH HesKeJIaHU peakuu
(mooice 0a 3aceenam noseue om 1 na 10 oyuu)

e ['maBoGoine
e Tanene.
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YecTH HexeTaHU PeaKIuu
(mooice 0a 3aceenam 0o 1 na 10 oywiu)
e bponxur
Xeprec Ha yCHUTE
Kamunia
3amaiiBaHe
Bucoxka remneparypa
bonka
boika B kpaitHuuure
Xpema
bescbHue
Bn3naneno repio
CromarnrHa 601Ka
Ymopa
IIenHOTa B ropHaTa 4acT Ha KOpema
WHupekuun Ha TOpHUTE TUXATEIIHU THTUIIA (Bh3MAJICHUE Ha HOCA, THPJIOTO U CHHYCHUTE)
Jlommo xpaHocMuITane
IToBpbiane.

HeuecTn Hekenanu peakuun
(moance 0a 3aceenam 0o 1 na 100 oyuu)
e AJepruyHu peakuuu
e [IpomMeHEHO HUBO Ha Ch3HAHUE
e ['vpu
e HapymeHus Ha Cbp€YHUS PUTHM
o Jlexu 10 TEXKHU HApYIIeHHUS Ha YepHOApOOHATa (PYHKITHSA
o KoxxHu peaknnu (Bb3NalIeHHe Ha KOXKaTa, YePBEH U ChpOSII 00pHB, CBIMYaHE Ha KOXKATa).

Peaxu Hexes1aHu peakun

(moance 0a 3aceenam 0o 1 na 1 000 oy
e TpomOonmronenus (HUCHK Opoil TPOMOOIINTH)
e 3pUTEIHU HAPYILICHHSL.

Jeua ot 1 10 12 rogunn

MHoOro 4ecTH HeXKeJAHU peakuuu

(moarce 0a 3aceenam noseue om 1 na 10 oywu)
e Kaumuna
e 3amymBaHe Ha HOCa
e [loBpbmane.

YecTn HexkeTaHU peaKIMHA
(moorce 0a saceenam 0o 1 na 10 oywu)
o KOHIOHKTHBHT (3auepBsSBaHE HA OUYUTE U CEKPEIHs UK OOJIKA B OKOTO)
Bp3nanenue Ha yX0TO U APYTH HAPYIIEHHS HA YXOTO
I'maBoOonme
Tl'anene
Xpema
CromamrHa 60sika
[IpnHOTA B TOpHATA YacT Ha KOpeMa
Jlomo xpaHocMumnaHe.
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HeuecTn HexkesIaHU peaKk U
(mooice 0a 3acecnam 0o 1 na 100 oyuu)
e Bwp3maneHue Ha KoXaTa
e Hapymenue Ha ThaHueBaTa MeMOpaHa (THIIAHYETO).

Kbspmadera nox 1 rognna

CroOIIeHnTe HeXKETaHU PeakIiy P KbpMadeTa Ha Bb3pacT ot 0 o 12 mecena, ca mpeIuMHO
MoT00HU Ha HEXKEJIAaHUTE PeaKIliy, CHOOIIEH! IIPH MO-TOJIEMH Jelia (Ha Bb3pacT 1 ToauHa WiId 110-
rosiemu). OCBEH TOBa MMa CHOOIIEHNUS 3a TUAPHS ¥ OOPUB OT TICJICHH.

AKO HSIKOS OT HEYKEJTaHNUTE JIEKAPCTBEHN PEAKINK CTaHe CEPHO3HA MK 3a0eeKnuTe APYTH,
HEOIMCaHU B Ta3W JIMCTOBKA HEXKEIaHU peakiuy, yBenomere Bamms nekap win dapmarert. Odaue,
e ako Bue niu Bamiero 1ere noBpbiiaTe MHOrOKPATHO WU
¢ aKO CHMITOMUTE HA IPHUII Ce BJIONIABAT, MJIM BHCOKATA TeMIlepaTypa NpoabjLKaBa
YBenomere Banus jekap K0JIKOTO € Bb3MOKHO M0-CKOPO.

Cho01aBaHe Ha HeJKEJIAHHU PeaAKIUH

AKO TIOTTyuHnTe HAKaKBU HEXEJIaH! JIEKAPCTBEHH PeakIuy, yBegomere Bamms nexap. ToBa BkitouBa
BCUYKHU BH3MOXKHU HEOTIMCAHU B Ta3W JIUCTOBKA HEXKEIaHH peakiuu. MoxeTe ChIIo J1a ChOOITUTE
HEeXKEJIaHW PEaKIuy TUPEKTHO Ype3 HallMOHATHATA CUCTEMa 3a ChOOIaBaHe, IOCOYCHA B
[Ipunoxxenne V. Karo cro0miaBare HeXXeTaHU PEaKIMH, MOXKETE Jja AJeTe CBOSI IPHHOC 32
moJTyyaBaHe Ha MoBeue HH(pOpManusa OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiBate Tamiflu
Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JIela.

He u3non3Batite ToBa JICKApCTBO CJICA CpOKa HA TOAHOCT, oTOeNsI3aH BBbPXY KapTOHCHATA OIIAKOBKA U
6J'II/ICTepa CJIea EXP/FOI{GH 0. CpOK’BT Ha TOAHOCT OTroBaps Ha NOCJICAHUA JICH OT IIOCOYCHUSA MCCCII.

[a e ce cpxpansBa Hax 25°C.

He u3xBbpisiite nekapcTBaTa B KAaHAIU3aLUATa WIM B KOHTEMHEpa 3a TOMAIIHA OTIAIbIIH.
[MommTaiite Bammst papmaneBT kak qa H3XBBPISATE JIeKapcTBaTa, KOUTO Bede He n3non3sare. Te3n
MEpPKH LI CIIOMOTHAT 3a OIla3BaHE HA OKOJIHATA Cpeaa.

6. CL}Imea}me Ha OMaKOBKaTa U J0IIbJHUTEC/IHA HH(I)OpMaIIH'il

Kaxkgo cbabp:ka Tamiflu

o Bcesika TBBpHa Karicyna chIppika 03eNTaMUBUD, EKBUBaJIeHTEeH Ha 30 MQ o3enTaMUBHP.

o Jpyrute chcTaBKH ca:
ChIIbp)KaHUE Ha Karcyiara: IpeKeNaTHHU3UPAHO HUILIECTE, TAJK, TOBHUJOH, KPOCKapMEno3a
HATPH U HATPUEB cTeapwl pymapar
00BHBKa Ha KallCyJiaTa: JKeJlaThH, XbJIT jxene3eH okcua (E172), uepsen xeneszen okcun (E172)
u tuTaHoB nuokcun (E171)
neyaTapcko Mactuio: mesuiak (E904), tutanos aquokcun (E171) u FD u C Blue 2 (unauro
kapmuH, E132).

Kak m3riexaa Tamiflu 1 kakBo chABPKA ONAKOBKATA
Teepaara karncymna ot 30 Mg ce ChbCTOU OT CBETIOXKBITO, HEMPO3PAYHO TSIIO C OTIEUATaH HAIIIHIC
“ROCHE” u cBeTnoxbJITo, HEMpo3paydHo Karade ¢ ornevarad Haamuc “30 mg”. [leyarante Hammucu

Cca CUHH.

Tamiflu 30 mg TBBpaY KamCyu ce mpeiarat B OJMCTepHH OMaKoBKH 1o 10.
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IIpuTe:kaTes Ha pa3pelleHUETO 32 YIOTPeda U MPOU3BOAUTEN
Roche Registration GmbH
Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen
T'epmanus

Roche Pharma AG
Emil-Barell-Str. 1,
D-79639 Grenzach-Wyhlen
I'epmanus

3a JOIIBJIHUTCIIHA I/IH(i)OpMaHI/IH OTHOCHO TOBa JIEKapCTBO, MOJIs, CBBPKETE CC C JIOKAJTHUA
MNPEACTABUTCII HA IPUTCIKATCIIA Ha Pa3pClICHUCTO 3a yHOTp66aI

Belgié/Belgique/Belgien Lietuva

N.V. Roche S.A. UAB “Roche Lietuva”
Tél/Tel: +32 (0) 2 525 82 11 Tel: +370 5 2546799
Bouarapus Luxembourg/Luxemburg
Pom bearapus EOO/L (Voir/siehe Belgique/Belgien)
Ten: +359 2 818 44 44

Ceska republika Magyarorszag

Roche s. r. 0. Roche (Magyarorszég) Kft.
Tel: +420 - 2 20382111 Tel: +36 - 1 279 4500
Danmark Malta

Roche Pharmaceuticals A/S (See Ireland)

TIf: +45 - 36 39 99 99

Deutschland Nederland

Roche Pharma AG Roche Nederland B.V.
Tel: +49 (0) 7624 140 Tel: +31 (0) 348 438050
Eesti ) Norge

Roche Eesti OU Roche Norge AS

Tel: + 372 -6 177 380 TIf: +47 - 22 78 90 00
E)ada Osterreich

Roche (Hellas) A.E. Roche Austria GmbH
TnA: +30 210 61 66 100 Tel: +43 (0) 1 27739
Espafia Polska

Roche Farma S.A. Roche Polska Sp.z 0.0.
Tel: +34 - 91 324 81 00 Tel: +48 - 22 345 18 88
France Portugal

Roche Roche Farmacéutica Quimica, Lda
Tél: +33 (0) 147 614000 Tel: +351 - 21 425 70 00
Hrvatska Romania

Roche d.o.o Roche Roméania S.R.L.
Tel: +3851 4722 333 Tel: +40 21 206 47 01
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Ireland

Roche Products (Ireland) Ltd.

Tel: +353 (0) 1 469 0700

Island

Roche Pharmaceuticals A/S
c/o Icepharma hf

Simi: +354 540 8000

Italia
Roche S.p.A.
Tel: +39 - 039 2471

Kvnpog
I A.Ztapdne & Zwo Ato.
Tnh: +357 -22 76 62 76

Latvija
Roche Latvija SIA
Tel: +371 - 6 7039831

Slovenija
Roche farmacevtska druzba d.o.o.
Tel: +386 - 1 360 26 00

Slovenska republika
Roche Slovensko, s.r.o.
Tel: +421 - 2 52638201

Suomi/Finland
Roche Oy
Puh/Tel: +358 (0) 10 554 500

Sverige
Roche AB
Tel: +46 (0) 8 726 1200

United Kingdom (Northern Ireland)

Roche Products (Ireland) Ltd.
Tel: +44 (0) 1707 366000

JlaTa Ha mocJieHO npepasriexiane Ha gucroBkata {MM /I'TTT}.

[TonpoOHa nHOpMaLKs 3a TOBA JICKAPCTBO € IpeJocTaBeHa Ha yeOcaiita Ha EBporetickaTa areHIus
1o JiekapcrBaTta : http://www.ema.europa.eu.
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HNnudopmanus 3a morpeduTest

3a xopa, Ha KOUTO MM € TPY/IHO 14 MPHEMAT KAINCYJIH, BKIFOYMTEITHO MHOI'O MaJIKH JIella, HMa
Teuno jekapctBo Tamiflu nepopanna cycnensus.

AK0 UMaTe Hy)X/J]a OT T€YHO JISKApCTBO, HO HE pa3roJiarare ¢ TAKOBa, CyCIICH3MsI MOKE JIa Ce
npuroTeu B anrrekata ot Tamiflu kamcynu (Buwxre Hngopmayus 3a meduyuncrku cneyuanucmu). To3n
npenapar, IPUrOTBEH B alTeKaTa, ¢ NPEANOYNTAHUAT BAPHAHT.

Axo HsIMa Tperapar, IPUroTBEH B anTeKara, MoXe Jia cu Harnpasute TeueH Tamiflu ot Te3u kancysu
BKBIIIH.

Jo3ara 3a jedeHue u npoduiakThKa Ha TPUN € eqHakBa. Paznukara e B TOBa, KOJIKO YECTO ce
IpuJIara.

IMpurorssine Ha Tedyen Tamiflu Bkbm

. AK0 MMaTe TOYHATA KamcyJa 3a HeodxoanmaTa go3a (3a go3a ot 30 wiu ot 60 mg), e
OTBOpPHTE KaricyJiaTa 1 I1e pa3dbpKaTe ChAbPKUMOTO i B €JHa YaeHa JTbKUYKa (MM [TO0-MaJKO)
TIOJTX OIS TTOJICITaIeH XPaHUTENIeH MPOAYKT. ToBa OOMKHOBEHO € MOIXOAINO 32 faera Hay 1
roanHa. Bukre ykazaHusiTa mo-rope.

. AKoO MMaTe HY’KIa OT MO-MAJIKH 103, TPUrOTBsHETO Ha TeueH Tamiflu ot kancysnu Brirousa
JOMBJIHATENHH CTHIKA. TOBa € MOAXOMIAIIO 32 O-MaJIKH Jetia i 0ebera: Te OONKHOBEHO MMAT
Hyx1a ot n1o3a Tamiflu mo-manka or 30 mg. Buakre ykazanusita mo-1o.y.

Jleua ot 1 1o 12 rogunun

3a na npurorBure 103a ot 30 Mg nim 60 My, umarTe Hy:K1a OT:
¢ Enxna nam nBe kancymm Tamiflu or 30 mg

OcTpu HOKULU

Enna manka kyna

Yaena abkuuKa (JIbKHUKa oT 5 M)

Boaa

Caaaka xpaHa 3a IPUKPUBAHE HA TOPYMBHS BKYC Ha Ipaxa.
Hampumep: moxonazoB CHPOI WM CUPOT OT YEPEIH U JeCEPTHH 3ATUBKH KaTO CHPOI OT
Kapamen Win Hyra. M Moske Jla MpUroTBUTE MOZCHaieHa BOIa: CMEceTe elHa YaeHa
JBKUYKA BOJA C TpU 4eTBBPTH (3/4) yacHa IbKUUKa 3axap.

Crbnka 1: IlpoBepere 1ajin 103aTa € NpaBUJIHA

3a 1a HAaMEepPHUTE TOYHOTO KOJIMUYECTBO, KOSTO TPSAOBA Jla M3II0JI3BaTe, HAMEPETE TErJIOTO Ha
MManyenTa oT JIBO Ha TabiuIara.

[TornenneTe B sicHaTa KOJIOHA, 3a JIa POBEpUTE OpOs Ha KAICyJIHUTe, KOUTO TPsiOBa Aa najiere
Ha TalKeHTa KaTo eIHOKpaTHa J103a. KOJIM4ecTBOTO € €HO U ChII0, HE3aBUCUMO JIANH € 3a
JIieUeHHUE WU MPOQUIIAKTHKA HA TPHIIL.

Ho3a oT 30 mg | oo comg

-

—

Jo3a ot 60 mg \ ROCHE  30mg 5 ROCHE  30mg
- ' %, /
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TpsiOBa ma nsnonseare camo karcyiau ot 30 mg 3a nqo3u ot 30 mg u 60 mg. He ce onutsaiite na
NPUTOTBHUTE 1032 OT 45 Mg mim 75 Mg, KaTo U3MoA3BaTe ChbABP)KUMOTO Ha Karcyiau ot 30 mg.
BwmecTo TOBa M3M0I3BaliTe MOJXOASAIINTE KATICYJIH.

Terao Jo3a Tamiflu Bpoii kancyau ot 30 mg

Jo 15 kg 30 mg 1 xancyna
Hoseue o1 15 kg o 45 mg He n3noJ3BaiiTe KancyJm ot
23 -kg 30 mg

IToseue ot 23 kg mo | 60 mg 2 Kancynu

40 kg

Crbnka 2: U3cunere BCHYKHS Mpax B Kyna

Jpwxre kancynara ot 30 My B U3NPaBEHO MOJIOKEHUE HAJT KyITa 1 BHUMATEITHO OTPEIKETE
3200JICHUS BPBX C HOXKHITH.

M3cuneTe BCUYKHUSA IIpax B KymaTa.

OTtBoOpeTe BTOpa Karicyia 3a j1o3a ot 60 mg. Mzcunere Bcuukus npax B KyraTa.
Buumagaiite ¢ mpaxa, 3a110TO TOH MOXe J1a pa3Apa3Hu KoxkaTa u ouute Bu.

Crbnka 3: [logcnanere npaxa u aairte 1o03ara

Jlo6aBeTe MaJIKO KOJIMYECTBO — HE TIOBEYE OT €JHA YacHa JTbKHUYKA - ClIaJIKa XpaHa KbM Ipaxa B
Kyrmara.

ToBa e, 3a 1a ce IpuKpHe ropunBus Bkyc Ha Tamiflu mpax.

Pazowpkaiite 1o06pe cmecTa.

I[aﬁTe ISUI0TO ChABPKAHUE HA KyITlaTa Ha MalfMCHTa BEAHAra.

AKO e 0CTaHAJI0O MAJIKO OT CMeCTa B KylaTa, U3IUIaKHETE sl C MaJIKO BOJA U JaiiTe Ha MalueHTa
J1a s U3MMeE 1sI1aTa.

[ToBTOpeTe Ta3m mpoueaypa BCEKU ITbT, KOraTo TpsOBa 1a 1aaeTe JeKapcTBOTO.
Kbpmadera noa 1 roquna

3a 1a NIPUrOTBUTE MO-MAJIKA eIMHUYHA /1032, HUMATe HYK/IA OT:
e Enana xancyma Tamiflu or 30 mg
OcTpu HOKULU
JBe MaJKku Ky (M310/I13BaiiTe OTAeNeH YM(T KYITH 3a BCAKO JIETE)
ExuH rosisiMm nepopasieH 103aTop 3a u3MepBaHe Ha Bojgata — 103atop ot 5 mwim 10 ml
Exnn Mmaabk nepopadien go3arop c aenexus ot 0,1 ml 3a naBane Ha qo3aTa
YaeHa abKuYKa (JIb:kAYKa 0T 5 ml)
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e Bona

e Cnaaka xpaHa 3a IpHUKpHUBaHe Ha ropunBHs BKyc Ha Tamiflu.
Hampumep: n1oko1a 0B CUpOIl WM CHPOI OT YePEIly U JECEPTHH 3ATUBKH KaTO CUPOIT OT
KapameJl WX HyTa.
Wnu Moxke 2 NpUTOTBHTE MOJICIIAJICHA BOJIA: CMECETE €/lHA YacHa JIhKHYKA BOJIa C TPU
4eTBBPTH (3/4) yaeHa TBKUUYKA 3aXap.

Crbnka 1: U3cunere BCHYKHS Mpax B Kyna

HppxTte kancynara ot 30 Mg B M3MpaBEHO MOJI0KEHNE HA/l €AHATa OT KyIUTE U BHUMATEIHO
oTpexkere 3a00JIeHNs BPhX ¢ HOXKMIM. BHIMaBaiiTe ¢ rmpaxa: TOi MOXe J1a pa3apa3Hy KoKaTa u
ounte Bu.

W3cumnere Bcuukud Mpax B KyIaTa, KaKBaTO U 1034 1a IPUTOTBATE.

KonnuecTBoTO € €qHO U CHIO, HE3aBUCUMO JJANIU € 3a JICUCHUE WM NPOoQUIaKTHKA Ha TPUII.

Crbnka 2: /lo6aBeTe Boaa, 3a 1a ce pa3peau JeKAPCTBOTO

W3znon3Baiite mo-roixemus -
7103aTop, 3a 1a U3TETIINTE
5 ml Bona.

JobGaBere BosiaTa KbM
mmpaxa B KyIarTa.

Paz0bpkaiite cmecTa ¢
JaeHaTa JTbXKWYKa B
MPOABIDKEHNE Ha OKOJIO
2 MUHYTH.

He ce nputecHsABaiiTe, ako IpaxbT HE C€ pa3TBOPHU HaIbIHO. Hepa3TBOPEHHUAT Mpax ChAbpiKa
CaMO HEaKTUBHU CHCTaBKU.
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Crbnka 3: I/I36epeTe NMPaBUJIHOTO KOJIHUYECTBO 3 Bamero gere cropen TerJioTo My

HOFJ’ICZ[HCTC 3a TCIJIOTO Ha ACTCTO OT JIsIBATa CTpaHa Ha Ta6J'II/I]_IaTa.
Kononara ot JSACHO Ha Ta6J'II/ILIaTa IIOKa3Ba KOJKO OT T€4YHaTa CMEC TpH6Ba Ja U3TCIIUTC.

Kbpmadera nox 1 ronumHa (BKJIOYUTETHO JOHOCEHU HOBOPOIeHU 0edeTa)

Teruo Ha 1eTeTO Kouaxo cmec
(Haii-0JIM3K0TO) TpsiOBa 12 M3TELJINTE
3 kg 1,5ml

3,5 kg 1,8 ml

4 kg 2,0mi

4,5 kg 2,3ml

5 kg 2,5 ml

5,5 kg 2,8 mi

6 kg 3,0ml

6,5 kg 3,3ml

7 kg 3,5 ml

7,5 kg 3,8 ml

8 kg 4,0ml

8,5 kg 43 ml

9 kg 4,5ml

9,5 kg 4,8 ml

10 Kg nam moBeye 5,0 ml

Ctbeika 4: U3terjiere Te4HaTa cMec

VYBepere ce, ue UMaTe MPaBUIHUA pa3Mep A03aTop.

M3Ternere TOUHOTO KOIMYECTBO TE€UHA CMEC OT ITbpBaTa Kyra.
W3srernere s BHUMATENHO, TaKa Y€ J]a HE BKapaTe BB3IyIIHN MEXypUeTa.
BuumMmarenHo BOpbcKaiTe TOYHATa 71032 BbB BTOpATa Kyra.

Cronka 5: Iloaciaanere u gaiiTe Ha 1eTETO

JloGaBeTe MaJIKO KOJIMYECTBO — HE TIOBEYE OT €/[HA YaeHa JIbKHUYKa - CJIaJIKa XpaHa BbB BTOparta
KyTa.

Toga e, 3a 1a ce npukpue ropunBus Bkyc Ha Tamiflu.

Pa30wpkaiiTe noOpe cinaakara xpana u Teqnus Tamiflu.

JaiiTe ns10TO ChABPKaHMe Ha BropaTa Kyma (Tamiflu Teuna cmec ¢ mobaBenara ciaaaka
XpaHa) Ha JETETO BejHara.
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AKO e 0CTaHAJIO Helllo 0T CMeCTa BbB BTOpPATa KYNa, M3IUIAKHETE 5 C MAJIKO BOJA U S aiTe
Ha JCTETO Ja sl M3IHE Isu1aTa. 3a fera, KOUTO He MOTaT Ja IMUAIT OT KyTa, TalTe ¢ IHKUYKa WIH
M3M0JI3BAMTE IIUIIIE, 32 JIa IaJIeTe Ha JIETETO OCTaHajaaTa TeYHOCT.

JlaiiTe Ha TETETO HEIIO 3a IHCHE.

I/I3XB'bp.IIeTe nsJjiaTa HEeM3MoJaA3BaHa TEIYHOCT, OCTaHAJ/Ia B ITbpBaTa Kyla.

[ToBTOpETE Ta3u mporeaypa BCEKH BT, KOraTo TpsiOBa Jia 1ajere JIeKapCTBOTO.

87



HNnadopmanus camMo 3a MeIMIMHCKH CIIEIUATNCTH

IManmMeHTH, KOUTO HE MOTaT Aa MOTJIBIIAT KANCYJIH

IMpomunuteHo npoussenen Tamiflu 3a nepopanna cycrnensus (6 mg/ml) e mpeInoOYNTaHUAT POTYKT
3a TMeMaTPUYHH ¥ Bb3PaCTHH MALMEHTH, KOUTO UMAT 3aTPyIHEHUS NP MPETrIbLIaHETO Ha KaTICYyJIH,
WK KOTaTO ca HeOOXOAMMH TI0-HUCKH JI03H. B ciyuaii, ue HsaMa nmpomuiuieHo npousseaeH Tamiflu
mpax 3a IepopaiHa CyCreHsus, papMareBThT MOXe fa IpuroTeu cycnensus (6 mg/ml) or Tamiflu
Karncysu. AKo HIMa MPOMHUIIUICHO POU3BEICHA CYCIICH3US, MAIMCHTUTE MOKE J]a CH IIPUTOTBSIT
CYCIICH3HSTa OT KaICyJIH BKBIIH.

3a mpularane Ha CyCIeH3HsITa, IPUTOTBEHA B alTeKaTta 1 3a MPOLEAYPHUTE 3a JOMAIITHO MPUTOTBSHE,
TpsI0Ba J1a ce MPEIOCTABAT MePOPATHH 103aTOPH (CIIPUHIIOBKH 32 MEPOPATHO MPUIIOKCHHUE) C
MoIX0s111 00eM U rpaayupane. B aBara cimydas mpaBriIHUTE 00eMHU TpsOBa J1a ca OTOEI3aHU BBPXY
JI03aTOpHUTE. 32 MPUTOTBSHE B JIOMAIITHH YCJIOBUS, TPSAOBA J]a C€ OCUTYPSIT OTACIHH J03aTOPH 32
B3eMaHe Ha MMpaBUIIHKS 00eM BoJa U 3a nu3MepBane Ha cmecta Tamiflu-soaa. 3a usmepsane Ha 5,0 ml
BOJIa, TPsAOBa J1a ce m3mousear go3aropu ot 5 ml wru 10 ml.

IMoaxosiuTe pasMepy Ha J03aTopa 3a B3eMaHe Ha Tounust ooem Tamiflu cycriensus (6 mg/ml) ca
MOKa3aHH MO-10JTy.

Kbpmadera nox 1 roqnHa (BKIKYUTETHO JOHOCEHU HOBOPOaeHHU OebeTa):

Ho3a Tamiflu KoauuecrBo Tamiflu Pa3mep Ha no3aTopa, KoiiTO
CyCICH3usA a Ce Uu31oJji3Ba
(c nesenns ot 0,1 ml)
9 mg 1,5ml 2,0 ml (mim 3,0 ml)
10 mg 1,7 ml 2,0 ml (wmu 3,0 ml)
11,25 mg 1,9 ml 2,0 ml (umu 3,0 ml)
12,5 mg 2,1 ml 3,0ml
13,75 mg 2,3 ml 3,0ml
15 mg 2,5ml 3,0ml
16,25 mg 2,7 ml 3,0ml
18 mg 3,0ml 3,0 ml (s 5,0 ml)
19,5 mg 3,3ml 5,0ml
21 mg 3,5ml 5,0 ml
22,5mg 3,8ml 50ml
24 mg 4,0ml 50ml
25,5 mg 4,3 ml 5,0ml
27 mg 4,5ml 5,0 ml
28,5 mg 4.8 ml 50ml
30 mg 50ml 50ml
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Tamiflu 45 mg TBBpaM Kancym
Osentamuup (0seltamivir)

IIpouereTe BHUMATEIHO LSIJIATA JIMCTOBKA, IIPEM 12 3all0YHeTe 1A IpHeMaTe TOBa J1eKapcTBo,
ThH KaTo T ChbAbP:KA BaxkHa 3a Bac nagopmanus.

. 3amaseTe Ta3u JIUCTOBKA. MoJKe 1a ce HAJIOKU J1a 51 IPOYETETE OTHOBO.
o AKo MMaTe HIKAKBH JTONBIHUTEIHN BBIIPOCH, HonuTaiTe Bamus nekap win hapmanesr.
. ToBa jiekapCcTBO € IPEANNUCaHo €AUHCTBEHO U JIMUHO Ha Bac. He ro npeorcreiBaiite Ha Apyru

xopa. To Moxe 1a UM HaBpeay, HE3aBUCUMO Y€ MPU3HAIMTE Ha TAXHOTO 3a00JIIBaHE ca CHIIUTE
Kkaro BamnTe.

° AKO MOJTy4YuTe HIKAKBU HEXXEJIaHU JEKAPCTBEHU PeaKIUy, yBeaoMeTe Bamus nekap niun
(dapmarieBT. ToBa BKJIIOYBA U BCUYKH Bb3MOXKHH HEXEJIaHU PEaKI[UH, HEOMMUCAHHU B Ta3H
JIMCcTOBKa. BrkTe TOuka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kakso npencrasnsasa Tamiflu u 3a kakBo ce U3M0I3Ba
Kakso tpsi0Ba na 3Haere, npeau ga npuemere Tamiflu

Kak na npuemare Tamiflu

BB3M0XHU HEXKETaHU pPEaKINU

Kak na cexpansBare Tamiflu

ChabpkaHue Ha ONAaKOBKATa M JOIBIHUTEIIHA HHPOPMAITUS

IZECHENC RN .

1. Kakso npeancrasasipa Tamiflu u 3a kakBo ce u3nosnssa

. Tamiflu ce usmos3Ba nMpu BE3PACTHH, FOHOIIIH, JEIa U KbpMadeTa (BKIIOYUTEITHO JOHOCCHH
HOBOpPOJIcHH OcOeTa) 3a JieueHue Ha Tpull (uxgayenya). Toll MOXKeE Ja ce U3I0JI3Ba, KOTaTo
UMaTe CHUMITTOMH Ha TPUI U € U3BECTHO, Y€ TPUITHUAT BUPYC MUPKYJIHPa B 0OMIECTBOTO.

. Tamiflu moske chITO 1a ce MpeAnrcBa MpH Bb3PACTHHU, IOHOIIH, KbpMaydeTa U JIella Ha Bh3pacT
Hax | roavHa 3a Mpo(UIAKTHKA HA TPUI CIIOPE]] KOHKPETHHS CIIyJai - HallphuMep, ako CTe
OWIIM B KOHTAKT C HSKOM, KOWTO MMa TPHIL

o Tamiflu mosxe ma ce mpeanucBa nMpu Bb3pacTHH, FOHOIIIHN, e1a U KbpMaveTa (BKIOYHUTETHO
JIOHOCCHU HOBOPOJICHH OebeTa) KaTo MpOoGUIAKTHYHO JieYeHUe ITPU U3KITFOUUTEIHH
o0cTosITeNCTBA - HAIPUMEp, aKO UMa TII00alTHa eUAeMHs OT TPHUIl (TPHUITHA naHOemus) N
CEe30HHATA IPHUITHA BAKCHHA HE OCUTYPsIBA JIOCTAThYHA 3aIlUTA.

Tamiflu ceappika o3enTaMuBHp, KOWTO CE OTHACSA KBbM TPyIIa JEKApCTBa, HAPSUSHH UHXUOUMOPU HA
Hespamunuoaszama. Te3u JeKkapcTBa MPeIOTBPATABAT PA3NPOCTPAHCHUETO Ha TPUITHUS BUPYC B
opranusma. Te moMarart 3a o0jeKuaBaHe WM MPEIOTBPATABAHE HA CHMITOMHTE Ha TPUITHATA BUPYCHA
UHEKIUS.

Wudnyennara, 0OMKHOBEHO HapU4aHa rPUIl, ¢ HH(EKIUs, MpUIHHEHa OT BUpyc. [Ipu3HanuTe Ha
TPHIIa YeCTO BKIIFOUBAT BHE3AITHO NOBHIIIEHa Temmepatypa (Haza 37,8°C), kannuia, xpema,
rJ1aBO00JIMEe, MYCKYJIHU OOJIKM M MHOTO CHJTHA yMOpa. Te3u CUMIITOMU MOKE Jia ca MPEJAU3BUKAHU H
ot apyru uHdpekuu. ctuHckaTa rpuHa HHQEKIHS ¢e TOsSBSIBa CaMo 110 BpEME Ha €XKETOHUTE
SIUJIEMUH, KOTaTO TPUITHUTE BUPYCH CE Pa3NpOCTPaHsIBAT B OOIIECTBOTO. MI3BbH €MUIEMUYHUTE
MEPUOJIN TPUTIONOO0OHHUTE CUMITTOMU OOMKHOBEHO Ce TIPUYMHSIBAT OT pasiueH BUJI 3a00JIsIBaHE.
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2. Kaxkso TpsoBa aa 3Haerte, npeau Aa npuemere Tamiflu

He npuemaiite Tamiflu

o aKo CTe AJePrudHHU (CEPHLXUYECMEUMENHI) KbM 03eITaMUBUD WU KbM HIKOSI OT OCTAHAIUTE
cbctaBku Ha Tamiflu, u3dpoenu B Touka 6.

TI'oBopete ¢ Bamus jiekap, ako ToBa ce otHacs 10 Bac. He npuemaiite Tamiflu.

Ipexynpe:xxaeHust U NpeANa3sHU MePKH
IIpenu na mpuemere Tamiflu, HempeMeHHO YBEeIOMETE JIEKaps, KOHTO TO MIPEAIICBa

o aKo CTe aJIeprM4YHU KbM JAPYIH JeKapcTBa

. aKo umare npodaemu ¢ 0bOpeuuTe. B TakbB ciryuyait Moxe 1a e HeobxoauMo no3ata Bu na ce
KOpHTrupa

o aKo MMaTe Te:KKO0 3200J1sIBaHe, KOETO Hajara He3abaBHO MOCTHIIBAaHE B OOJTHUIIA

o aKo MMyHHaTa Bu cucrema He paboTu

o aKo MMaTe XpOHUYHO ChP/IeYHO 3a00JisiBaHe WM 3200/IABaHe HA IMXaTeJTHUTE MbTHINA.

ITo Bpeme Ha neuenueto ¢ Tamiflu, yBenomere Jexapst He3abaBHO:

o aKo 3a0eJIeKUTE MPOMEHH B ITOBEICHUETO HIIH HACTPOCHUETO (HEeBPONCUXUYHU UHYUOCHMUL),
oco0eHo npH Jiera v roHomm. ToBa MOXKe Jia ca IPU3HALM Ha PEIKU, HO CEPHO3HHU HEXKEJTAHH
peaxIyu.

Tamiflu He e BaKkcHHA MPOTHUB I'PUN

Tamiflu He e BakcuHa: ToM eKyBa HH(EKIHMATA MM MPEAOTBPATSABA PA3IPOCTPAHCHUETO HA TPUITHUS
Bupyc. Bakcunara Bu naBa antutena cpenty Bupyca. Tamiflu Hsima 1a npoMeHu eheKTUBHOCTTA Ha
MIPOTUBOTPUITHATA BaKCHHA U Bammar nekap MoXe /1a BU MPEATNHUIIE U ABETE.

Npyru aexapera u Tamiflu
WNudopmupaiite Bamst nekap unu papManeBT, ako IprueMaTe JpyrH JEKapcTBa, WM HACKOPO CTe
npreMali TakuBa. ToBa BKIIIOYBA JIEKapCTBa, OTIyCKaHu 0e3 perenTa. CleJHUTE JeKapcTBa ca
0COOEHO BaXKHU:

e XJIOpPIpONaMul (M3MOJI3BA ce 3a JeYeHue Ha auader)

e MeTOTpeKcart (M3I03JIBa ce 3a JICYUeHUE HaIp. HAa PEBMATOUICH apTPUT)

o (heHmIOyTa30H (M3MOJI3BA CE 3a JICUCHHE Ha OOJIKa U Bh3IMAJICHHUE)

e npoOeHenu 1 (M3M0JI3Ba ce JIeYeHNE Ha TIOAarpa)

BpemMeHHOCT M KbpMeHe
Tps6Ba na yBenomure Bamms ekap, ako cte OpeMeHHa, cMATaTe, 4e MOoXe Jla cTe OpeMeHHa Win

TuTaHupaTe OPEMEHHOCT, 3a 1a MOXKe JieKapsIT Aa pem aaau Tamiflu e mogxonsi 3a Bac.

EdexTture BEpXy KbpMaueTaTa Ha €CTECTBEHO XpaHEHE HE ca n3BecTHU. TpsiOBa na yBenomute Bamms
JeKap, ako KbpPMUTE, 3a J1a MOKe JeKapAaT 1a pemn nanu Tamiflu e moaxozsi 3a Bac.

ITocwkBetBaiiTe ce ¢ Bamms nexkap i dapManeBT Ipean yrmoTpedaTa Ha TOBA JIEKapCTRO.

Hlodupane u padoTa ¢ MAIIUHU
Tamiflu HaMa edexT BbpXy criocoOHOCTTA 3a moQupaHe UK padoTa ¢ MaIIWHH.

HNudopmanus 3a HIKOH 0T cheTaBkuTe Ha Tamiflu
ToBa jiekapcTBO ChabpiKa Mo-mMajiako oT 1 mmol narpwuii (23 MQ) B eqHa Karcysia, T.e. MOXe J1a ce
Ka)ke, 4e IPaKTHYECKH HEe ChAbPKA HATPHH.

3. Kak na npuemare Tamiflu

[TpuemaiiTe TOBa JIEKapCTBO TOYHO KakTo Bu e kazan Bamusr nekap. AKo HE CTE CUTYPHH B HEIIO,
nonuraiTe Bamus iekap wiu gpapMarienT.
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B3emerte Tamiflu KOIKOTO € BE3MOXHO ITO-CKOPO, HA-700pe B paMKHUTE HA JIBAa THU OT HAYAJIOTO Ha
TPUITHUTE CUMITTOMU.

[penopbunTeTHU 103U

3a JeyeHne HA TPUI, IPUEMaiiTe ABE 103U JHEBHO. OOMKHOBEHO € y/I00HO Jla ce MpreMa eJIHa J103a
CYTPUH H €JIHa Beuep. BajkHo e 1a ce 3aBbpIIM 1eJIHs 5-THeBEeH KYPC, JI0OpH 1 aKo ObP30 3aloYHeTe
Jla ce IyBCTBATE MMO-100pe.

HpI/I ManuCHTHU CBhC cimaba HMYHHA CUCTEMaA JICYHCHUCTO IIC MMPOABIKN 10 JHHA.

3a npoduaakTHKa HA TPHI WJIH CJIeJ KaTo cTe OMJIM B KOHTAKT ChC 3apa3eHo JIuIe, IpueMaiTe
€/IHa J103a JTHEBHO B npoabibkeHue Ha 10 qau. Haii-moGpe e na s B3emare CyTpuH ChC 3aKyCKaTa.

[Ipu crienmanuay cUTyalyu, KaTo HIMPOKO Pa3NpoCTpaHeHHE Ha TPUIA WK TIPY NAIMEeHTH ChC cliada
MMYyHHA CUCTEMA, JICUEHUETO I MPOIBIIKH 10 6 uiu 12 cegmuny.

HpenoqunTenHaTa J03a €€ OCHOBAaBa HA TCJECHOTO TEIJi0 HA MalMeHTa. TpHGBa Ja U3I10J13BaTeC
KOJMYCCTBOTO KaIrlCyJir 3a NCPOPATHO MPUITIOKCHUC UIIN CYCIICH3HA, KOCTO Bue MNpEeANrCaHO OT

Jexapsi.

Bn3pacTHu u WHOIIM HA 13 TOAMHYU U O-TOJIEMHU

TesiecHo Terso Jleyenune Ha rpum: Jleyenue Ha rpun IpodpniakTuka Ha
Jto3a (MMYHOKOMIIPOMETHPAHU | TPHUIL:
3a 5 OHU namueHTH): 1032
J103a 3a 10 onu
3a 10 onu™
IToseue ot 40 kg 75 mg** nBa rbTH AHEBHO | 75 MQ** nBa TH AHEBHO | 75 MQ*™ BeAHBXK
JTHEBHO
*3a nayuenmu cvc craba umynna cucmema neyenuemo e 10 onu
**75 mg moorce da ce nanpasu om kancyia om 30 mg natoc kancyna om 45 mg
Jeua ot 1 m0 12 rogunn
TesiecHo Terso JleyeHnue Ha rpumn: Jleyenue Ha rpun IIpopuinakTuka Ha
032 (MMYHOKOMIIPOMETHPAHHN | TPUIL:
3a 5 onu NaIlUeHTH): 71032
J103a 3a 10 onu
3a 10 onu™
10 no 15 kg 30 mg aBa mbTH 30 mg aBa IbTH THEBHO 30 mg BeAHBX AHEBHO
JTHEBHO
Hanm 15 kg u mo 23 kg | 45 mg aBa mbTH 45 mg nBa MTH JHEBHO 45 mQ BeTHBX JTHEBHO
JTHEBHO
Han 23 kg u no 40 kg | 60 mg nBa mbTH 60 mg 1Ba TbTH THEBHO 60 Mg BexHBK THEBHO
JTHEBHO
Hapn 40 kg 75 mg** nBa meTH 75 mg** nBa IBTH THEBHO 75 mg** BemHBXK
JTHEBHO JTHEBHO

*3a deya cve cnaba umynna cucmema nevyernuemo e 10 onu
**75 mg moorce oa ce nanpasu om kancyra om 30 mg naroc kancyna om 45 mg
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Kbpmadera nox 1 roquna (0 1o 12 mecemna)

Ipunoxennero Ha Tamiflu mpu kepmadeTa Ha BB3pacT mox 1 roanHa, 3a IpOo(HUITAKTHKA HA TPHII 1O
BpEMe Ha IpHITHA eMUAeMHEsI, TPsIOBa Jla Ce OCHOBaBa Ha MpEIIeHKaTa Ha JICKapsl, CJIe]l KaTo Ce B3eMe
IpeBU/I TIOTEHIMATHATA [10J13a CIPSIMO MOTCHIIHAIHUS PUCK 38 KbPMAyeTo.

TesecHo Teryo JleyeHue HA TPHUIL: JleyeHue Ha rpun ITpopuaakTuka Ha
703a (MMYHOKOMIIPOMETHPAHH TpUIL:
3a 5 OHu MANMEHTH): J103a
71032 3a 10 onu
3a 10 onu™
3 kg mo 10+ kg 3 mg Ha kg TenecHo 3 mg Ha kg Tenecno Terno**, | 3 mg Ha Kg**,
TErJI0™*, TBa MbTH THEBHO | JBA ITBTH THEBHO BEJIHBXK JTHEBHO

*3a kvpmavema cve craba umynna cucmema aevenuemo e 10 onu

**mg na Kg = Mg 3a ecexu kunocpam om menechomo me2io Ha Kepmavemo. Hanpumep:
Axo eono 6-meceuno kvpmaue medicu 8 Kg, oozama e

8 kg x 3mg ra kg =24 mg

Hauynn Ha npuiIokeHHe
IlornbuiaiiTe Kancynure ey, ¢ Boja. He uynere u He IbBYETE KaNCYJIUTE.

Tamiflu moxe Ja Cc¢ nmpucma CbC Win 0e3 XpaHa, BBIIPCKU Y€ MMPUCMAHCTO MY C XpaHa MOXKC 1a
HaMaJI1 BEPOATHOCTTA OT raICHE WJIN IOBPBIIAHE.

Xopa, Ha KOUTO UM € TPYIHO A MPUeMAT KarcyJIu, MOXKe Ja H3M0JI3BaT Te4HO JiekapcTBo Tamiflu
nepopaina cycnenszus. Ako umare Hyxaa ot Tamiflu nepopanna cycrnensus, Ho BbB Barirata anreka

HSMa TakaBa, MOXe Ja HarnpaBuTe Tedna ¢popma Ha Tamiflu ot tesu kancynu. Buskre “Ilpuzomesane
na meuen Tamiflu exvuqu” va npyrara crpanuna.

AKO cTe npueJH moBevye oT HeodxoaumaTa go03a Tamiflu

Crpere npuema Ha Tamiflu u ce cBbpIkeTe HE3a0ABHO C JieKap WK (hapMareBT.

B moBeyeTo ciydau Ha Tpeo3upaHe MalMeHTUTE He ChOOIIABAT 38 HEXENAHU JICKAPCTBEHN PEaKI[VH.
Korato ca qokiaaBaHy HEKENaHU PEaKIH, TE ca OMIK TOA0OHN Ha TE3H KaTO IPU HOPMAITHUTE JI03H,
KOHMTO Ca OIMCAHM B TOuKa 4.

IMo-4ecTo ce choOIIaBaT Cliydan Ha MPeI03upaHe MPH Jeia, OTKOIKOTO MPH BH3PACTHU U FOHOIIIH.
IMpurorssinero Ha Teyen Tamiflu TpsOBa na ctaBa BHUMaTEHO, KaKTO U NputoxkeHuero Ha Tamiflu
Karncynu unu reden Tamiflu mpu mena.

Axo cTe npomycHaau 1a npuemere Tamiflu
He B3emaliTe qBOMHA 1032, 32 1a KOMIIEHCUPATE MPOITyCHATa KarcyJia.

Axo cte cripesin mpuema Ha Tamiflu

Hsima Hesxxenanu peaxiyu, koraro cipete npuema Ha Tamiflu. Ho ako Tamiflu ce cnpe mo-pano
OTKOJKOTO BamumsT nekap Bu e kazai, cCiMOTOMUTE Ha TpUIla MOXKeE Jia c€ BbpHaT. BuHaru
3aBBpILIBANTE Kypca Ha JIedeHue, npeAnucad oT Bamus nekap.

AKO UMaTe HIKAKBU JIOIBJIHUTEIHN BBIIPOCH, CBBP3aHH ¢ YIoTpebara Ha TOBa JIEKApCTBO, IIOMHUTANTE
Bamms nekap nim ¢papmManenT.

4.  Bb3MOKHU HeKeJIaHU peaKkIuH

KaxTo Bcuuku ekapcTBa, TOBa JIEKApCTBO MOXKE Ja MPEeIU3BUKa HEXXeJIaH! peakiuy, BRIIPEKH Ye He

BCCKM I' ITOJTy4aBa. MHOro OT HeXCIaHUTE pcaKkuunu, I/I36p06HI/I Mo-a0J1y, MOXKE Jia Ca IPEAU3BUKAaHU
ChIIO U OT Ir'puIia.
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CremuuTte CeproO3HU HEKETAHN PEaKiMy ca ChoOIaBanu psaako, otkakTo Tamiflu e na mazapa:

e  AHapWIAKTHYHH U aHA(DUIAKTOUIHY PEAKIMU: TSKKH aJleprHUHK PEaKIlny C MO IyBaHe Ha
JIAIIETO M KOKATa, ChPOSII 00PHUB, HUCKO KPHBHO HAIISITAHE U 3aTPYIHCHO JHUIIIAHE

e  UYepHoapoOuu HapyiieHus (QyIMUHAHTEH XEIMAaTHT, HAPYIICHUE HA YepPHOAPOOHATA (PYHKIIUSL
Y XKBJITEHHIIA): TTOKBITABAHE HA KOXKATa M OSUIOTO Ha OYHTE, IPOMSIHA Ha IIBETa Ha
U3MPaKHEHUSTA, IPOMSIHA B MOBEJACHUETO

e  AHIMOHEBPOTHYEH €/IEM: BHE3AITHO TEXKKO MOAYBaHE HA KOKaTa OCHOBHO B 00JIacTTa Ha
riiaBara M IIHsTa, BKIIOYUTETHO OYUTE M €3UKa, ChC 3aTPYAHEHO TUIIIaHE

e  Cunapom Ha CTuBbHC-J[PKOHCHH U TOKCHYHA €NMIEPMaIHA HEKPOJIH3a: TEKKA
’KMBOTO3aCTpalaBalila ajJepruuHa peakiius, TeKKO Bb3MalICHUE HA KOKATa U JIMTaBUIIUTE,
3aI104BalllO C TPECKA, Bh3MAJICHHE Ha I'bPIIOTO, YMOPa, KOKHH OOPHBU, KOUTO BOJIAT JI0
ImosgBaTa Ha KOKHU MEXYpPH, 06eHBaHe, CBJIMYAHC HA I'0JICMU IMOBBPXHOCTHU OT KOXKa,
BB3MOKHH 3aTPYAHEHUS B JUIIAHETO U HUCKO KPHBHO HaJIsTaHe.

e  KbpBeHE OT CTOMAIIHO-YPEBHUS TPAKT: MPOIABIKUTEIHO KbPBEHE OT 1e0EI0TO YSPBO HIIH
IUTFOEHE Ha KPbB

e  HeBpOncCHMXWYHU HAPYILIEHWS, ONIMCAHHM T10-10TY.

AKo 3a0ej1e;KkuTe HAKOM OT Te3:n CUMIITOMH, MIOTHPCETE He3a0aBHO ME¢AUIUMHCKA MOMOII.

Haii-uecto (MHOTO YeCTH M YeCTH) ChOOIIaBaHUTE HexKeNaHu peakiuu Ha Tamiflu ca raxene wiu
MOBPBIIIAHE, CTOMAIIIHU OO0JIKH, CTOMAIIIHO Pa3CTPONCTRO, Ii1aBo0osine 1 6oska. Te3u HexelaHu
peaxiuu ce HabIIOAaBaT MPEIUMHO CIIe]] ITbpBaTa 1032 OT JIEKAPCTBOTO U OOMKHOBEHO CIIAPAT C
MPOABIDKABAHETO HA JICYCHHETo. YecToTaTa Ha Te3U peaklliu ce HaMalIsaBa, aKo JIEKAPCTBEHUST
MPOIYKT CE€ TIpUEMa ¢ XpaHa.

Penxu, HO cepro3HU peaKMM: MOThPCeTe BeHAra JIEKAPCKa MOMOII
(Te moarce 0a 3aceenam 0o 1 na 1 000 oyuu)
ITo Bpeme Ha neuenue ¢ Tamiflu, uMa chOOIICHUS 3a PeIKU CHOUTHS, KOUTO BKITOYBAT

) ['bpuoBe U IETUPUYM, BKIFOUUTEITHO POMEHEHO HUBO HA Ch3HAHUC
° O0BpKraHoOCT, HEOOMUYAITHO TIOBEICHIE
. HanymHocTH, XaTonyuHaINY, Bb30YAa, TPEBOKHOCT, KOIIMAPH

Te3u crOuTHS ce ChOOIIABAT MPEAUMHO TIPH JIe1Ia U IOHOIIN U YECTO 3aI0YBaT BHE3AMHO U

oT3By4aBaT 0bp30. HsIkomKo ciydas ca 1oBesn 10 caMOHapaHsBaHe, HIKOU OT KOUTO C (aTaneH

U3xXon. TakuBa HEBPOIICUXUYHU C’L6I/ITI/I$1 ce C’bO6HIaBaT ChUIO U ITPU MAOMUCHTU C I'PUIL, KOUTO HE Ca

npuemanu Tamiflu.

o [MTanuenture, 0coOEHO Aela U IOHOLIM, TPAOBA Aa ce HabIro1aBaT BHUMATEIIHO 3a OsBa Ha
OIIMCAHUTE MO-TOpE IPOMEHH B TIOBEICHUETO.

AKo 3a0eJiesKuTe HAKOU OT Te3H CUMIITOMHU, 0COOEHO TPH MO-MJIaId X0pa, MOThpceTe He3a0aBHO

JIeKapcKa MoMoI.

Bn3pacTHu U 0HOIIM HA 13 TOAUHHU U MO-TOJIEMHU

MHOro 4eCTH HeKeJaHH PeaKnu

(moosce da 3aceenam noseve om 1 Ha 10 dywiu)
e [‘maBoGosue
e Tagene.

YecTu HexeTaHU peaKUH

(mooice da 3aceenam 0o 1 na 10 dywiu)
e bpoHxurt

Xeprec Ha yCHUTE

Kanutnna

3amaiiBaHe

Bucoka Temneparypa

bonka
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Bonxka B kpaiiHUIIUTE

Xpema

bescvHue

Bb3naneno repio

CromamrHa OoIka

Ymopa

[IpnHOTA B rOpHATa YacT HA KOpema

WNudexnyu Ha TOPHUTE AMXATENHU TBTHINA (Bb3MaJIeHHE Ha HOCA, THPIIOTO U CHHYCHTE)
Jlomo xpaHocMunane

IToBpbiane.

He4vecTu HekeJIaHHM peaknuu
(moarce 0a saceenam 0o 1 na 100 oywu)
e AJepruyHH peakuuu
[IpomeHeHO HMBO Ha Ch3HAHUE
I'spu
Hapymenus Ha cbpAeYHHS PUTHEM
Jlexu 0 TeXKKH HapyIIeHHs: Ha YepHOAPOOHaTa PyHKIIHS
KoxxHu peaknuu (Bb3naneHne Ha KoxKarta, YepBeH U ChpOsI OOpUB, CBIMYaHE Ha KOXKATa).

Penxu Hexesr1aHu peakunu

(moowce da zaceznam 0o 1 na 1 000 oywu)
e TpomOonuronenus (HUCHK Opoit TPOMOOIIUTH)
e 3pHUTEIHHN HAPYIICHHUS.

Jeuna ot 1 10 12 roqunn

MHOro 4ecTH HeKeJAHU PpeaKunu

(moowce da sacezsnam noseve om 1 na 10 oyuiu)
e Kanumnmna
e 3amymBaHe Ha HOCA
e [loBpbiane.

YecTH HeKeJIAHH PeAKIUU
(modice da 3aceenam 0o 1 na 10 oywu)
o KOHIOHKTHBHT (3auepBsBaHE HA OUNUTE U CEKPEIHS WK 0OJIKa B OKOTO)
Bpananenue Ha yX0TO U APYTH HAPYIICHUS HA YXOTO
I'maBoGome
Tl'anene
Xpema
CromarHa Ooska
[IpnHOTA B TOpHATA YacT Ha KOpeMa
Jlomo xpaHocMumIaHe.

HeuecTn HexxeJIaHU peaKl U
(moowce da 3aceenam 0o 1 na 100 oywu)
e DBr3naneHue Ha Koxara
e Hapymenue Ha ThIiaH4eBaTa MeMOpaHa (ThIIaHYETO).

Knpmauera noa 1 ronnna

CpoOlLIeHUTE HEXKETaHH PeaKIMK IIPH KbpMadeTa Ha Bb3pacT ot 0 10 12 Meceria, ca mpeauMHO
MOIOOHY Ha HEXEIaHUTE PEaKIK, ChOOIICHHU P TO-TOJIEMU Jielia (Ha Bh3pacT | rouHa Win Io-
rojemu). OCBEH TOBa MMa ChOOIICHMS 3a JUapus U OOPUB OT ICJICHH.
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AKO HSIKOS OT HEe)KEJIaHNUTE JIEKAPCTBEHU PEAaKIMK CTaHE CEPHO3HA MITH 3a0eNeXnuTe APYyTH,
HEOIMCaH! B Ta3M JIMCTOBKA HEXKEIAHN PeaKIny, yBegoMere Bamms nexap win ¢papmarest. Obaye,
e axo Bue uau Bamero gere noBpbmaTe MHOTOKPaTHO HITH
® aK0 CHMIITOMHTE HA I'PHII C€ BJIOIIABAT, WJIM BUCOKATA TEMIEPAaTypa NPOabIKaBa
YBenomete Bamus jexkap K0JIKOTO € Bb3MOKHO M0-CKOPO.

Cno01aBaHe HA HeXKEJIAHH PeaKINA

AKO TIONTyuHTe HAKAKBU HEXEJIaH! JIEKAPCTBEHH pPeakiuy, yBegomere Bamms nexap. Tosa BkiTtouBa
BCHYKHU BH3MOXKHU HEOTIMCAHU B Ta3H JIMCTOBKA HEXXETIAHH peakiii. MoXeTe ChIIo /1a ChoOIuTe
HEXKEJIaHW PEaKIuy TUPEKTHO Ype3 HallMOHATHATA CUCTEMa 33 ChOOIaBaHe, IOCOYCHA B
[Ipunoxxenne V. Karo cro0miaBare HeXXeTaHH PEaKIIH, MOXKETE Ja TAJETe CBOSI PHHOC 32
moJTyyaBaHe Ha MoBeue HH(pOpManusg OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKApCTBO.

5.  Kak aa cexpansisate Tamiflu
Jla ce cbXpaHsBa Ha MACTO, HEJAOCTBITHO 3a JIETia.

He n3non3BaiiTe TOBa JI€KapCTBO CJIE CPOKA HAa TOTHOCT, OTOENA3aH BbPXY KapTOHEHATa OMAKOBKA 1
omucrepa cien EXP/Togen n1o. CpokbT Ha TOITHOCT OTroBapsi Ha MOCICTHUS JICH OT MOCOYCHUS MECell.

[a =e ce cpxpansBa Hax 25°C.

He u3xBbpisiite nekapcTBaTa B KaHAIU3aLUATa WIM B KOHTEMHEpa 3a JOMAIIHU OTIAIbIIH.
[MommTaiite Bamms papmaneBT kak 1a H3XBBPISATE JEKapCTBaTa, KOMUTO BeUue He n3noin3Bate. Te3u
MEpPKH L€ CIIOMOTHAT 3a OIla3BaHE HA OKOJIHATA Cpeaa.

6. C"b}l"bp)l(al—lﬂe HA OMAaKOBKAaTa U J0IIbJHUTEC/IHA HHQ)OpMaIIHﬂ

KakBo cbabpaxa Tamiflu

o Bcesika TBBEpHa Karicyna chIppika 03e1TaMUBUD, EKBHBAJICHTEH Ha 45 MQ 03enTaMUBUP.

o Jpyrute chcTaBKH ca:
ChABP)KAHUE Ha KallCyJaTa: MPeKeTaTHHU3NPAHO HUIIIECTE, TAIK, TTOBH/IOH, KPOCKapMeIo3a
HATPUH ¥ HATpHUEB cTeapui Gymapar
0OBHMBKA Ha KarcyJara: XeJaTHH, yepeH sxene3e okcun (E172) u turanos quokcua (E171)
nevyarapcko mMactmio: memtak (E904), turanos quokcun (E171) u FD u C Blue 2 (wamuro
kapmuH, E132).

Kak m3rie:xkaa Tamiflu u kakBo chbABbpKa ONIAKOBKATA
Teepaara kamncymna ot 45 Mg ce CbCTOU OT CUBO, HEMPO3padyHO TsuI0 ¢ oTreyatad Haamue “ROCHE” u
CHBO, HEMPO3payuHO Karaye ¢ oTrevyarad Haamuc “45 mg”. [leyaTHuTe HaMUCH ca CUHM.

Tamiflu 45 mg TBBpau Karncymu ce npeaiarat B OJIUCTEpHH OMaKoBKH 1o 10.

IIpuTeskaTes Ha pa3pelIeHUETO 32 YIOTpeda U NPOU3BOAUTE
Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

T'epmanus

Roche Pharma AG
Emil-Barell-Str. 1,
D-79639 Grenzach-Wyhlen
T'epmanus
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3a gomBIHATENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS

NpeICTABUTEN Ha MPUTEKATEIIS Ha Pa3pelieHreTo 3a yrnorpeoda:

Belgié/Belgique/Belgien
N.V. Roche S.A.
Tél/Tel: +32 (0) 2525 82 11

Bbbarapus
Pomt bearapus EOO/JL
Tem: +359 2 818 44 44

Ceska republika
Roche s. r. 0.
Tel: +420 - 2 20382111

Danmark
Roche Pharmaceuticals A/S
TIf: +45-36 3999 99

Deutschland
Roche Pharma AG
Tel: +49 (0) 7624 140

Eesti )
Roche Eesti OU
Tel: + 372 -6 177 380

E\\ado
Roche (Hellas) A.E.
TnA: +30 210 61 66 100

Espafia
Roche Farma S.A.
Tel: +34-91 32481 00

France
Roche
Tél: +33 (0)1 47 61 40 00

Hrvatska
Roche d.o.o
Tel: +3851 4722 333

Ireland

Roche Products (Ireland) Ltd.

Tel: +353 (0) 1 469 0700

Island

Roche Pharmaceuticals A/S
c/o Icepharma hf

Simi: +354 540 8000

Italia
Roche S.p.A.
Tel: +39 - 039 2471
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Lietuva
UAB “Roche Lietuva”
Tel: +370 5 2546799

Luxembourg/Luxemburg
(Voir/siehe Belgique/Belgien)

Magyarorszag
Roche (Magyarorszég) Kft.
Tel: +36 - 1 279 4500

Malta
(See Ireland)

Nederland
Roche Nederland B.V.
Tel: +31 (0) 348 438050

Norge
Roche Norge AS
TIf: +47 - 22 78 90 00

Osterreich
Roche Austria GmbH
Tel: +43 (0) 1 27739

Polska
Roche Polska Sp.z o.0.
Tel: +48 - 22 345 18 88

Portugal
Roche Farmacéutica Quimica, Lda
Tel: +351 - 21 425 70 00

Romania
Roche Romania S.R.L.
Tel: +40 21 206 47 01

Slovenija
Roche farmacevtska druzba d.o.o.
Tel: +386 - 1 360 26 00

Slovenska republika
Roche Slovensko, s.r.o.
Tel: +421 - 2 52638201

Suomi/Finland
Roche Oy
Puh/Tel: +358 (0) 10 554 500



Kbapog Sverige

I'.A.Ztopdtng & o Atd. Roche AB

Tn\: +357 -22 76 62 76 Tel: +46 (0) 8 726 1200

Latvija United Kingdom (Northern Ireland)
Roche Latvija SIA Roche Products (Ireland) Ltd.

Tel: +371 - 6 7039831 Tel: +44 (0) 1707 366000

JlaTa Ha mocJieHO npepasriexiane Ha gucroBkata {MM /I'TTT}.

ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
1o JiekapcTBata: http://www.ema.europa.eu.
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HNnudopmanus 3a morpeduTesst

3a xopa, Ha KOUTO MM € TPY/IHO 12 MPHEMAT KAICYJIH, BKIFOYMTEITHO MHOIO MaJIKH JIela, HMa
Teuno jekapctBo Tamiflu nepopanna cycnensus.

AKO UMaTe HYXk/Ia OT TEYHO JICKAPCTBO, HO HE pa3roJiarate ¢ TaKoBa, CyCIIEH3Us MOXe JIa ce
npuroTeu B anrrekata ot Tamiflu kamcynu (Buwxre Hngopmayus 3a meduyuncku cneyuanucmu). To3u
rpenapar, MPUroTBEH B alTeKara, € MPEeAOYNTaHNSIT BapUAHT.

Axo HsIMa Tpernapar, IPUroTBEH B anTekara, MoXe J1a cu Harnpasute TeueH Tamiflu ot Te3u kancysu
BKBIITH.

Jo3ara 3a je4yeHue 1 npouIakTHKa Ha TPUI € eHakBa. Pa3inkara € B TOBa, KOJIKO YECTO Ce
Ipusara.

IpurorBsine Ha Teyen Tamiflu Bkbu

. AK0 MMaTe TOYHATA KarncyJa 3a Heodxoaumara go3a ( 3a mo3a 45 mg), e oTBopuTe
KarcysaTa u e pa3obpKare ChIbPKUMOTO i B €IHA YacHa JIbKUYKa (MITH TI0-MaJIKo)
TOIX OIS TTO/ICTA/ICH XPAaHHUTEICH MPOAYKT. ToBa OOMKHOBEHO € IMOAXOIAIIO 3a nena Hax 1
roauHa. Bu:KTe ykazaHusita mo-rope.

. AKO MMaTe HY:KIa 0T MO-MAJIKH J103H, MPUTOTBAHETO HA TedeH Tamiflu ot kancynu BxirouBa
IOITBIHUTEIHHN CTHIKH. TOBa € MOAXOMSAIIO 3a ITO-MAJIKK Jela, Aela ¢ IT0-MaJIKO TErIO U
Oebera: Te OOMKHOBEHO MMAT Hy/1a ot jo3a Tamiflu mo-maska or 45 mg. Buxkre ykazanusita
Mo-01y.

Jlena ot 1 10 12 roqunu

3a 1a npuroTBuTe 1032 OT 45 My, UMaTe HYKAA OT:

e Enana kancyaa Tamiflu or 45 mg
OcTpu HOKULU
Enna manka kyna
YaeHa abxKuYKa (Jrb:kI4YKa o1 5 ml)
Boaa
Cuiiaaka XpaHa 3a NpUKpUBaHE Ha TOPYMBHS BKYC Ha Ipaxa.

Hampumep: n1okos1a 0B CUpOIT WM CHPOI OT YePEIly U JECEPTHH 3ATUBKH KaTO CUPOIT OT
Kapamen Wwid Hyra. M Moke 1a IpUroTBUTE MOACIaACHa BOJa: CMECEeTe eJHa YacHa
JTBKUYKA BOJA ¢ TpH 4eTBHPTH (3/4) yaeHa IbKUUKa 3axap.

Crbnka 1: IlpoBepere 1ajm 103aTa € NpPaBUJIHA

3a 1a HaMepuTe TOYHOTO KOJIMYECTBO, KOETO TPOBA 1a M3I0JI3BATE, HAMEPETE TETIIOTO Ha
MalyeHTa oOT JIBO Ha TaOauIaTa.

ITornemueTe B AsicHaTa KOJIOHA, 3a J1a IPOBEPUTE OpPOS Ha KAIICYJINUTE, KOUTO TPsIOBa 11a qamere
Ha TIAI[MeHTa KaTo eIHOKpaTHA /103a. KoMm4ecTBOTO € €HO U CHIN0, HE3aBUCUMO JAJH € 32
JICYCHHUE WU TPO(IIIAKTHKA Ha TPHIL.

,H03a ot 45 mg . ROCHE | 45 mg
|
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Tps6Ba na n3mon3Bare camo Karcysiu oT 45 mg 3a mo3m ot 45 mg. He ce onuTBaiite ga
npurotBute a03a ot 30 mg, 60 mg wiu 75 Mg, KaTo U3MOI3BaTEe ChABPKUMOTO Ha KarCyJnd OT
45 mg. BMecTo ToBa M3MO3BaATE MOAXOIAIINTE KATICYIIH.

Terao Jo3a Tamiflu Bpoii kancyau ot 45 mg

Heo-15-kg 30-mg He u3noJ3BaiiTe KancyJjau ot
45 mg

IMToseue ot 15 kg no | 45 mg 1 xancyna

23 kg

Heneucor23-kgre | 60-4mg He u3noJi3BaiiTe KancyJjm ot

40 kg 45 mg

Crbnka 2: U3cunere BCHYKHS Mpax B KyMna

JpwxTe kancynara ot 45 Mg B U3npaBeHO MOJIOKEHUE HAJT KyITa 1 BHUMATEITHO OTPEIKETE
3a00JIeHUS BPBX ¢ HOXKUIM. M3cumneTe BCHUKHUS Tpax B KymnaTa.
Buumagaiite ¢ npaxa, 3aiioTo TOM MOe Jia pa3pa3Hu KoxkaTa u ounte Bu.

Crenka 3: Ilonciaanere npaxa u xaiite 103ara

JloGaBeTe MaJIKO KOJIMYECTBO — HE TIOBEYE OT e/[HA YaeHa JIbKHUYKA - CJIaJIKa XpaHa KbM IIpaxa B
Kymara.

Toga e, 3a 1a ce npukpue ropynBus Bkyc Ha Tamiflu mpax.

Paz0bpkaiite mobpe cmecTa.

I[aﬁTe IAJ0TO CHbAbPKAHUE Ha KyIlaTa Ha IMaluCHTa BEAHAra.

AKO e 0CTaHAJI0 MAJIKO OT CMeCTa B KyIiaTa, U3IIIAKHETE s C MAaJIKO BOJa U JlaiiTe Ha MmaIeHTa
Ja s U3IKE 1j1aTa.

[ToBTOpETE Ta3u mporeaypa BCEKH ITbT, KOraTo TpsOBa Jia 1ajere JIeKapCTBOTO.

Kbpmauera nox 1 roquna

3a na NPUMIOTBUTE NMO-MaJIKa €eAMHUYHA 1034, UMaTe HYKAa OT:

Enana kancyaa Tamiflu ot 45 mg

OcTpu HOKULU

JBe MajKku Kynu (M3M0J3BaiTe OTIACICH YU(T KYIH 32 BCIKO JIETE)

EnuH rosisim nepopaJieH 103aTop 3a U3MepBaHe Ha BojaTa — 103atop ot 5 ml wim nozatop ot
10 ml

Ennn mansk nepopaden go3arop c aenenus ot 0,1 ml 3a naBane Ha no3ata

YaeHa abKuYKa (JIb:kAYKa 0T 5 ml)

Boaa
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e Caaaka XxpaHa 3a IpUKpHBaHe Ha ropunBHs BKyc Ha Tamiflu.
Hampumep: m1okoaajoB CUpOIT WM CHPOI OT YePEIly U IECEPTHH 3TUBKH KaTO CUPOIT OT
KapameJl WX HyTa.
Wi Moxe 1a MpUroTBHUTE MOACTAZCHA BOJIA: CMECEeTe €JHA YacHa JIbKUYKA BOJA C TPU
4eTBBPTH (3/4) YyaeHa TBKUUYKA 3aXap.

Crbnka 1: U3cunere BCHYKHS Mpax B Kymna

JpwexTe kancynaTa ot 45 Mg B U3MPaBEeHO MOJIOKECHUE HAJT €IHATA OT KYIUTE U BHUMATEITHO
OTpeXKeTe 3a00JIeHUS BPBhX C HOKHIA. BHUMaBaiiTe ¢ mpaxa: Toil MOXKe Ja pa3npasHu KoxkaTa ’
ounte Bu.

W3cunere Bcuukus mpax B KyIaTa, KaKBaToO U J03a J1a IPUTOTBSTE.

Kos11uecTBOTO € €HO U ChII0, HE3aBUCHMO JIAJIH € 3a JICYCHHUE WK PO(UIaKTHKA HA TPHIL.

Crbnka 2: JlodaBeTe Boaa, 3a 1a ce pa3pequ JeKApCTBOTO

W3non3saiite no-ronemMus
J103aTOP, 3a Ja W3TETIUTE
7,5 ml Boxa.

JobGaBere BosiaTa KbM
rmpaxa B KyIara.

Paz0bpkaiite cMecta

C YaeHaTa JTbXKHUIKa

B IIPOJIBJDKEHUE HA OKOJIO
2 MUHYTH.

He ce nputecHsABaiiTe, ako IpaxbT HE C€ pa3TBOPHU HaIbIHO. Hepa3TBOPEHUAT Mpax ChAbpPiKa
CaMO HEaKTUBHU CHCTaBKH.

Crbnka 3: I/I36epeTe NMPaBUJIHOTO KOJIHUYECTBO 34 Bamero gere cropen TerJaoTo My

[TorneHeTe 3a TETJIOTO HA JETETO OT JIsABaTa CTpaHa Ha Ta0iuIaTa.
Komonata ot msicHO Ha TabiuIaTa moka3pa KOJIKO OT TEYHATA CMEC TPSOBa J1a U3TETIIHTE.
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Kbpmauera noa 1 roquna (BKJIIOYMTETHO JOHOCEHH HOBOPO/JIeHHU GedeTa)

Teruo Ha 1eTeTO Kouaxo cmec
(Ha-01M3K0TO) Tpsi0Ba 1a U3TErJIUTe
3 kg 1.5ml

3,5 kg 1,8 ml

4 kg 2,0ml

4,5 kg 2,3ml

5 kg 2,5ml

5,5 kg 2,8 ml

6 kg 3,0 ml

6,5 kg 3,3 ml

7 kg 3,5ml

7,5 kg 3,8ml

8 kg 4,0 ml

8,5 kg 4,3 ml

9 kg 4,5 ml

9,5 kg 4,8 ml

10 kg nm noeue 50ml

Ctbika 4: M3terjiere Te4HaTa cMec

VYBepere ce, ye UMaTe MPaBIITHHUS Pa3Mep J03aTop.

U3zrernere TOYHOTO KOJIMYIECTBO TEUHA CMEC OT ITbpBAaTa KyIa.
W3reraere s BHUMATEIHO, TaKa Ye Jia HE BKapaTe Bb3AYIIHN MEXypUeTa.
BHuMarte Ho BIpbCKaiiTe TOYHATA /1032 BhB BTOpATa KyIa.

Ctoenka 5: Ioaciaanere u gaiire HA 1eTETO

JTo6aBeTe MaJIKO KOJIMUECTBO — HE TIOBEUE OT €JHA YacHa JTbKUYKA - ClIaJIKa XpaHa BbB BTOpaTa
KyIIa.

ToBa e, 3a 1a ce IpuKpHe ropunBus BKyc Ha Tamiflu.

Pas6bpkaiite 100pe cinanakara xpana u teunus Tamiflu.
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JaiiTe ns/10TO ChABPsKaHMe Ha BropaTa kyma (Tamiflu Teuna cmec ¢ mobaBenara ciaaaka
XpaHa) Ha JIeTeTO BeIHara.

AKO e 0CTaHAJIO Helll0 0T CMeCTa BbB BTOPATa KYNa, U3IUIAKHETE 51 C MAJIKO BOJA U s JalTe
Ha JCTETO Ja sl M3MHe Isu1aTa. 3a Mera, KOUTO He MOTaT Ja IMHAIT OT KyTa, JalTe ¢ IHKIIKa WIH
W3IIOJI3BANTE ITHUIIIE, 3a JIa JaIeTe Ha JIETETO OCTaHajJaTra TEUYHOCT.

JlaiiTe Ha TETETO HEIIO 3a MHEHE.

I/I3XB'I>p.]IeTe nsjaTa HEeM3MoJaA3BaHa TEYHOCT, OCTaHAJ/Ia B ITbpBaTa Kyla.

IToBToOpeTe Ta3u mpolenypa BCEKU IIbT, KOraTo TpsiOBa J1a 1aieTe JIeKapCcTBOTO.
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HNnadopmanus camMo 3a MeIMIMHCKH CIIEIUATNCTH

IManmMeHTH, KOUTO HE MOTaT Aa MOTJIBIIAT KANCYJIH

IMpomunieHo npoussenen Tamiflu 3a nepopanna cycrnensus (6 mg/ml) e mpenoOYNTaHUAT POTYKT
3a TMeMaTPUYHH ¥ Bb3PaCTHH MALMESHTH, KOUTO UMAT 3aTPyIHEHUS P MPETrIbLIaHEeTO Ha KaTICyJIH,
WK KOTaTO ca HeOOXOAMMHU TI0-HUCKH JI03H. B ciryuaii, ue HsaMa nmpomuiuieHo npousseieH Tamiflu
npax 3a IepopaiHa CyCreHsus, papMareBThT MOXe fa IpuroTeu cycnensus (6 mg/ml) or Tamiflu
Karncysu. AKo HIMa MPOMHUIIUICHO TIPOU3BEICHA CYCIICH3US, MAIIMCHTUTE MOKE J]a CH TIPUTOTBSIT
CYCIICH3HSTA OT KaICyJIH BKBIIH.

3a mpuiiarane Ha CyCICH3UATa, MPUTOTBCHA B alTEKaTa M 33 MPOIEAYPUTE 3a JOMAITHO TPUTOTBSHE,
TpsiOBa J1a ce MPEOCTABAT MEePOPAHH A03aTOPH (CIPUHIIOBKH 3a MEPOPATHO MPUIIOKEHHE) C
NOAXOAAIL 00eM U Tpaayupane. B aBata ciiydas mpaBUIHUTE 00eMH TpsOBa a ca 0TOEISI3aHU BbPXY
JI03aTOPHUTE. 3a IPUTOTBSIHE B IOMAIIIHU YCIOBUSI, TPSIOBA []a CE OCUTYPSIT OTICIIHH J103aTOPH 32
B3eMaHe Ha MMpaBUIIHKS 00eM BoJia U 3a n3MepBane Ha cmecta Tamiflu-soaa. 3a usmepsane Ha 5,0 ml
BOJIa, TPAOBa Jla ce M3MmoI3Bar go3aropu ot 5 ml wru 10 ml.

IMoaxoasiute 06eMu Ha 103aTOpa 3a B3eMaHe Ha Tounust obem Tamiflu cycriensus (6 mg/ml) ca
MOKa3aH! MO-10JTy.

Kbpmadera nox 1 roquHa (BKJIKYUTETHO JOHOCEHU HOBOPOJeHH OedeTa):

Jo3a Tamiflu KoauuectBo Tamiflu Pa3mep Ha no3atopa, KoiiTo
CyCnneH3us Ja Ce U3110J13Ba
(c nesenns ot 0,1 ml)
9 mg 1,5ml 2,0 ml (wmu 3,0 ml)
10 mg 1,7 ml 2,0 ml (wmu 3,0 ml)
11,25 mg 1,9 ml 2,0 ml (umu 3,0 ml)
12,5 mg 2,1 ml 3,0ml
13,75 mg 2,3 ml 3,0ml
15 mg 2,5ml 3,0ml
16,25 mg 2,7 ml 3,0ml
18 mg 3,0ml 3,0 ml (s 5,0 ml)
19,5 mg 3,3ml 5,0ml
21 mg 3,5ml 5,0 ml
22,5mg 3,8ml 50ml
24 mg 4,0ml 50ml
25,5 mg 4,3 ml 5,0ml
27 mg 4,5ml 5,0 ml
28,5 mg 4.8 ml 50ml
30 mg 50ml 50ml
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Tamiflu 75 mg TBspau Kancym
o3enramusup (oseltamivir)

IIpouereTe BHUMATEIHO LSIJIATA JIMCTOBKA, IIPEM 12 3all0YHeTe 1A IpHeMaTe TOBa J1eKapcTBo,
ThH KaTo T ChbAbP:Ka BaxkHa 3a Bac nagopmanus.

. 3amaseTe Ta3u JIUCTOBKA. MoJKe 1a ce HAJIOKU J1a 51 IPOYETETE OTHOBO.
o Axo MMaTe HIKAKBH JIONBIHUTEIIHN BBIIPOCH, HonuTaiTe Bammus gekap win hapmanesr.
. ToBa siekapcTBO € NPEeANNUCaHo €AMHCTBEHO U JIMUHO Ha Bac. He ro npeorcreiBaiite Ha Apyru

xopa. To Moe 1a UM HaBpeaH, HE3aBUCUMO Y€ MPU3HAIMTE Ha TAXHOTO 3a00JIIBaHE ca CHIIUTE
Kkaro BarmnTe.

° AKO NOJTy4YuTE HIKAKBU HEXKEJIaHU JEKAPCTBEHU PEaKIUH, yBeaoMeTe Bamus nekap niu
(dapmarieBT. ToBa BKJIIOYBA U BCUHYKH Bb3MOXHH HEXEJIAaHU PEAKI[UH, HEOMUCAHHU B Ta3H
JIMCTOBKA. Brokre TOouka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kakso npencrasnsgBa Tamiflu u 3a kakBo ce U3M0I3Ba
Kakso Tpsi0Ba na 3Haere, npeau ga npuemere Tamiflu

Kak na nmpuemare Tamiflu

BB3MOXHM HEXENaHU peaKkluu

Kak na cexpansBare Tamiflu

ChbabpkaHye Ha ONAaKOBKATa M JOIBIHHUTEIIHA HH(POPMAIIUS

gk wdE

1. Kaxkso npeacraBasiBa Tamiflu u 3a kakBo ce u3noa3sa

. Tamiflu ce usmos3Ba nMpu BE3PACTHH, FOHOIIH, Jella U KbpMadeTa (BKIIOYHTEITHO JOHOCEHN
HOBOpOJIeHH OebeTa) 3a JiedeHne Ha rpun (uxgayenya). Toii MOXe a ce U3M0II3Ba, KOraTo
MMaTe CUMIITOMH Ha T'PHII U € U3BECTHO, Y€ IPUITHUSAT BUPYC LUPKYJIHpPa B OOLIECTBOTO.

) Tamiflu Moske chITO 1a ce mpeAnucBa MpH Bh3PACTHHU, IOHOIIH, KbpMaydeTa U JIelia Ha Bh3pacT
HaJ | roguHa 3a MpogUIAKTHKA HA TPHII CIIOPE]] KOHKPETHHS CIIydaii - HalpuMmep, ako CTe
OWIIM B KOHTAKT C HSKOM, KOWTO UMa TPUIL.

o Tamiflu mosxe ma ce mpeanucBa nNpu Bb3pacTHH, FOHOIIIHN, e1a U KbpMaveTa (BKIIOYUTETHO
JIOHOCCHU HOBOPOJICHHU OeOeTa) KaTo MpOoQUIAKTHYHO JieYeHUe IIPU H3KITFOUYUTEITHU
obcrosITencTBa - HaIPUMep, aKO UMa TII00aTHa eUAeMHS OT TPHII (TPHUITHA naHOemus) N
CEe30HHATA I'PHUITHA BaKCHHA HE OCHUTYpPsiBa JOCTAThUHA 3aLIUTA.

Tamiflu ceappika o3enTaMuBHp, KOWTO C€ OTHACSA KbM TPpyIia JEKapCTBa, HAPSUSHH UHXUOUMOPU HA
Hespamunuoazama. Te3u TekapcTBa MPeIoTBPATABAT PA3NPOCTPAHCHUETO HAa TPUITHUS BUPYC B
opranmu3Ma. Te momarart 3a obJieKuaBaHe WK MPEJOTBPATABAaHE HA CHMIITOMUTE Ha TPUITHATA BUPYCHA
WHQEKIHA.

Wudnyennara, 0OMKHOBEHO HapU4aHa IPUIl, ¢ HH(EKIUs, MpUIHHEeHa OT Bupyc. [Ipu3HanuTe Ha
TPHIIa 9YeCTO BKIIIOYBAT BHE3AITHO NOBHIIIEHa TeMmiepatypa (Haza 37,8°C), kanouima, Xxpema,
TJ1IaBO0OJIHEe, MYCKYJIHU OOJIKM M MHOTO CHJTHA yMOpPa. T€3u CUMIITOMU MOKE JIa ca MPEJAU3BUKAHU H
ot apyru uHdpekuu. MctuHckaTa rpuHa HHQEKIHs ce TOsSBSIBa CaMo 110 BpEME Ha €XKETOHUTE
SNHUJIEMUH, KOTaTO TPUITHUTE BUPYCH CE€ Pa3NpOCTPaHIBAT B OOIIECTBOTO. MI3BbH €MUIEMUYHUTE
MEPUOJU TPUTIONOJO0OHUTE CUMITTOMU OOMKHOBEHO C€ TIPUYMHSIBAT OT pasjiueH BUJI 3a00JIsIBaHE.
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2. Kaxkso TpsoBa aa 3Haerte, npeau Aa npuemere Tamiflu

He npuemaiite Tamiflu

o aKo CTe AJePrudHHU (CEPHLXUYECMEUMENHI) KbM 03eITaMUBUD WU KbM HIKOSI OT OCTAHAIUTE
cbctaBku Ha Tamiflu, u3dpoenu B Touka 6.

TI'oBopete ¢ Bamus jiekap, ako ToBa ce otHacs 10 Bac. He npuemaiite Tamiflu.

Ipexynpe:xxaeHust U NpeANa3sHU MePKH
IIpenu na mpuemete Tamiflu, HempeMeHHO yYBEeIOMETE JIEKaps, KOUTO TO MIPEAIHICBA

o aKo CTe aJIeprM4YHU KbM APYIH JeKapcTBa

. aKo umare npodsaemu ¢ 0bOpeuuTe. B TakbB ciryuyait Moxe 1a e Heobxoaumo no3ata Bu aa ce
KOpHUTHpa

o aKo MMaTe Te:KKO0 3200J1sIBaHe, KOETO Hajara He3abaBHO MOCTHIIBaHE B OOJTHHUIIA

o aKo MMyHHaTa Bu cucrema He paboTu

o aKo MMaTe XpOHUYHO ChP/IeYHO 3a00JisiBaHe 1K 3200/IABaHe HA JUXaTeJTHUTE MbTHINA.

ITo Bpeme Ha neuenueto ¢ Tamiflu, yBenomere Jexapsi He3abaBHO:

o aKo 3a0eJIeKUTE IPOMEHH B ITOBEICHUETO MIIH HACTPOCHUETO (HEeBPONCUXUYHU UHYUOCHML),
0co0eHO MpH Jenia 1 roHomH. ToBa MOjKe [1a ca MPU3HAIIK Ha PEIKH, HO CEPHO3HHU HE)KEITaH!
peaKIyu.

Tamiflu He e BakcHHa MPOTHUB I'PpUN

Tamiflu He e BakcuHa: ToM JeKyBa HH(EKIHUATA MM MIPEAOTBPATABA PA3IPOCTPAHEHUETO HA TPUITHHS
Bupyc. Bakcunara Bu naBa anturena cpemty Bupyca. Tamiflu Hsima na mpomMenu eeKTUBHOCTTa Ha
MIPOTUBOTPUITHATA BaKCHHA U BammAr nekap Moxe /1a BU NMPEATNHUIIE U ABETE.

Npyru gekapersa u Tamiflu
Wudopmupaiite Bamwist nekap unu ¢papMareBT, ako IprueMaTe JpyrH JeKapcTBa, WM HACKOPO CTe
npreMali TakuBa. ToBa BKIIIOYBA JIEKapCTBa, OTHyCKaHu 0e3 penenTa. ClieJHATE JIeKapcTBa ca
0COOCHO BaXKHU:

e XJIOpPIIpONaMuI (M3M0JI3Ba ce 3a JeUeHne Ha auader)

e MeToTpeKcaT (M3IM03JIBa ce 3a JICUEHHE Halp. Ha PeBMAaTOUICH apTPHUT)

e (heHmIOyTa30H (M3MOJI3BA CE 32 JICUCHHE Ha 00JIKa U Bh3MAJICHHUE)

e npobeHenu (M3M0J3Ba ce JIeUeHre Ha 1o/1arpa)

BpeMeHHOCT 1 KbpMeHe
Tps06Ba na yBenomute Bamms nekap, ako cte OpeMeHHa, cMATaTe, 4e MOXKe J1a CTe OpeMeHHa WiIn

TUTaHUpaTe OPEMEHHOCT, 3a 1a MOXKe JieKapsT aa pe aainu Tamiflu e mogxomsi 3a Bac.

EdexTure BEpXy KbpMaueTaTa Ha €CTECTBEHO XpaHEHE HE ca n3BecTHU. TpsiOBa 1a yBenomute Bammms
JeKap, ako KbpPMHUTE, 3a J1a MOKe JeKapAT aa pemn nanu Tamiflu e moaxozs 3a Bac.

IToceBetnaiite ce ¢ Bamms nexap wim apmareBT npeau ynorpedaTa Ha TOBa JEKapCTBO.

Hlopupane u padoTa ¢ MAIIUHU
Tamiflu HAMa edexT BppXy criocoOHOCTTA 3a moQupaHe Wik padboTa ¢ MaIlIWHU.

Hudopmanus 3a Hskon oT cheTaBkuTe HAa Tamiflu

ToBa ekapcTBO Chabpika mo-mManko oT 1 mmol narpuii (23 mQ) B eHa Karcysia, T.e. MOXe Ja ce
KaXke, 4e IMPaKTHYECKH HE ChIbPKA HATPHH.
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3. Kak ga npuemarte Tamiflu

[Ipuemaiite TOBa ekapcTBO TOUHO KakTo Bu e kazan BamusT nekap. AKo He CTE CUTYpHHU B HEIO,
nonutaite Bamms nekap nnn ¢papmanenT.

B3emere Tamiflu K0IKOTO € BE3MOXHO ITO-CKOPO, HA-100pe B paMKHUTE Ha JIBa THU OT HAYAJIOTO Ha
TPUITHUTE CUMITTOMU.

IpenopbunTeTHU 103U

3a JleueHune HA TPUI, preMaiiTe ABe 1034 THeBHO. OOMKHOBEHO € yI00HO J1a ce TpUeMa e/IHa J103a
CYTPHH M e/IHa Beuep. BaskHo e [1a ce 3aBbPIIM HeJust S-THeBeH KYPC, J0pH 1 aK0 ObP30 3aIl0YHETE
Jla ce 4yBCTBaTe 1Mo-100pe.

[Ipu manueHTH ¢he cilada UMyHHA CHCTEMA JICYCHHUETO ITIe MPOABIIKH 10 JHH.

3a npoduaakTHKa HAa TPHII WJIH CJIeJ KaTo cTe OMJIM B KOHTAKT ChC 3apa3eHo JIuLe, IpueManTe

elHa J103a THEBHO B npoabokeHue Ha 10 quu. Haii-noOpe e na st B3emaTe CyTpHH ChC 3aKyCKara.

[Ipu crienmaay cUTyanyn, KaTo IIMPOKO Pa3NpOCTpaHeHHE Ha TPHIIA I TIPU NMAIMEeHTH ChC cliada
WMYHHA CHCTEMa, JISYCHUETO 1€ MTPOABIDKH A0 6 win 12 ceaMuIy.

HPEHOPL‘II/ITQJIHaTa A03a C€ OCHOBABaA HA TE€JECHOTO TEIJIO HA MAllMCHTA. TpH6Ba Ja U3I10J13BaTec
KOJIMYECTBOTO KAIICYJIU 3a MEPOPATHO IMPHUITOKCHUC WIN CYCIICH3US, KOCTO Bue MMpEANINCAaHO OT

JeKaps.

Bb3pacTHy u WHOIIM HA 13 TOAMHYU U 0-TOJIEMHU

TejecHo Terao

Jleyenune Ha rpum:
J03a
3a 5 Onu

Jleyenue Ha rpun
(MMYHOKOMIIPOMETHUPAHHT
NalnueHTH):

J03a

3a 10 onu™*

IpodpniakTuka Ha
rpHIL:

7032

3a 10 onu

IToseue ot 40 kg

75 mg** nBa IHTH THEBHO

75 mg** nBa MHTH THEBHO

75 mg** BemHBK
JTHEBHO

*3a nayuenmu cvce craba umyrHa cucmema neveruemo e 10 oHu
**75 mg moorce oa ce nanpasu om kancyra om 30 mg naroc kancyna om 45 mg

Jeua ot 1 m0 12 roguun

TeecHo Terao

JleyeHnue Ha rpumn:

Jleyenue Ha rpun

IIpodpniakTuka Ha

JTHEBHO

J103a (MMYHOKOMTIPOMETHPAHU | TPHUIL:
3a 5 onu MalnUueHTH). J103a
103a 3a 10 onu
3a 10 onu™
10 o 15 kg 30 mg 1Ba IbTH JHEBHO 30 mg nBa IbTH JHEBHO 30 Mg BeIHBK THEBHO
Han 15 kg u 1o 23 kg | 45 mg nBa mbTH THEBHO 45 mg nBa MHTH THEBHO 45 mQ BeTHBXK JHEBHO
Hanx 23 kg u 1o 40 kg | 60 mg nBa mbTH THEBHO 60 Mg 1Ba IbTH JHEBHO 60 Mg BeIHBK THEBHO
Han 40 kg 75 mg** nBa mbpTH 75 mg** n1Ba mbTH JHEBHO | 75 MQ*™* BenHBK

JTHEBHO

*3a deya cve cnaba umynna cucmema nevyernuemo e 10 onu

**75 mg moorce oa ce nanpasu om kancyra om 30 mg naroc kancyra om 45 mg
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Knpmadera nox 1 roqusna (0 1o 12 mecena)

Ipunoxennero Ha Tamiflu mpu kepmadeTa Ha BB3pacT mox 1 roanHa, 3a Ipo(UITAKTHKA HA TPHII IO
BpEMe Ha IpHITHA eMUAeMHEsI, TPsiOBa Jla Ce OCHOBaBa Ha MpEIIeHKaTa Ha JICKapsl, CJIel KaTo Ce B3eMe
IpeBU/I TIOTEHIMATHATA [10J13a CIPSIMO MOTCHIIHATHUS PUCK 38 KbPMadeTo.

TesecHo Teryo JleyeHue HA TPHUIL: JleyeHue Ha rpun IMpopunakTuka Ha
703a (MMYHOKOMIIPOMETHPAHH rpuIL:
3a 5 OHu MANMEHTH): n03a
71032 3a 10 onu
3a 10 onu™*
3 kg mo 10+ kg 3 mg Ha kg TenecHo 3 mg Ha kg Tenecno Ternmo**, | 3 mg na kg**,
TErJI0**, TBa MbTH THEBHO | JIBa IBTH JHEBHO BEJTHHK JHEBHO

*3a kvpmavema cve craba umynna cucmema aevenuemo e 10 onu

**mg na Kg = Mg 3a ecexu kunocpam om menechomo me2io Ha Kepmavemo. Hanpumep:
Axo eono 6-meceuno kvpmaue medicu 8 Kg, oozama e

8 kg x 3mg ra kg =24 mg

Hauynn Ha npuiIokeHHe
TlornbuiaiiTe Kancynure uenu, ¢ Boja. He yynere u He 1bBYETE KaICyJIUTE.

Tamiflu moxe Ja Cc¢ nmpucma CbC Win 0e3 XpaHa, BBIIPCKU Y€ MMPUCMAHCTO MY C XpaHa MOXKC 1a
HaMaJI1 BEPOATHOCTTA OT raICHE WJIN IOBPBIIAHE.

Xopa, Ha KOUTO UM € TPYIHO A MPUeMAT KarcyJIu, MOXKe Ja H3M0JI3BaT Te4HO JiekapcTBo Tamiflu
nepopaina cycnenszus. Ako umate Hyxaa ot Tamiflu nepopanna cycrnensus, Ho BbB Barirata anreka

HSMa TakaBa, MOXe Ja HarnpaBuTe Tedna ¢popma Ha Tamiflu ot tesu kancynu. Buskre “Ilpuzomesane
na meuen Tamiflu exvuqu” va npyrara crpanuna.

AKO cTe npueJH moBevye oT HeodxoaumaTa go03a Tamiflu

Cnpere npuema Ha Tamiflu u ce cBbpskeTe HE3a0ABHO C JieKap WK (apMaIieBT.

B noBeuero cityyan Ha mpeao3upaHe MalleHTHTE He ChOOIIABAT 3a HEKEIAaH! JICKAPCTBEHH PEaKIIUH.
Koraro ca nokiaaBaHy HEKENaHU PEaKInH, T€ ca OMIM TOA0OHN Ha TE3M KaTO IPH HOPMAITHUTE JI03H,
KOWTO ca OIMUCAaHU B TOUYKA 4.

[Mo-uecto ce choOIIaBaT cyyan Ha IPEeI03UPAHE MPH JIe1a, OTKOJIKOTO P Bh3PACTHH U FOHOIIIN.
IMpurotssinero Ha Teyen Tamiflu TpsOBa 1a ctaBa BHUMATENHO, KAKTO U NpuiioxkeHuero Ha Tamiflu
Karcyiu wid teden Tamiflu mpu neua.

AKoO cTe nponycHanu a1a npuemere Tamiflu
He B3emaliTe nBOMHA 1032, 32 1a KOMIIEHCUPATE MPOITyCHATa KarcyJia.

AKo cTe crpeu npuema Ha Tamiflu

Hsma Hesxenanu peaxnuu, korato cnpete npuema Ha Tamiflu. Ho ako Tamiflu ce cnpe mo-pano
OTKOJIKOTO Bammsit nekap Bu e ka3ain, cMMITOMUTE Ha rpHIa MOXe Jia Ce BbpHAT. BuHaru
3aBbpLIBaiiTe Kypca Ha JIeUeHue, penucan ot Barus nekap.

AKX0 MMaTe HIKaKBH JOIBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ yIOTpeOaTa Ha TOBA JISKApCTBO, TIOIUTANTE
Bamms nexap wim hapmanesr.

4.  Bb3MOKHU HeKeJIaHU PeaKkuu

KakTto Bcuukm ekapcTBa, TOBa JIEKapCTBO MOXKE Ja MPEJM3BUKA HEKEJaH! peakiui, BhIIPEKU Ue He

BCEKH 'Yl 110JIy4aBa. MHOr0 OT HEeKEJIAHUTE peaKkuy, n30pOeHH MO0-10J1y, MOXKE Ja ca MIPEIU3BUKaHN
CBIIO U OT I'pUIIA.
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CremuuTe CEpHO3HHU HEKETaHU PEaKIMU ca ChoOIaBanu psaako, oTkakTo Tamiflu e na masapa:

e  AHapWIAKTHYHH U aHA(DUIAKTOUIHY PEAKIMU: TSKKH aJleprHUHK PEaKIlny C MO IyBaHe Ha
JIAIIETO M KOKATa, ChPOSII 00PHUB, HUCKO KPHBHO HAIISITAHE U 3aTPYIHCHO JHUIIIAHE

e  UYepHoapoOuu HapyiieHus (QyIMUHAHTEH XEIATHT, HApYIICHUE HA YePHOAPOOHATA (PYHKIIUSL
Y )KBJITEHHIIA): TTOKBITABAHE HA KOXKATa M OsUIOTO Ha OYHTE, IIPOMSIHA Ha IIBETa Ha
U3MPaKHEHUSTA, IPOMSIHA B MOBEJACHUETO

e  AHIMOHEBPOTHYEH €/IEM: BHE3AITHO TEKKO MOAYBaHE HA KOKaTa OCHOBHO B 00JIacTTa Ha
riiaBara M IIHsTa, BKIIOYUTETHO OYUTE M €3UKa, ChC 3aTPYAHEHO TUIIIaHE

e  Cunapom Ha CTuBbHC-J[PKOHCHH U TOKCHYHA E€NMIEPMAIHA HEKPOJIH3a: TEKKA
’KMBOTO3aCTpalaBalila ajJepruuHa peakiius, TeKKO Bb3MalICHUE Ha KOKATa U JIMTaBUIIUTE,
3aI104BalllO C TPECKA, Bh3MAJIECHHE Ha I'bPIIOTO, YMOPa, KOKHH OOPHBU, KOMUTO BOJIAT JI0
ImosgBaTa Ha KOXKHU MEXYpPH, OGeHBaHe, CBJIMYAHC HA I'OJICMU IMOBBPXHOCTHU OT KOXKa,
BB3MOKHH 3aTPYAHEHUS B JUIIAHETO U HUCKO KPHBHO HaJIsTaHE.

e  KbpBeHE OT CTOMAIIHO-YPEBHMSA TPAKT: HPOIABIKUTEIHO KbPBEHE OT A€0EI0TO YEPBO U
IUTFOEHE Ha KPHB

e  HeBponcuxXW4YHU HAPYIIEHWs, ONIMCAHHM T10-10TY.

AKo 3a0ej1e;KkuTe HAKOI OT Te3:n CUMIITOMH, MOTHPCETE He3a0aBHO ME¢AUIUHCKA NMMOMOII.

Haii-gecto (MHOTO YeCTH M YeCTH) ChOOIIaBaHUTE HeKelanu peakiuu Ha Tamiflu ca ragene wiu
MOBPBIIIAHE, CTOMAIIIHU OO0JIKH, CTOMAIIIHO Pa3CTPONCTRO, Ii1aBo0osine 1 6oska. Te3u HexenaHu
peaxiuu ce HabIIoAaBaT MPEIUMHO CIIe]] ITbpBaTa 1032 OT JIEKAPCTBOTO U OOMKHOBEHO CIIUPAT C
MPOABIDKABAHETO HA JICYeHHEeTo. YecToTaTa Ha Te3U peakliu ce HaMalIsaBa, aKko JIEKAPCTBEHUST
MPOIIYKT CE€ TIpUEMa C XpaHa.

Penxu, HO ceprO3HU peaKHM: MOThPCeTe BeAHAra JIEKaAPCKa MOMOII
(Te moarce oa 3aceenam 0o 1 na 1 000 oyuu)
ITo Bpeme Ha neuenue ¢ Tamiflu, uMa chOOIICHUS 3a PeIKU CHOUTHS, KOUTO BKIIIOYBAT

) ['bpuoBe U IETUPUYM, BKIFOUUTEITHO MPOMEHEHO HUBO HA Ch3HAHUC
) OO0BpKraHOCT, HEOOMUYAITHO TIOBEICHIIE
. HanymHocTH, XaTronuHAINY, Bb30YAa, TPEBOXKHOCT, KOIIMAPH

Te3u cpOUTHS ce ChOOIIABAT MPEAUMHO IPH JISIa U IOHOIIU M YECTO 3aII0YBaT BHE3AIMHO U

oT3By4aBaT 0bp30. Hsikoko citydas ca JOBEU 10 CaMOHapaHsIBaHE, HAKOU OT KOUTO ¢ (haTayieH

n3xo. TakuBa HEBPOIICUXUYHHU CHOUTHSI C€ CHOOIABAT CHIO U MPH MAIIMEHTH C TPUII, KOUTO HE ca

npuemanu Tamiflu.

° [larmenTure, 0ocoOeHO Jeta 1 FOHOIIH, TPSIOBa Aa ce HaOIroaBaT BHUMATETHO 3a T0sSBa Ha
OIMHUCaHUTE MO-TOPE MPOMEHH B MIOBEICHHUETO.

AKo 3a20€eJIe:KUTe HAKOU 0T T€3H CHMIITOMU, 0COOCHO MPH MO-MJIAJIU X0pa, MOThpceTe He3aDaBHO

JieKapcKa MmoMoIIl.

Bb3pacTHn u 1oHOIIM Ha 13 roguHM U MO-roIeMu

MHOro 4ecTH HexKeJAHH PeaKunu

(mooice da 3aceesnam noseve om 1 Ha 10 dyuiu)
e ['naBoOomnue
e Tanene.

YecTH HexeJIaHU PeaKUNu

(mooice da 3aceenam 0o 1 na 10 dOywu)
e bponxur

Xepriec Ha YCHUTE

Kannmmna

3amaiiBaHe

Bucoka Temneparypa

Bonka

Bosika B kpaitHunure
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Xpema

bescvHue

Bb3naneno repio

CromamrHa Oornka

Ymopa

[IpnHOTA B rOpHATa YacT HA KOpema

Wudekunn Ha ropHUTE TUXATEIHN THTUIIA (Bh3MAJIEHUE HA HOCA, THPIIOTO ¥ CHHYCHUTE)
Jlomo xpaHocMunane

IToBpbiane.

He4vecTu HekeJIaHH peaknuu
(moorce 0a 3aceenam 0o 1 na 100 oyuiu)
e AJeprUYHH peaKIiu
[IpomeHeHO HMBO Ha Ch3HAHHUE
I'spu
Hapymenus Ha cbpaeyHNs pUTHBM
Jlexu 10 TeXKKH HapyIIeHHsT Ha YepHOApOOHAaTa (PyHKIHS
KoxHu peakimu (Bp3MaieHle Ha KO)KaTa, YepBEeH U ChpOsII OOpUB, CBIIMYAHE HA KOXKATa).

Penxu Hexxes1aHM peakunu

(moorce da 3aceenam 0o 1 na 1 000 oywu)
e TpombonuToneHus (HUCHK Opoil TpOMOOIIUTH)
e 3pHUTeIHH HAPYIICHHUSI.

Jeua ot 1 10 12 roqunu

MHOro0 YecTH HeKeJIaHH PeaKIuu

(mooice da 3acezsnam noseve om 1 na 10 oyuiu)
o Kanumumna
e 3amyiiBaHe Ha HOCA
e [loBpbiuane.

YecTH HexkeJIAHU PeaKINu
(moorce da 3aceenam 0o 1 na 10 dywiu)
o KOHIOHKTHBUT (3auepBsiBAaHE HA OYHUTE U CEKPEIUs WK 00JIKa B OKOTO)
Bpananenue Ha yX0TO U IPYTH HAPYIIEHUS HA YXOTO
I'maBoGonme
l'anene
Xpema
CromamrHa 60ska
[IpHOTA B rOpHATa 4acT Ha Kopema
Jlomio xpanocmuane.

HedvecTu HekeJJaHHM peaknuu
(moarce 0a zaceenam 0o 1 na 100 oywu)
e DBrp3naneHue Ha KoxKaTa
e Hapymenue Ha ThIaH4eBaTa MeMOpaHa (ThIIaHYETO).

Kbpmauera non 1 roquna

CroOIIeHUTE HEXETaH PeaKInK P KbpMadeTa Ha Bb3pacT ot 0 10 12 mMecena, ca mpeIuMHO
MOIOOHU Ha HEXEIIAaHUTE PEaKIK, ChOOIICHHU TP O-TOJIEMHU Jielia (Ha Bh3pacT | TouHa Win I1o-
rosieMn). OCBEH TOBa MMa CHOOIIIEHUS 3a JUApHsI U OOPUB OT IEJICHHU.

AKO HSIKOSI OT HE)KEJTAaHUTE JIEKAPCTBEHU PEaKIMU CTaHe CEPUO3HA WITH 3a0€IeKUTE IPYTH,
HEONMCaHU B Ta3M JINCTOBKA HEXKEJIAaHU peakIiy, yBenomere Bammst nekap wim dapmariet. Odaue,
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e ako Bue nim Bamero gere moppbimare MHOTOKPATHO WIIN

® aKO0 CUMITOMHTE HA FPHUII ce BJOLIABAT, WM BUCOKATA TeMIlePaTypa NpoIbJKaBa
YBenomere Bamust jiekap KOJIKOTO € Bb3MOKHO I0-CKOPO.

Cpo0maBaHe HA HeJKeJIAHU peakIun

AKO TIONTyYnTe HAKAKBU HEXEJIaHU JICKAPCTBCHH pPeakivu, yBemomere Bamus nexap. ToBa BkitouBa
BCUYKHU BH3MOXKHU HEOTIMCAHU B Ta3M JIUCTOBKA HEXKEIAHH peakiuu. MoxeTe ChIIo J1a ChOOITUTE
HE)KeJIaHU PEaKIuK TUPEKTHO Ype3 HallMOHAIHATA CUCTeMa 3a ChOOIaBaHe, OCOUYCHA B
[punoxenune V. Karo choOmaBare HexelaHu PeakIlui, MOXETe Jla TaJIeTe CBOSI MPUHOC 3a
MoJTy4aBaHe Ha MoBeue MH(POpPMAIIHI OTHOCHO 0€30MaCHOCTTA Ha TOBA JICKAPCTRO.

5. Kak na cexpansiBate Tamiflu
Ja ce cbxpaHsBa Ha MSICTO, HEJOCTBITHO 32 JIeia.

He usnon3Baiite TOBa JIEKapCTBO CJIE] CPOKA HAa TOHOCT, OTOEA3aH BbPXY KapPTOHEHATA OMAKOBKA U
omucrepa ciien EXP/Toxen mo. CpoKbsT Ha TOTHOCT OTTOBApS Ha ITOCIEIHIS IEH OT IIOCOYEHHUS MECEII.

[a He ce cpxpansaBa Hax 25°C.

He HSXBLpHHﬁTe JICKapCTBaTa B KaHAIM3aluAaTa Uiu B KOHTeﬁHepa 3a JOMAaIIHH OTIIaaAbIN.
Ilonuraiite Bamms q)apMaueBT KakK J1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC M3IOJI3BATC. Te3n
MCPKH IIC CTIOMOIrHAaT 34 OIIa3BaHC HA OKOJIHATA Cpeaa.

6. ChabpkaHHe HA OIIAKOBKATA M JONNBJIHUTEIHA HHpoOpManms

Kaxkso cbabp:ka Tamiflu

. Bcsika TBEpAa Kancysa CbIbpiKa 03€ITaMUBUD, €KBUBAJIEHTEH Ha 75 M 03€JITaMUBHP.

. pyrure cbcraBku ca:
ChIIbp)KaHUE Ha Karcyiara: IpeKeNaTHHU3UPAHO HUILIECTE, TAJK, MTOBUJIOH, KPOCKApMEno3a
HATpUH ¥ HATpPHUEB cTeapui Gymapat
00BHBKa Ha KallCyJlaTa: JKeJaThH, XbJT jxene3eH okcua (E172), uepsen xenezen okcun (E172),
yepeH xene3eH okcua (E172) u tutanos auokeun (E171)
neyarapcko mactwio: metak (E904), turanos quokcun (E171) u FD u C Blue 2 (uamuro
kapmuH E132).

Kak m3rane:xkga Tamiflu 1 kakBO CbIbpka ONAKOBKATA
TBbpaaTa Karncyna ot 75 Mg ce CbCTOM OT CHBO, HEMPO3padHo Tsu10 ¢ otnevatad Haanuc “ROCHE” u
CBETJIOXKBJITO, HEMPO3PAYHO Kamade ¢ oTmedaTad Haamue “75 mg”. [leqaTHuTe HaAKMCH Ca CUHMU.

Tamiflu 75 mg TBbpau Karncyu ce npeaiarat B OJIUCTEpHH OMaKOBKH 1o 10.

HpI/ITe?KaTeJ'I Ha Pa3peiieHuEeTo 3a yHOTpeﬁa H IIPOU3BOAUTEJL
Roche Registration GmbH
Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen
I'epmannus

Roche Pharma AG
Emil-Barell-Str. 1,
D-79639 Grenzach-Wyhlen
T'epmanus
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3a gombIHAUTENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS

Npe/ICTaBUTEN Ha MPUTEKATEIS Ha Pa3pelieHreTo 3a yrnorpeoda:

Belgié/Belgique/Belgien
N.V. Roche S.A.
Tél/Tel: +32 (0) 2525 82 11

Bbbarapus
Pomt bearapus EOO/JL
Tem: +359 2 818 44 44

Ceska republika
Roche s. r. 0.
Tel: +420 - 2 20382111

Danmark
Roche Pharmaceuticals A/S
TIf: +45-36 3999 99

Deutschland
Roche Pharma AG
Tel: +49 (0) 7624 140

Eesti )
Roche Eesti OU
Tel: + 372 -6 177 380

E\\ado
Roche (Hellas) A.E.
TnA: +30 210 61 66 100

Espafia
Roche Farma S.A.
Tel: +34-91 32481 00

France
Roche
Tél: +33 (0)1 47 61 40 00

Hrvatska
Roche d.o.o
Tel: +3851 4722 333

Ireland

Roche Products (Ireland) Ltd.

Tel: +353 (0) 1 469 0700

Island

Roche Pharmaceuticals A/S
c/o Icepharma hf

Simi: +354 540 8000

Italia
Roche S.p.A.
Tel: +39 - 039 2471
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Lietuva
UAB “Roche Lietuva”
Tel: +370 5 2546799

Luxembourg/Luxemburg
(Voir/siehe Belgique/Belgien)

Magyarorszag
Roche (Magyarorszég) Kft.
Tel: +36 - 1 279 4500

Malta
(See Ireland)

Nederland
Roche Nederland B.V.
Tel: +31 (0) 348 438050

Norge
Roche Norge AS
TIf: +47 - 22 78 90 00

Osterreich
Roche Austria GmbH
Tel: +43 (0) 1 27739

Polska
Roche Polska Sp.z o.0.
Tel: +48 - 22 345 18 88

Portugal
Roche Farmacéutica Quimica, Lda
Tel: +351 - 21 425 70 00

Romania
Roche Romania S.R.L.
Tel: +40 21 206 47 01

Slovenija
Roche farmacevtska druzba d.o.o.
Tel: +386 - 1 360 26 00

Slovenska republika
Roche Slovensko, s.r.o.
Tel: +421 - 2 52638201

Suomi/Finland
Roche Oy
Puh/Tel: +358 (0) 10 554 500



Kbapog Sverige

I'.A.Ztopdtng & o Atd. Roche AB

Tn\: +357 -22 76 62 76 Tel: +46 (0) 8 726 1200

Latvija United Kingdom (Northern Ireland)
Roche Latvija SIA Roche Products (Ireland) Ltd.

Tel: +371 - 6 7039831 Tel: +44 (0) 1707 366000

JlaTa Ha mocJieHo npepasriexiane Ha aucropkata {MM/I'TTT}.

ITonpoGHa uHOpMaIKs 3a TOBA JIEKApCTBO € IIpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
o JiekapcTBata: http://www.ema.europa.eu.
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HNnudopmanus 3a morpeduTesst

3a xopa, Ha KOUTO MM € TPY/IHO 14 MPHEMAT KAINCYJIH, BKIFOYMTEITHO MHOIO MaJIKH JIela, HMa
Teuno jekapctBo Tamiflu nepopanna cycnensus.

AKO UMaTe Hy)X/J]a OT T€YHO JISKApCTBO, HO HE pasrojiarare ¢ TAKOBa, CyCIICH3Ms MOKE JIa Ce
npuroTeu B anrrekata ot Tamiflu kancynu (Buwxre Hngopmayus 3a meduyuncrku cneyuanucmu). To3u
mpernapart, MPUroTBEH B anTeKaTa, € MPEANOYNTAHUAT BAPHAHT.

Axo HsIMa TIpernapar, IPUroTBEH B anTeKara, MoXe J1a cu Harnpasute TeueH Tamiflu ot Te3u kancysu
BKBIIIH.

Jo3ara 3a jedeHue 1 npoduiIaKTHKa Ha TPUM € eJHakBa. Pa3inkara ¢ B TOBa, KOJIKO YE€CTO ce
Ipusara.

IpurorBsine Ha Teyen Tamiflu Bkbu

. AK0 MMaTe TOYHATA KamcyJa 3a HeoOxoauMaTa 703a (3a g03a 75 mg), 1me oTBopuTe
KarcysaTa u e pa3obpkare ChAbPKUMOTO I B €IHA YaeHa JILKUYKA (MU TI0-MaJIKo)
TIOJTX OIS TTOJICITaIeH XPaHUTENIEH POAYKT. ToBa OOMKHOBEHO € TOIXOAINO 32 faera Hay 1
roguHa. BuKTe ykazaHnusta mo-rope.

. AKoO MMaTe HY’KIa OT MO-MAJIKH JI03H, TPUTOTBsHETO Ha TeueH Tamiflu ot kancysnu Brirousa
JOMBJIHUTENHH CTHIKK. TOBa € MOAXOMIAIIO 32 O-MaJIKK Jela i 0ebera: Te OONKHOBEHO MMAT
Hyx1a ot n1o3a Tamiflu mo-manka or 30 mg. Buakre ykazanusita mo-1o.y.

Bb3pacTHu, roHomM Ha 13 roauHu W Mo-rojieMu, u aena c terJo nax 40 kg.

3a na npuroTBuTe 1032 0T 75 MY, KMaTe HYKIA OT:
e Enana xancyma Tamiflu or 75 mg
OcTpu HOKULU
Enna manka kyna
Yaena abKkuUKa (JIbKHUKA oT 5 M)
Boaa
Caaaka XxpaHa 3a IPUKPUBAHE HA TOPYMBHS BKYC Ha Ipaxa.
Hampumep: moxonazoB CHPOI WM CUPOT OT YEPEITd U JeCEPTHH 3aJTUBKH KaTO CHPOI OT
Kapamen uin Hyra. Mnu Moxe fa MpUroTBUTE MOACTaIeHa BOJIa: CMEceTe eHa YaeHa
JI'BKAYKA BOJIA C TPY 4eTBBPTH (3/4) yacHa TBKUYKa 3axap.

Crbnka 1: IlpoBepere 1aju 103aTa e NpPaBUJIHA

3a 1a HaMepHUTe TOYHOTO KOJIMIECTBO, KOETO TPsiOBa J]a M3I0JI3BaTe, HAMEPETE TETJIOTO Ha
HalKMEeHTa OT JIABO Ha TabJulara.

[lornennere B AsicHaTa KOJIOHA, 3a []a IPOBEpUTE OPOS Ha KaICYJIMTE, KOUTO TpsiOBa J1a 1ajere
Ha MalleHTa KaTo €IHOKpaTHa 103a. KoIn4ecTBOTO € eHO U ChIN0, HE3aBUCUMO JAJH € 33
JICUCHHUE WU MPOPUIIAKTHKA HA TPHII.

I[03a oT 75 mg AOCHE 75 mg

Tps0Ba ga n3non3BaTe camo Karcyiau oT 75 mg 3a 1o3u ot 75 mg. He ce onurBaiite aa
IPUTOTBUTE 1032 OT 75 M(, KaTo M3MOI3BaTe ChABPKUMOTO Ha Karcynu oT 30 mg nmm 45 mg.
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Terno Ho3a Tamiflu Bpoii kancyau

40 kg u moBeue 75 mg 1 karcyna

He e 3a nena, kouto Te:kat mo-maiako ot 40 kg
3a memna, KOUTO Texkat mo-Manko ot 40 Kg Tps6Ba ma mpuroTBUTeE 1034, IMO-Majka ot 75 mg.
Buoicme no-oony.

Crbnka 2: U3cunere BCHYKHS NMPax B Kyna

JpwxTe kancyaaTa oT 75 Mg B U3NpaBeHO MOJIOKEHUE HAJl KyITa 1 BHUMATEITHO OTPEIKETE
3200JICHUS BPBX C HOXKHITH.

M3cunere BCUYKHUSA Ipax B KymaTa.

Buumagaiite ¢ mpaxa, 3a110TO TOM MOXKE J1a pa3Apa3Hu KoxkaTa u ouute Bu.

Crenka 3: Ilonciaanere npaxa u xaiite 103ara

JTo6aBeTe MaJIKO KOJIMYECTBO — HE TIOBEYE OT €JHA YacHa JTbKUYKA - ClIaJIKa XpaHa KbM Ipaxa B
KyIaTa.

ToBa e, 3a 1a ce IpuKpHe ropunBus Bkyc Ha Tamiflu mpax.

Paz0owpkaiite 1o0pe cMmecTa.

I[aﬁTe HAJ0TO CHbAbPKAHUE Ha KyIlaTa Ha IMalluCHTa BEAHAara.

AKO € 0CTaHAJI0 MAJIKO OT CMeCTa B KyIiaTa, U3IIAKHETE s C MAaJIKO BOJAa U JlaiiTe Ha MmaIeHTa
Ja s U3IKE 1aj1aTa.

[ToBTOpeTe Ta3u mpolenypa BCEKU IIbT, KOraTo TpsiOBa J1a 1afeTe JIeKapCTBOTO.

Knpmauera noxa 1 roguna u geua c rerso mox 40 kg

3ana NPUTOTBUTE NMMO-MAJIKA ¢ AMHUYHA /1034, UMaTe HYKIa OT:

Enana kancyaa Tamiflu ot 75 mg

OcTpu HOKULM

JABe majiku Kynu

EnuH rosisim nepopaJieH 103aTop 3a U3MepBaHe Ha Bojara — 103atop ot 5 mwim 10 ml
Ennn mansk nepopaden go3arop c aenenus ot 0,1 ml 3a naBane Ha no3ata

YaeHa aTbKUYKa (JIb:KAYKA 0T 5 ml)

Bona
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e Cuaanka xpaHa 3a IpUKpHUBaHe Ha TopuuBHs BKyc Ha Tamiflu.
Hampumep: n1okosaaoB CUpoIl WM CHPOI OT YePEIly U JECEPTHH 3TUBKH KaTO CUPOIT OT
KapameJl WX HyTa.
WNm Moxe 1a MpUroTBHUTE MOACTAZCHA BOJIA: CMECEeTe €JHA YacHa JTbKUYKA BOJA C TPU
4eTBBPTH (3/4) yaeHa TBKUUYKA 3aXap.

Crbnka 1: U3cunere BCHYKHS Mpax B Kymna

JpwexTe KancyaaTa oT 75 MQ B U3MPaBEHO MOJIOKECHUE HAJT €IHATA OT KYIUTE ¥ BHUMATEITHO
OTpeXKeTe 3a00JIeHUS BPHX C HOKUIIA. BHUMaBaiiTe ¢ mpaxa: Toi MOXKe Ja pas3apa3Hu Koxkara u
ounte Bu.

M3cunere Bcuukus mpax B KyIaTa, KAKBaTO U J03a J1a IPUTOTBSTE.

Kos1uecTBOTO € €HO M ChIIl0, HE3aBUCHMO JIAJIH € 3a JICYSHHUE WM NPOQUIAKTHKA HA TPHIL.

Crbnka 2: /lo6aBeTe Boaa, 3a 1a ce pa3peau JeKAPCTBOTO

W3non3saiite no-ronemMus
J103aTOP, 32 Ja W3TETIUTE
12,5 ml Boga.

JobGaBere BosiaTa KbM
mmpaxa B KyIarTa.

Paz0bpkaiite cMecTa ¢
YaeHaTa JTHKHYKA B
MPOABIDKEHNE HA OKOJIO
2 MUHYTH.

He ce nputecHsABaiiTe, ako IpaxbT HE C€ pa3TBOPHU HaIbIHO. Hepa3TBOPEHUAT Mpax ChAbpPiKa
CaMO HEaKTUBHU CHCTaBKH.

Crbnka 3: H36epeTe NMPaBUJIHOTO KOJIHUYIECTBO 3a Bamero aere cropen TerJjioTo My

[TorneHeTe 3a TETJIOTO HA JETETO OT JIsABaTa CTpaHa Ha Ta0iuIaTa.
Komonara ot msicHO Ha TabauIaTa oka3pa KOJKO OT TEYHATA CMEC TPSAOBA J1a U3TETIIUTE.

115



Kbpmauera noa 1 roquna (BKJIOYMTETHO JOHOCEHH HOBOPO/JAeHH GedeTa)

Teruo Ha 1eTeTO Kouaxo cmec
(Ha-01M3K0TO) Tpsi0Ba 1a U3TErJIUTe
3 kg 1.5ml

3,5 kg 1,8 ml

4 kg 2,0ml

4.5 kg 2,3ml

5 kg 2,5ml

5,5 kg 2,8 ml

6 kg 3,0 ml

6,5 kg 3,3 ml

7 kg 3,5ml

7,5 kg 3,8 ml

8 kg 4,0 ml

8,5 kg 4,3 ml

9 kg 4,5 ml

9,5 kg 4.8 ml

10 kg nm noeue 50ml

Jeuna nan 1 roguna, ¢ Teryo nox 40 kg

TerJio Ha neTeTO Kouako cmec
(HaH-01M3K0TO) TPsi0Ba 1a U3TErJIUTe
o 15 kg 5,0 ml

15 1o 23 kg 7,5 ml

23 1o 40 kg 10,0 ml

Ctbnka 4: U3terjiere Te4HaTa cMec

YBepere ce, ue IMaTe MPABUITHAS pa3Mep A03aTop.

M3Ternere TOUHOTO KOJIMYECTBO TE€UHA CMEC OT ITbpBaTa Kyra.
W3Ternere s BHUMATEIHO, TaKa Y€ J1a HE BKapaTe Bb3AYIIHU MEXypUeTa.
BuumMarenHo BOpbcKaiTe TOYHATA 71032 BbB BTOpATa Kyma.

Ctonka 5: Iloaciiagere v JaliTe HA 1€TETO

JlobaBeTe MaJIKo KOJIMUESCTBO — HE TIOBEYE OT €JHA YacHa JIbKHUYKA - ClIaJIKa XpaHa BbB BTOpaTa
KyTa.

ToBa e, 3a 1a ce IpuKpHe ropunBus BKyc Ha Tamiflu.

Pa30wpkaiite noOpe cinaakara xpana u Teqnus Tamiflu.
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JaiiTe ns/10TO ChABPKaHMe Ha BropaTa kyma (Tamiflu Teuna cmec ¢ mobasenara ciaaaka
XpaHa) Ha JEeTeTO BeIHara.

AKO e 0CTaHAJIO Helll0 0T CMeCTa BbB BTOPATA KYIa, U3IUIAKHETE 51 C MAJIKO BOJA U s JalTe
Ha JCTETO Ja sl M3MHe Isu1aTa. 3a fera, KOUTO He MOTaT Ja IMUAIT OT KyTa, JalTe ¢ IHKUIKa WIH
W3IIOJI3BANTE ITHUIIIE, 3a J1a JaIeTe Ha JIETETO OCTaHajJaTra TEUYHOCT.

JlaiiTe Ha IETETO HEIIO 3a IHUEHE.

I/I3XB'bp.IIeTe nsjiaTa HEeM3MoJaA3BaHa TEYHOCT, OCTaHAJ/Ia B ITbpPBaTa Kyla.

[ToBToOpeTe Ta3u mpolenypa BCEKU IIbT, KOraTo TpsiOBa J1a 1afere JeKapcTBOTO.
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HNnadopmanus camMo 3a MeIMIMHCKH CIIENUATNCTH

IMauueHTH, KOUTO He MOTaT 1A MOTJIBINAT KANCYJIH

Ipomumnureno npouseenen Tamiflu 3a mepopanna cycrensus (6 mg/ml) e mpeamoYnTaHUAT IPOTYKT
3a MeMaTPUYHK ¥ Bb3PACTHH MAIMEHTH, KOUTO UMAT 3aTPyIHEHUS [IPH MMPETTbIIaHETO Ha KATICYJIH,
WM KOTaTo ca HeoOXOMMU MO-HUCKH JI03U. B ciydaii, ye HsiMa mpomunuieHo npousBeneH Tamiflu
npax 3a TepopaiHa CyCreHsus, papMameBThT MOXe fa IpuroTeu cycnensus (6 mg/ml) or Tamiflu
Karcysid. AKo HIMa MPOMHIIIIEHO TPOU3BEICHA CYCIICH3US, MAIIMCHTUTE MOKE J[a CH IIPUTOTBSIT
CYCIIEH3HsTa OT KAICYJIH BKBIIH.

3a mpuiarane Ha CyCIICH3UATa, IPUTOTBEHA B allTeKaTa 1 3a MPOLEAYPUTE 3a JOMAITHO IPUTOTBSHE,
TpsOBa J1a ce MPEIOCTABAT MEePOPAJIHM A03aTOPH (CIPUHILIOBKH 3a MEPOPATHO NPUIIOKEHHE) C
noaxozaAur ooeM u rpagyupane. B aBata ciydas npaBuiHUTE 00eMH TpsOBa 1a ca 0TOEISI3aHU BBPXY
JI03aTOpUTE. 3a IPUTOTBSIHE B IOMAIITHU YCIIOBUSL, TPsIOBA J]a CE OCUTYPSIT OTICIIHH 103aTOPH 32
B3eMaHe Ha MpaBHJIHU 00eM BOJIa 1 3a u3MepBaHe Ha cmecta Tamiflu-soaa. 3a m3mepBane Ha 12,5 ml
BOJIa, TpsiOBa 1a ce u3mou3Ba no3atop ot 10 ml.

IMoaxoasiure 06eMu Ha 103aTOpa 3a B3eMaHe Ha Tounus obem Tamiflu cycriensus (6 mg/ml) ca
HIOKa3aH! 110-101Y.

Kbpmadera nox 1 roauHa (BKJIKYUTETHO JOHOCEHU HOBOPOJeHH OedeTa):

Jo3a Tamiflu KoauuecTBo Tamiflu Pa3mep Ha no3atopa,
cycneH3us KOITO 1a ce M3M0JI3Ba
(c nesenns ot 0,1 ml)
9 mg 1,5ml 2,0 ml (wmu 3,0 ml)
10 mg 1,7 ml 2,0 ml (wmu 3,0 ml)
11,25 mg 1,9 ml 2,0 ml (wmu 3,0 ml)
12,5 mg 2,1 ml 3,0ml
13,75 mg 2,3 ml 3,0ml
15 mg 2,5ml 3,0ml
16,25 mg 2,7 ml 3,0ml
18 mg 3,0ml 3,0 ml (s 5,0 ml)
19,5 mg 3,3ml 5,0ml
21 mg 3,5ml 5,0ml
22,5mg 3,8ml 50ml
24 mg 4,0ml 50ml
25,5 mg 4,3 ml 5,0ml
27 mg 4,5ml 5,0ml
28,5 mg 4.8 ml 50ml
30 mg 50ml 50ml
Jleua Haa 1 roguna, ¢ terao mox 40 Kg:
Pa3mep Ha no3atopa,
KOMTO J1a ce
Koaunuecro Tamiflu H310J13Ba
Ho3a Tamiflu cycrneH3us (¢ nesenns ot 0,1 ml)
30 mg 50ml 5,0 ml (smm 10,0 ml)
45 mg 7.5 ml 10,0 ml
60 mg 10,0 mi 10,0 ml
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Tamiflu 6 mg/ml npax 3a nepopaJjina cycneH3ust
o3entamuBup (oseltamivir)

IIpouereTe BHUMATEIHO LSIJIATA JIMCTOBKA, IIPeM /12 3all0YHeTe 1A IpHeMaTe TOBa J1eKapcTBo,
ThH KaTo T ChbAbPKA BaxkHa 3a Bac nagopmanus.

. 3amaseTe Ta3u JIUCTOBKA. MoJKe /1a ce HAJIOXkKU J1a 51 IPOUYETETE OTHOBO.
o AKo MMaTe HIKAKBH JTONBIHUTEIHN BBIIPOCH, HonuTaiTe Bamus nekap win hapmanesr.
. ToBa jiekapCcTBO € MPEANNUCaHo €AUHCTBEHO U JIMUHO Ha Bac. He ro npeorcreiBaiite Ha Apyru

xopa. To Moxe 1a UM HaBpeay, HE3aBUCUMO Y€ MPU3HAIMTE Ha TAXHOTO 3a00JIIBaHE Ca CHIIUTE
Kkaro Bamnre.

° AKO MOJTy4YuTe HIKAKBU HEXKEJIaHU JEKAPCTBEHU PEaKIUy, yBeaoMeTe Bamus nekap uimn
(dapmarieBT. ToBa BKJIIOYBA U BCUYKH Bb3MOXKHH HEXEJIaHU PEaKI[UH, HEOMMUCAHHU B Ta3H
JMcTOBKa. BrkTe TOouka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kakso npencrasnsasa Tamiflu u 3a kakBo ce U3M0I3Ba
Kakso tpsi0Ba na 3Haere, npeau ga npuemere Tamiflu

Kak na npuemare Tamiflu

BB3M0XHU HEXKETaHU pPEaKINU

Kak na cexpansBare Tamiflu

ChbabpkaHue Ha OTIAKOBKATa M JOMBIHUTEIHA HHPOpMAIIUS

IZECHENC RN .

1. Kakso npencrasasipa Tamiflu u 3a kakBo ce u3nosnssa

. Tamiflu ce usmos3Ba npu BE3PACTHH, FOHOIIIH, JIEIa U KbpMadeTa (BKIIOYUTEITHO JOHOCCHH
HOBOpPOJIcHU OcOeTa) 3a JieueHue Ha Tpull (uxgayenya). Toll MOXKeE Ja ce U3I0JI3Ba, KOTaTo
UMaTe CHMIITOMH Ha TPUI U € U3BECTHO, Y€ TPUITHUAT BUPYC MUPKYJIHPa B OOMIECTBOTO.

) Tamiflu Mmoske chITO 1a ce MpeAnrcBa MpHU Bb3PACTHH, IOHOIIH, KbpMayueTa 1 JIella Ha Bh3pacT
Haq | roavHa 3a Mpo(UIAKTHKA HA TPUI CIIOPE/] KOHKPETHHS CIIyJail - HallpuMep, ako CTe
OWIIM B KOHTAKT C HSKOM, KOWTO MMa TPHIL.

o Tamiflu mosxe ma ce mpeanucBa nMpu Bb3pacTHH, FOHOIIIH, ela U KbpMaveTa (BKIIOYUTETHO
JIOHOCCHU HOBOPOJICHH OebeTa) KaTo MpoGUIAKTHYHO JieYeHUe IIPU U3KITFOUUTEITHH
o0cTosITeNCTBa - HAIPUMEp, aKO UMa TII00aTHa eMUAeMHs OT TPHUII (TPHUITHA naHOemus) N
CE30HHATA I'PHUITHA BAKCHHA HE OCUTYPsIBA JIOCTAThYHA 3aIlUTA.

Tamiflu ceappika o3enTaMuBHp, KOWTO CE OTHACSA KbM TPyIIa JEKapCTBa, HAPSUSHH UHXUOUMOPU HA
Hespamunudaszama. Te3u JeKkapcTBa MPeIOTBPATABAT PA3NPOCTPAHCHUETO HAa TPUITHUS BUPYC B
opranusma. Te momarart 3a oOnekuaBaHe WK MPEIOTBPATABAHE HA CHMITOMHTE HA TPUITHATA BUPYCHA
UHpEKIS.

Wudnyennara, 0OMKHOBEHO HapU9aHa rPUI, ¢ HH(EKIUs, MpUIHHEHa OT BUpyc. [Ipu3HanuTe Ha
TPHIIa 9eCTO BKIIFOUBAT BHE3AITHO MOBHIIIEHa TeMmiepatypa (Hazx 37,8°C), kannuma, xpema,
TJ1aBO0OIKE, MYCKYJTHA OOJIKH ¥ MHOTO CHJIHA yMOpa. Te3u CHMITTOMH MOKe Jia ca MPEN3BUKAHU H
ot apyru uHdpekuu. ctuHckaTa rpuHa HHOEKIHS ce TIOsSBSIBa CaMo 10 BPEME Ha €XKETOTHUTE
ENUJIEMHH, KOTaTO TPUITHUTE BUPYCH CE Pa3NpOCTPaHsIBAT B OOIIECTBOTO. MI3BbH €MUIEMUYHUTE
MEPUOJIN TPUTIONOJIO0HHUTE CUMITTOMU OOMKHOBEHO e TIPUYMHSIBAT OT pasiueH BUJI 3a00JIsIBaHE.
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2. Kaxkso TpsoBa aa 3Haerte, npeau Aa npuemere Tamiflu

He npuemaiite Tamiflu

o aKo CTe AJePrudHHU (CEPHLXUYECMEUMENHI) KbM 03eITaMUBUD WU KbM HIKOSI OT OCTAHAIUTE
cbctaBku Ha Tamiflu, u3dpoenu B Touka 6.

TI'oBopete ¢ Bamus jiekap, ako ToBa ce otHacs 10 Bac. He npuemaiite Tamiflu.

Ipexynpe:xxaeHust U NpeANa3sHU MePKH
IIpenu na mpuemete Tamiflu, HempeMeHHO yYBEeIOMETE JIEKaps, KOUTO TO MIPEAIHICBA

o aKo CTe aJIeprM4YHU KbM APYIH JeKapcTBa

. aKo umare npodsaemu ¢ 0bOpeuuTe. B TakbB ciryyait Moxe 1a e HeobxoauMo no3ata Bu ga ce
KOpHUTupa

o aKo MMaTe Te:KKO0 3200J1sIBaHe, KOETO Hajara He3abaBHO IMOCTHIIBAaHE B OOJTHUIIA

o aKo MMyHHaTa Bu cucrema He paboTu

o aKo MMaTe XpOHUYHO ChP/IeYHO 3a00JisiBaHe 1M 3200/IABaHe HA IMXaTeJTHUTE MbTHINA.

ITo Bpeme Ha neuenueto ¢ Tamiflu, yBenomere Jexapst He3abaBHO:

o aKo 3a0eJIeKUTE IPOMEHH B ITOBEICHUETO MIIH HACTPOCHUETO (HEeBPONCUXUYHU UHYUOCHML),
0co0eHO MpH Jenia 1 roHomH. ToBa MOjKe [1a ca MPU3HAIIK Ha PEIKH, HO CEPHO3HHU HE)KEITaH!
peaKIyu.

Tamiflu He e BakcHHa MPOTHUB I'PpUN

Tamiflu He e BakcuHa: Tol eKyBa HH(EKIHUATA MM MPEAOTBPATSABA PA3IPOCTPAHCHUETO HA TPUITHUS
Bupyc. Bakcunara Bu naBa antutena cpenty Bupyca. Tamiflu Hsima na npomMeHHu e(heKTHUBHOCTTA Ha
MIPOTUBOTPUITHATA BAKCHHA U Bammar nekap Moxe /1a BU MPEATNHUIIE U ABETE.

Jpyru aexapersa u Tamiflu
Nudopmupaiite Bamwst nexap unu papMareBT, ako IprueMaTe JpyrH JeKapcTBa, WM HACKOPO CTe
npreMali TakuBa. ToBa BKIIIOYBA JIEKapCTBa, OTIyCKaHu 0e3 perenTa. CleJHUTE JeKapcTBa ca
0COOCHO BaXKHU:

e XJIOpIIpOnaMuI (M3MO0JI3Ba ce 3a JeYeHne Ha auader)

e MeToTpeKcat (M3I03JIBa ce 3a JICYUEHUE HaIp. HAa PeBMATOUICH apTPUT)

o (heHmIOyTa30H (M3MOJI3BA CE 32 JICUCHHE Ha O0JIKa U Bh3IMAJICHHUE)

e npoOeHenu 1 (M3M0JI3Ba ce JICUYeHNE Ha TIOAarpa)

BpeMeHHOCT 1 KbpMeHe
TpsioBa na yBemomure Barms nekap, ako cre OpeMeHHa, cMsTaTe, 4e MOXKe Jja CTe OpeMeHHa WK
TuTaHUpaTe OPEMEHHOCT, 3a J1a MOXKe JieKapsIT aa pemn aanu Tamiflu e mogxonsi 3a Bac.

EdexTture BEpXy KbpMaueTaTa Ha €CTECTBEHO XpaHEHE He ca n3BecTHU. TpsiOBa na yBenomure Bamus
JeKap, ako KbpPMUTE, 3a 1a MOKe JieKapAaT J1a pemu ganu Tamiflu e moaxozsuy 3a Bac.

IlocwkBeTBaiiTe ce ¢ Bamms nekap wim dapMaieBT Ipean yrmoTpedaTa Ha TOBA JIEKapCTRO.

Hlodupane u padoTa ¢ MAIIUHU
Tamiflu HAMa edexT BbpXy criocoOHOCTTA 3a moQupaHe Uil padoTa ¢ MaIIWHH.

Ba:xkna ungopmanusi 3a HAIKOH 0T chbeTaBkuTe Ha Tamiflu

Tamiflu ceabprka copduror.

CopOuTonsT € M3TOYHUK Ha (PpykTo3a. Axo BamusT nekap Bu e ka3an, ye nMaTe HETIOHOCHMOCT KbM
HSIKOM 3aXapH WK ako Bu e mocTaBeHa Tuarno3a HacjeICTBeHa HETOHOCUMOCT KbM ¢pykTo3za (HHD,
PSIKO TeHEeTUYHO 3a00JIsIBaHe, IPY KOETO YOBEK HE MOXeE Jla pasrpax/a GppyKkros3ara), FOBOpeTe ¢
Bamms nexap npeau ga npuemare WM Ja MoJyduTe TOBa JEKapCTBO.

CopOuTONTBT MOXKE A3 MPUYMHU CTOMAITHO-YPEBEH AUCKOM(OPT 1 UMa JIeK cnabuTesneH edekT.

5 ml ozentamuBmp cycnensus chabpka 0,9 g copouron.
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7,5 ml o3enTamuBup cycreHsus cbabppika 1,3 g cOpOUTOIL.
10 ml o3enTamuBup cycnensus cpabppika 1,7 g copouTon.
12,5 ml o3enTamuBHp cycrneH3us cbabpika 2,1 g copouTo.

Tamiflu ceapprka HaTpreB OeH30aT.

Harpuesusar 6enzoat (E211) Mmoxe mga 3acmim XbJITeHUTIATA (TIOKBITSIBAHE HA KOYKAaTa U OUUTE) MPHU
HOBOpOJIeHHTE (10 4-ceIMUYHA BB3PACT).

5 ml ozentamMuBHp cycnieH3us Chabpka 2,5 My HaTpreB OeH30aT.

7,5 ml ozentamMuBHp CycnieH3us Chabpka 3,75 mg HaTpueB OEH30aT.

10 ml ozentamuBHp cycnieH3us chabpka 5,0 Mgy HaTpreB OeH30aT.

12,5 ml o3entamuBup cycneHsus chabpka 6,25 Mg HaTpueB OeH30aT.

Toga jiekapcTBO ChIbpika mo-mManko oT 1 mmol marpuii (23 mg) B eana 103a (Bb3 OCHOBA Ha
MaKCcHMaJHaTa J03a 75 MQ), T.e. MOXKe J1a Ce Kake, e MPAKTUIECKH He ChIIbpKa HATPHIA.
3. Kak ga npuemare Tamiflu

[TpuemaiitTe TOBa JIEKapCTBO TOYHO KakTO Bu e kazanm Bamusat sexap. AKO HE CTE CHTYPHHU B HEIIIO,
nonutaiite Bamms nekap wiu dpapManenT.

Bunaru usnosnsBaiite nepopaiHus 103aTop, KOUTO € MPUIIOKEH B KYTHUSTA U € TpaJyupaH Taka, 4e Ja
mokasBa no3ata B Mumwatpu (ml).

B3emere Tamiflu KOJIKOTO € BB3MOXKHO MO-CKOPO, Hail-100pe B paMKHUTE Ha JIBa JHU OT HAYaJOTO Ha
TPUITHUTE CUMIITOMH.

[IpenopbunTennu 1031

3a JieyeHue HA IPHI, TIpUEMaiiTe ABe 103U MHEeBHO. OOMKHOBEHO € yI00HO J1a ce mpreMa e/1Ha 1032
CYTpUH U eiHa Beuep. BaxHo e 1a ce 3apbpIuM neJust S-1HeBeH Kypc, I0pH U ako Obp30 3all0YHETE
Jla C€ YyBCTBaTe MO-100pe.

[IpumanuenTn che cnaba UMyHHA CHCTEMA JICUEHHUETO Iie Mpoabiiku 10 qHm.

3a npodguaakTHKa HA TPUI WM cJIe[ KaTo cTe OMJIH B KOHTAKT ChC 3apa3eHo Julle, prueManTe
eHa 71032 JTHEBHO B ipoabpkeHue Ha 10 man. Haii-moOpe e fma s B3emaTe CyTpHH ChC 3aKycKaTa.

[Ipu crienualiiy cUTYyaluy, KaTo MIKPOKO PA3MPOCTPAHCHUE HA TPUIIA WITK TIPU TAIIMEHTH ChC cliada
MMyHHA CHUCTEMa, JICYCHHETO IIie MPOIBIDKH 110 6 min 12 ceamuny.

[IpenopbunTeHATA 1032 CE OCHOBABA HA TEJECHOTO TErJIo HAa mamueHnTa. TpsOBa a u3nona3sare
koinuecTBoTo Tamiflu, koeto Bu e npeanucano ot nekapst. Xopa, KOUTO UMAT 3aTPyJHEHHE C TIpueMa
Ha KaricyJi, MOTaT J1a M3M0JI3BaT IepopaiHa CycleH3ns. BikTe HHCTPYKIIMHUTE Ha clieaBaaTa
CTpaHMIIa 32 IPUTOTBSIHE U TABaHE Ha J]03aTa.

Bmpacnm | I0HOIIM Ha 13 roOAMHU U MO-T0JIEMHU

TesiecHo Terso Jleyenune Ha rpum: Jleyenue Ha rpun IIpo¢punakTuka HA
1032 (MMYHOKOMNIPOMETHPAHH | I'PHIL:
3a 5 OHu namueHTH): Jo3a
o3a 3a 10 onu
3a 10 onu™
40 kg wu moeue | 12,5 mI** gea nbtr 12,5 mI** gBa i mHEBHO | 12,5 mI** Begubxk
JTHEBHO JTHEBHO

*3a nayuenmu cvc craba umynna cucmema neveruemo e 10 onu
**12,5 ml ce npucomes om doza om 5 ml nuioc doza om 7,5 ml
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Jeua ot 1 no 12 ropunn

TeecHo TerJjo

JleyeHue HA rpum:
J03a
3a 5 oHu

JleueHue Ha rpun
(MMYHOKOMIIPOMETHPAHH
MAlUEeHTH):

J03a

3a 10 onu™

IMpopunakTuka Ha
rpum:

703a

3a 10 onu

10 kg mo 15 kg

5,0 ml nBa mbTH THEBHO

5,0 ml nBa mbTH THEBHO

5,0 ml BenHbX THEBHO

JTHEBHO

JTHEBHO

JTHEBHO

Han 15 kg, no 7,5 ml gBa et nHEeBHO | 7,5 Ml nBa mpTH AHEBHO 7,5 ml Be1HBXK THEBHO
23 kg

Han 23 kg, mo 10,0 ml nBa reTH 10,0 ml xBa rpTH HHEBHO 10,0 ml BemHbX) MHEBHO
40 kg JTHEBHO

Han 40 kg 12,5 ml** gBa meTH 12,5 ml** gBa meTH 12,5 mI** Benubx

*3a deya cve cnaba umynna cucmema nevyenuemo e 10 onu
**12,5 ml ce npucomes om doza om 5 ml nwoc doza om 7,5 ml

Kbpmauera nox 1 roquna (0 xo 12 mecemna)
IMpunoxennero Ha Tamiflu mpu kbpMadera Ha BB3pacT mox 1 roauHa, 3a MPOGUIAKTHKA HA TPHIT IO
BpEMe Ha IpHITHA eMUAEeMHs, TPsIOBa Jla Ce OCHOBaBa Ha MpEIeHKAaTa Ha JIeKapsi, CJIe KaTo Ce B3eMe
MpeIBU I MOTEHIMAIHATA 1T0J13a CIPSAMO MOTECHIIHATHUS PUCK 32 KbPMAUETo.
3a onpeieNsiHe Ha JI03aTa P KbpMaveTa Ha Bb3pact 1moj 1 rojuHa, 3a KOUTo ca Heobxoaumu 1-3 mi
Tamiflu mepopanna cycniensus, TpsOBa 1a ce U3MoJ3Ba repopaieH go3arop ot 3 Ml (rpaxyupan Ha
nenenust ot 0,1 ml).

Tesecno Jleyenune Ha rpun: | Jledenne Ha rpun Ipo¢puinakruka Ha | Pazmep Ha

TerJio 1032 (MMYHOKOMIIPOMETHPAHU | TPHIIL: Ja03aTopa,
3a 5 OHu NaNMeHTH): Jo3a KOWTO 112 ce

J103a 3a 10 onu H3I10/13BA
3a 10 onu™

3 kg 1,5 ml nBa me™!H 1,5 ml nBa meTH AHEBHO 1,5 ml Begabx) 3ml
IIHEBHO IIHEBHO

3,5 kg 1,8 ml gBa neTH 1,8 ml gBa BTH JHEBHO 1,8 ml BenubxK 3ml
JIHEBHO JIHEBHO

4 kg 2,0 ml nBa mpTH 2,0 ml 1Ba mbTH THEBHO 2,0 ml BemaBXK 3ml
IIHEBHO IIHEBHO

4,5 kg 2,3 ml gBa neTH 2,3 ml gBa IbTH THEBHO 2,3 ml BenubXK 3ml
JIHEBHO JIHEBHO

5 kg 2,5 ml nBa mpTH 2,5 ml 1Ba mbTH THEBHO 2,5 ml BemaBXK 3ml
IIHEBHO IIHEBHO

5,5 kg 2,8 ml gBa neTH 2,8 ml gBa mbTH THEBHO 2,8 ml BenubxK 3ml
JIHEBHO IIHEBHO

6 kg 3,0 ml gBa pTH 3,0 ml xBa mbTH THEBHO 3,0 ml BemHBXK 3ml
IIHEBHO IIHEBHO

>6m07kg | 3,5ml aBa mpTH 3,5 ml 1Ba mpTH THEBHO 3,5 ml BenaBXK 10 ml
JIHEBHO IIHEBHO

>7 no 8 kg | 4,0 ml aBa mpTH 4,0 ml gBa T THEBHO 4.0 ml Bequbxk 10 ml
IIHEBHO IIHEBHO

>8mo9kg | 4,5ml aga mpTH 4.5 ml 1Ba bTH THEBHO 4.5 ml BegabXK 10 ml
JIHEBHO JIHEBHO

> 9 no 5,0 ml a1Ba pTH 5,0 ml 1Ba mpTH THEBHO 5,0 ml BenubxK 10 ml

10 kg JIHEBHO JIHEBHO

*3a nayuenmu cvc craba umynna cucmema nevenuemo e 10 onu

AKO cTe mpHeJH MmoBeye oT HeodxoaumaTa go03a Tamiflu
Cnpere npuema Ha Tamiflu u ce cBbprkeTe HE3a0aBHO ¢ JieKap WK (apMaIeBT.
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B moBeueTo cirydaun Ha Ipeo3upaHe MalMEeHTUTE He ChOOIIaBaT 3a HEXKEJIAHU JICKAPCTBEHN PEAKIIHH.
Koraro ca qokiaBaHu HEXEJTaHW PEaKIiu, Te ca OMIH MOJO0HH Ha TE3H KaTo IPH HOPMAHHTE JI03H,
KOWTO Ca OMKMCAHH B TOYKa 4.

IMo-yecTo ce choOIIaBaT ciayyan Ha MPeJI03UPaHe MPH Je1a, OTKOJIKOTO IPH Bh3PACTHH U FOHOIIIH.
IIpurotesiHero Ha Teden Tamiflu TpsOBa ma ctaBa BHUMATENHO, KAKTO U Ipuiaoxkenuero Ha Tamiflu
Karcyiu win teden Tamiflu mpu mema.

AKko cTe npomycHaau 1a npuemere Tamiflu
He B3emaiiTe qBOMHA /1032, 32 1a KOMIIEHCUPATE MPOITyCHATa J103a.

Axo cTe cripesin mpuemMa Ha Tamiflu

Hsima Hesxxenanu peaxiyu, koraro cnpete npuema Ha Tamiflu. Ho ako Tamiflu ce cnipe mo-pano
OTKOJKOTO Bammsat nekap Bu e xa3an, ciMOTOMHTE Ha TpHIla MOXKeE J1a ce BbpHAT. Bunaru
3aBbpIBaiiTe Kypca Ha Je4eHHe, pe/nucan oT Bammus nekap.

AKO UMaTe HSIKAKBU JIOITBJIHUTEITHH BBIIPOCH, CBBP3aHH ¢ yoTpebara Ha TOBa JIEKapCTBO, IOMHUTANTE
Bammus nexap niu ¢papmMarenT.

4.  Bb3MO:KHM HeKeJIaHH pPeaKkuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPEAN3BHUKA HEKECIaHNU pCaKIUH, BBIIPEKU Y€ HC
BCCKH I' TIOJTy4aBa. MHoro ot HEXKEJTaHUTE pcaknuunu, I/I36p06HI/I mo-aA0J1y, MOXKE J1a Ca NPpCAN3BHUKAHU
ChIIO U OT Ir'puIia.

CremuuTe CEpHO3HU HEKETaHN PEakiMy ca ChoOIaBanu psaako, otkakto Tamiflu e na mazapa:

. AHaQUIaKTHYHH U aHADUIAKTOWIHN PEAKINH: TEXKKHU aJIeprUIHN PEeaKIiH C TOIyBaHe Ha
JIMIIETO U KOYKaTa, ChpOsIIl OOPUB, HUCKO KPHBHO HAJIATAHE U 3aTPYIHEHO JUIIAHEe

. YepHopoOHu HapylieHus (PyIMHUHAHTEH XEIATUT, HAPYIIICHUE HA YepHOAPOOHATA (PYHKIIUS
U KBJITCHHIIA): TIOKBITABAHE Ha KOXKaTta U OsSJI0TO Ha OYHTE, IIPOMSIHA Ha IIBETA Ha
U3MPaKHEHUSITA, IPOMSIHA B MOBEJACHUETO

e  AHIMOHEBPOTHYCH €/IEM: BHE3AITHO TEKKO MOyBaHE HA KOKaTa OCHOBHO B 00JIacTTa Ha
rJ1aBaTa | IIHATA, BKIIOYUTEIHO OYUTE U €3UKa, ChC 3aTPYJHEHO IHIIAHE

. Cunzapom Ha CTUBBHC-/[)KOHCHH U TOKCUYHA €MHICPMAIHA HEKPOJIM3a: TEXKKA
’KUBOTO3aCTpaIllaBalla aleprudHa PEaKIusl, TEKKO Bb3MaJeHHE Ha KOXKATa U JIMTABUIIUTE,
3aI104BAaIIl0 C TPECKA, Bbh3MAJICHHE Ha I'bPIIOTO, YMOPA, KOKHU OOPHBHU, KOKTO BOJIAT JI0
nosiBaTa Ha KOYKHU MEXypH, 00eJIBaHe, CBIIMYaHe Ha TOJIEMHU MIOBLPXHOCTH OT KOXa,
BB3MOXHHU 3aTPYAHCHUA B JUITAHETO U HUCKO KPHBHO HAJIATaHE.

e  KbpBeHE OT CTOMAIIHO-YPEBHUS TPAKT: MPOABIKATEIHO KbPBEHE OT Ae0CI0TO YSPBO HIIH
IUTFOCHE Ha KPbB

e  HeBporncuxu4yHU HAPYIICHHS, OMIUCAHH T10-/10TY.

AKo 3a0eJie;KNTe HIKOW OT T€3H CHMIITOMHU, MOThpceTe He3a0aBHO MeTUIMHCKA MTOMOIII.

Haii-yecto (MHOTO YeCcTH U YeCTH) ChOOIIaBaHUTE Hexelanu peakiuu Ha Tamiflu ca ragene wiu
MTOBPBINaHEe, CTOMAITHN OOJIKH, CTOMAIITHO pa3CTPOMCTBO, TIIaBoOore 1 O60nka. Te3n Hexemanu
peakiuu ce HabroIaBaT NpeAMMHO CIIe/I IbPBATa JI03a OT JEKApCTBOTO M OOMKHOBEHO CITHPAT C
MPOABIDKABAHETO Ha JICYCHHETO. YecToTaTa Ha TE3U peaklluu Ce HaMaJIsABa, aKo JICKAPCTBEHUST
MPOJIYKT Ce MpreMa ¢ XpaHa.

Penku, HO CepHO3HM PeaKIUU: MOThPCETEe BETHATA JIEKAPCKA MOMOII

(Te moace oa 3aceenam 0o 1 na 1 000 oyuu)

ITo Bpeme Ha nevenne ¢ Tamiflu, mma cbo0MIEHMS 32 peIKH CHOUTHS, KOUTO BKITIOUBAT
e ['bpuoOBe U JENUPHYM, BKIFOUYUTEITHO IPOMEHEHO HUBO HA Ch3HAHUE
e  OOBpKaHOCT, HCOOMYATHO TTOBECHHE
e HanynHocTH, XamIOIUHAIINY, BH30Y1a, TPEBOXKHOCT, KOIIIMAPH
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Te3u cpOuTHS ce chOOIIABAT MPEUMHO NPH JEla M FOHOIIN U YECTO 3al0YBaT BHE3AITHO U
oT3ByuaBat 0bp30. HsKOJIKO citydasi ca JOBEJIH 10 caMOHApaHsIBaHe, HAKOU OT KOUTO ¢ (aTalieH
u3xo/. TakuBa HEBPOIICMXHYHU CHOUTHS C€ ChOOIIABAT CHIIO M IPH MALMSHTH C TPUII, KOUTO HE ca
npuemanu Tamiflu.

e [lamuenTure, 0cOOCHO JeIa M IOHOIIH, TPsIOBa J1a ce HaOJI0JaBaT BHUMATEITHO 32 MOsIBa Ha

OINMCAHUTE M0-TOPE MPOMEHH B ITOBE/ICHUETO.

AKo 3a6es1e’KHTe HAKOHM OT T€3W CHMIITOMH, OCOOSHO TIPH TI0-MJIaI1 XOpa, MOThpceTe He3a6aBHO
JIeKapcKa MoMoll.

Bbspacnm H IoHOIIM Ha 13 roaMHU 1 MO-T0JIEMH

MHOro 4ecTH HeKeJaHH peaKnu

(mooice 0a 3acecnam noseue om 1 na 10 oyuiu)
e ['nmaBoGomue
e Tlanene.

YecTH HexKeJIAHU Peakuuu
(moarce 0a 3acecnam oo 1 na 10 oywu)
e Dbponxur
Xeprec Ha YCHHATE
Kamunia
3amaiiBaHe
Bucoka Temnepartypa
bonka
bonka B kpaitHuLnTE
Xpema
bescbHue
Bs3naneno repio
CromamrHa 60ska
YMmopa
[IpnHOTA B TOpHATA YacT Ha KOpeMa
WHpekiuy Ha TOPHUTE AUXATEIHU IHTHINA (Bb3MATIEHH HOC, ThPJIO U CHHYCH)
Jlomo xpaHocMusnane
IToBpbiasne.

HeuecTn He:keJlaHU peaKkUun
(mooice 0a zaceenam 0o 1 na 100 oyuu)
e AJepruyHu peakuuu
IIpomMeHEeHO HUBO Ha Ch3HAHUE
I'spu
Hapymienus Ha cbpaeyHHS pUTHBM
Jlexu 10 TeXKH HapylIeHHus Ha YepHOApOOHaTa PyHKIHS
Koxxnu peaknuu (Bb3naneHne Ha KOXKarta, YepBeH U ChpOsI OOpUB, CBIMYAHE Ha KOXKATa).

Peaxu Hexes1aHU peakIun

(mooice 0a saceenam 0o 1 na 1 000 oyuiu)
e TpombOoruTonenus (HUCHK Opoii TPOMOOIINTH)
e 3pUTENHU HAPYIICHHUS.

Jeua ot 1 10 12 roqusn
MHOro 4eCTH HeKeJaAHH peaKInu
(mooice 0a zaceenam noseue om 1 na 10 oyuu)

e Kamnuumna
e 3amymBaHe Ha HOCa
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e [loBpbmane.

YecTH HexeTaHU PeaKIuu
(mooice 0a 3aceenam 0o 1 na 10 Oyuiu)
o KOHIOHKTHBHT (3auepBsiBaHE HA OUNTE U CEKPEITHS MIIA OOJIKA B OKOTO)
Bb3nanenue Ha yXoTo U ApYTH HapyLIEHUs HA yXOTO
I'maBoGonme
lanene
Xpema
CromariHa 0oJika
[IenHOTA B rOopHaTa 4acT Ha KOpema
Jlomo xpaHocMunase.

He4vecTu HekeJIaHH peaknuu
(moorce 0a 3aceenam 0o 1 na 100 oywu)
e Bwn3nanenue Ha Koxkarta
e Hapymenue Ha ThlaHYeBaTa MeMOpaHa (THIIAHYETO).

Kbpmauera noa 1 roguHa

CroOmieHnTe HeXKeIaH! peakIny pHu KbpMadeTa Ha Bb3pacT ot 0 10 12 mecena, ca mpeIuMHO
MoTOOHM Ha HEXEJIaHUTE PeaKI|K, ChOOIIECHH MPH TO-TOJIEMH Jielia (Ha Bh3pacT | rouHa WiM Io-
rojemu). OCBEH TOBa MMa ChOOIICHMSI 32 TUapusi U OOPUB OT MEJICHU.

AKO HAKOS OT HEe)KEJIaHUTE JICKAPCTBEHH PEAKINU CTAaHE CEPUO3HA WU 3a0eJIeKUTE IPYTH,
HEOIMCAHU B Ta3M JINCTOBKA HEXEJAHU peakiuy, yBegomere Bammns nexap win papmanent. OGaue,
e ako Bue niu Bamero 1ere noBpbiaTe MHOrOKpPaTHO WX
® aK0 CHMITOMHTE HA FPHUII Ce BJIOIIABAT MJIM BHCOKATA TeMIlepaTypa NpoAbJKaBa
YBenomere Bamus Jiekap KOJIKOTO ¢ Bb3MOKHO II0-CKOPO.

Cho011aBaHe HA HeKEJIAHU PpeaKIuu

AKO nosryunTe HJIKaKBU HEXXEJIaHU JIEKapCTBEHU peakluy, yBeaomere Bamus nekap. Tosa Bkitousa
BCUYKH Bb3MOXKHU HEOIMCAHU B Ta3U JIUCTOBKA HEKEJIaHU peakuuu. MoxeTre chIlo Ja ChoOLuTe
HE)KEJIaHU Peaklyy TUPEKTHO Ype3 HAIlMOHAHATa CUCTEMa 3a ChOOIIaBaHe, IIOCOUYCHA B
[punoxenue V. Karo chobmaBare HexenaHu peakLyy, MOXKETE J1a JaJeTe CBOsI MPUHOC 3a
[OJIy4aBaHe Ha IoBeue MH(POpMalKs OTHOCHO 0€30I1acCHOCTTa Ha TOBA JIEKAPCTBO.

5.  Kak aa cexpansisate Tamiflu

I[a CC CbXpaHsABa Ha MACTO, HCAOCTHITHO 3a ACHA.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOHOCT, OTOEIsA3aH BEPXY KaAPTOHEHATA ONAaKOBKA H
oyrtunkata cies ['ogen 10. CpoKbT Ha TOJHOCT OTrOBapsi Ha MOCIEHHS ACH OT MOCOUCHHS MECEIL.

[Ipax: [la He ce cpxpansBa Hazg 30°C.
Cren mpuroTBsiHe, aa ce cbxpanssa o 25° C B npoabipkenue Ha 10 gHu.

He HSXBLpHﬂﬁTe JICKApCTBATa B KaHAIM3aluATa UJiu B KOHTeﬁHepa 3a JOMAIllHM OTIIaaAbIIn.

Ilonuraiite Bamms Q)apMaueBT KakK J1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC M3IIOJI3BATC. Te3nu
MCPKHU 1I€ CIIOMOIrHaT 3a OIla3BaHC Ha OKOJIHATa Cpcaa.
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6. Cpabp:kaHHe HA ONAKOBKATA M JONBJIHHTE]IHA HHpOpMaNUs
Kakso ceabpxa Tamiflu

o AKTHUBHOTO BEIIECTBO € 03enTaMuBUp (6 mg/ml ozentaMuBHp ciell pa3TBapsHe).

o Hpyrute cberaBku ca: copouton (E420), natpueB nuxunporen nurpat (E331[a]), kcantanosa
ryma (E415), narpues 6enzoar (E211), 3axapun Hatpuii (E954), Turanos auokcun (E171) n
apomarT Ha IUT0/I0Be (BKJIIOYBAII MAJTOACKCTPHHH [IapeBHIIa], MPOMMIICHIJINKOI, TyMa apabuka
E414 n HaTypamHO-MIEHTHYHU apOMaTH [ChCTOSIIM Ce MIPEeIUMHO OT apoMaT Ha OaHaH, aHaHAC
U 1packoBal).

Kak H3TJICKIAA Tamiflu u kakBo CbADbpPiKa OIIaKOBKaTa

Hpax 3a IIepopajHa CYCIICH3UA

Han’I)T IpeaACTaBJIsABa I'paHyJiaT UK CJICTHAI CC I'paHyJiaT C O J0 CBECTJIOXKBJIT IIBAT.

Tamiflu 6 mg/ml mpax 3a nmepopajHa CycleHsus ce npeaiara B OyTHIKa, Chabpkaiia 13 g mpax,
KOWTO TpsIOBa 1a ce cMecu ¢ 55 ml Boga.

Kyrusra ceaspka u 1 mmacrMacoBa Mepurenta kanndka (55 ml), 1 mmactMacoB amanrop 3a OyTHika
(3a 1a Bu ynecHu 1a U3TErMTe JEKapCcTBOTO B j03aTopa), 1 miiacTMacoB mepopajieH n1o3atop ot 3 mi
u 1 mactMacoB nepopaieH go3zatop ot 10 ml (3a na npuemeTe NpaBUITHOTO KOTHMYECTBO OT
JIEKapCTBOTO Tpe3 ycTara). BppXy mepopanHus 103aTop MMa O3HAYEHHS 3a J03aTa Ha JISKapCTBOTO B
mumaatpu (Ml) (BiokTe durypute B Yrazanus 3a nompebumens).

3a HOI[pO6HOCTI/I OTHOCHO IIPUTOTBAHCTO Ha NE€popaiHaTa CyCIICH3UA U KaK a OTMCPUTC U A
IMPUEMETE JICKApPCTBOTO, IPOYECTETE Yxazanus 3a nompe6umeﬂﬂ, Ha cji€gBaljaTa CTpaHuIia.

IIpuTtexaTes1 Ha pa3pelIeHHETO 32 yIOTPeda M MPOM3BOIUTET
Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

T'epmanus

Roche Pharma AG
Emil-Barell-Str. 1

D-79639 Grenzach-Wyhlen
I'epmanus

3a AOIBIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTABUTEN HAa PUTEKATENSI HA Pa3pelICHHETO 3a yrnoTpeda:

Belgié/Belgique/Belgien Lietuva

N.V. Roche S.A. UAB “Roche Lietuva”
Tél/Tel: +32 (0) 252582 11 Tel: +370 5 2546799
Bouarapus Luxembourg/Luxemburg
Pomr Bearapus EOO/T (Voir/siehe Belgique/Belgien)
Ten: +359 2 818 44 44

Ceska republika Magyarorszag

Roche s. r. 0. Roche (Magyarorszég) Kft.
Tel: +420 - 2 20382111 Tel: +36 - 1 279 4500
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Danmark
Roche Pharmaceuticals A/S
TIf: +45 - 36 39 99 99

Deutschland
Roche Pharma AG
Tel: +49 (0) 7624 140

Eesti )
Roche Eesti OU
Tel: + 372 -6 177 380

EALGoo
Roche (Hellas) A.E.
TnA: +30 210 61 66 100

Espafia
Roche Farma S.A.
Tel: +34 -91 324 81 00

France
Roche
Tél: +33 (0) 147 61 40 00

Hrvatska
Roche d.o.o
Tel: +3851 4722 333

Ireland

Roche Products (Ireland) Ltd.

Tel: +353 (0) 1 469 0700

Island

Roche Pharmaceuticals A/S
c/o Icepharma hf

Simi: +354 540 8000

Italia
Roche S.p.A.
Tel: +39 - 039 2471

Kvnpog
I'.A Ztopdtng & X At.
TnA: +357 -22 76 62 76

Latvija
Roche Latvija SIA
Tel: +371 - 6 7039831

Malta
(See Ireland)

Nederland
Roche Nederland B.V.
Tel: +31 (0) 348 438050

Norge
Roche Norge AS
TIf: +47 - 22 78 90 00

Osterreich
Roche Austria GmbH
Tel: +43 (0) 1 27739

Polska
Roche Polska Sp.z o.0.
Tel: +48 - 22 345 18 88

Portugal
Roche Farmacéutica Quimica, Lda
Tel: +351 - 21 425 70 00

Romania
Roche Roménia S.R.L.
Tel: +40 21 206 47 01

Slovenija
Roche farmacevtska druzba d.o.o.
Tel: +386 - 1 360 26 00

Slovenska republika
Roche Slovensko, s.r.o.
Tel: +421 - 2 52638201

Suomi/Finland
Roche Oy
Puh/Tel: +358 (0) 10 554 500

Sverige
Roche AB
Tel: +46 (0) 8 726 1200

United Kingdom (Northern Ireland)
Roche Products (Ireland) Ltd.
Tel: +44 (0) 1707 366000

JlaTa Ha mocJIeAHO mpepa3riexkaane Ha sucropkara {MM /I'TTT}.

Ho;[p06Ha I/IH(l)OpMaLII/IH 3a TOBa JICKAPCTBO € MPEAOCTABCHA HA ye6caﬁTa Ha EBpOHeﬁCKaTa arcCHIus

1o JiekapcTBaTta : http://www.ema.europa.eu.




Yka3zanus 3a norpeodurens
Nma nBa erana 3a npuemane Ha Tamiflu mepopanua cycrieHsust.

1 eran: IlpurorBere HOBa OYTHJIKA OT JIEKAPCTBOTO
Korato cu B3eMate pernenrata, BamusaT ¢papmarieBT MoxKe Ja € MPUTOTBUI JIEKApCTBOTO 3a Bac.
Ako He e, Bue Moxe NecCHO /1a TO HampaBuTe caMu. BinkTe mbpBuUs HA0Op OT yKa3aHMUsL.
Heo0xoaumo e 1a HanpaBuTe TOBA CaMO BeIHB3K, B HAYAIOTO Ha Kypca Ha JICUeHHE.

2 eran: U3mepeTe u gaifiTe TOYHATA 1032
PasknaTtere 1o0pe cycnieH3usATa U U3TETIIeTe MOAXO0sIIaTa IPEeNoPbUYUTENHA 1032 B 03aTOpa.
Bmxre BTOpHs HabOp OT yKa3anusa. Bue me Tpsa6Ba 1a mpaBuTe TOBAa BCEKH BT, KOTATO UMATe
Hy’K7a OT J103a.

1 eTan: IlpurorBere HOBa OYTHJIKA OT JIEKAPCTBOTO

IIle nmaTe Hy>Aa OT:
e Byrunkata, ceappxkamna Tamiflu mpax (B omakoBkara Ha JieKapcTBOTO)
e Kamaukara Ha OyTHiIKaTa (B OMTAKOBKATA HA JIEKAPCTBOTO)
e [InactmacoBa MepuTellHa KaHUYKA (B OMTAKOBKATA HA JIEKAPCTBOTO)
e [InactmacoBus agantop 3a OyTHIKaTa (B OIaKOBKaTa Ha JIEKAPCTBOTO)
e Bona

il Kamayka

ajganTop 3a OyTuiaKara

Mepmem{a KaHHYKAa
55 ml
JIMHUSA HA
HAN'LJIBAHE

. IHotynaiite OyTHJKaTa, 32 1a ce pa3poXKa mpaxa
[TorymnaiiTe 1eKo 3aTBOpeHaTa OyTHUIIKA HAKOJIKO ITBTH, 3a [a C€ pa3poXKa MpaxbT.

o M3noa3BaiiTe KaHMYKATa, 3a 1a orMepute 55 Ml Boga
MepuTenHata KaHWYKa, PEIOCTaBEHA B OMTAKOBKATA, MIMa MapKUpaHa JMHUS, KOSTO MOKa3Ba
TOYHOTO KOJHUYECTBO.
Hambnrere st ¢ BoJa 10 03HAYEHOTO HUBO.

. JoGaBeTe HAJI0TO KOJIMYECTBO BOA, 3aTBOPETE H Pa3KJjaTeTe
W3zcuriere ms10TO KOIUYECTBO BOJA OT KaHWYKAaTa B OyTHIIKaTa BEPXY Mpaxa.
Bunaru usnoinssaiite 55 ml Boga, He3aBUCHMO OT 103aTa, KOATO Bu € HeoOxomuma.
ITocraBeTe 0OpaTHO KamaukaTta Ha OyTuikara. PaskiaTere 100pe OyTHIIKAaTa B IPOABLIDKEHUE Ha
15 cexyHu.

. HartucHere agantopa
OTtBoOpeTe OyTHIIKaTa U HATHCHETE alanTopa 3a OyTWIIKaTa 3/I[paBo B I'bPIIOTO M.

. 3aTBOpeTe OYyTHJIKATA OTHOBO
3aBUHTETE ILUILTHO Karmaykara BBpXY rropHaTa 4acT Ha 6YTI/IHKaTa, KOsITO B€Y€ BKJIIFOYBA U
ajanropa.
Taxa 1m1e € curypHo, 4e alanTopbT 32 OYTUIIKAaTa IPUJIATra MPaBUIHO B OYTHIIKATA.
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Cera Beue umare 6ytunka ¢ Tamiflu mepopanna cycnensus, rorosa 3a usMepBane Ha 103a. He TpsioBa
Ja s IPUTOTBSATE OTHOBO, OCBEH aKO HE 3a1104YBaTe HOBA OYTHIIKA.

2 eram: I/I3MepeTe U JaiiTe TOYHATA 1034

Ille mmaTe Hy#X1a OT:
¢ Byrmiaka ot npurorBenus Tamiflu mepopanna cycnen3ust
¢ B 3aBHCHMOCT OT He0OX0MMATA /1032, llle HMaTe HY:KIA OT MepopaHus 103atop ot 3 ml
(opan:xkeBo 6yTano, ¢ nexenus ot 0,1 ml) nian nepopanuus nozarop ot 10 ml (mpozpauno
oyraJo, ¢ nejenus ot 0,5 ml) or onakoBKaTa Ha JIeKapCTBOTO.
e 3a no3u ot 1,0 ml no 3,0 ml Tpsi6Ba na ce uznon3sa nepopanuus gosatop ot 3 Ml. 3a 1o3u Hax
3,0 ml mo 10 ml, Tpss6Ba 1a ce u3mon3ea mepopanaus gozatop ot 10 ml.

Bunaru u3nonsBaiite nepopainug 403aTOp, MPUIIOKCH C Bameto JICKAapCTBO, 3a 1a UBMCPUTC TOUHATA
J03a.

| m— | — |

| Byrano (opaHkeBo) —+—— Dbyrano (npo3pauno)

- 10 ml

Sml

o Pa3knartere Oyrmiikara
[IpoBepere nanu KamaykaTta € CUTypHa | clie]l ToBa paskiarere Oytuikara Tamiflu nepopanna
CYCHEH3HUA.
Bunaru paskiamiaiite 1o0pe npeau ynorpeoa.

o IIpurorBeTe nmepopajaHusi 103aTOP
B 3aBHCHUMOCT OT HEOOXO0qMMAaTa /1033, U3MONI3BaiTe J03aTtopa ot 3 Ml (opamxeBo OyTano) win
nepopanuus gozarop or 10 ml (mpo3pauro OyTano), IpUIOKEHH B OITAKOBKATA.
HaTtucHeTe OyTamoTO JOKpaid KbM BbpXa Ha 103aTOpA.

)

—

1 Byraao
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E
=

|

2
-

2
=

2
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o HanbauHere go3aTopa ¢ TouHaTa /1032
Pa3BuiiTe kamaukara oT OyTHIIKaTA.
BkapaiitTe Bbpxa Ha Ji03aTopa B afanTopa 3a OyTHIIKaTa.
Cren ToBa 00bpHeETE HEJTUsl KOMILIEKT HaxoJy (OyTHiKaTa U J03aTopa 3aeIHo).

’/ \f\..--\j\‘:).
i -

baBno H3I[”bpl'[aﬁTe 6yTaJ'IOT0, 3a J1a U3TCIIIUTC JICKAPCTBOTO B 103aTOpPA.
CnpeTe A0 ACJICHUECTO, KOCTO MMOKAa3Ba HyKHaTa Bu J03a.

I/IsnpaBeTe oeJIusa KOMIIIICKT OTHOBO.

Maxuere A03aTopa OT 6YTI/IJ'IKaTa.

. JaiiTe JexkapcTBOTO B ycTaTa
Wscunere cycrneH3usaTa HalpaBo B yCTaTa, KaTO HaTHCKaTe OyTaJloTO Ha J103aTopa.
YBepere ce, 4e JeKapcTBOTO € IOI'bJIHATO.
Moskere fa nueTe U 1a SAeTe ciel IpueMa Ha JIEKapCTBOTO.

. 3aTBoperte OyTHJIKaTa, CbXpaHsBaliTe 1 Ha 0€30ITACHO MACTO
[locraBeTe 0OpaTHO Kamaykara Ha OyTuiakaTa. ChXpaHsaBaiiTe st HA MACTO, HEJOCTHITHO 3a JIe1Ia.

CoxpansiBaiite iekapctBoto 1o 25 °C 10 10 guu. Biwkre 5 Kak da cvxpanseame Tamiflu Ha
cle/BalaTa CTpaHUIa.

Pasrio6ere go3aropa BeaHara cien npreMa 1 U3IJIaKHEeTe JBETE My YacTH C Teyallla YelMsHa BOJa.
He n3BapsiBaiiTe nepopanHus 103aTop, 3a Ja n3berHere nospenara Mmy. OcraBere fjo3aropa 1a
W3CHXHE MPeJIH ciieBaiara ynorpeoba.

Cewpikere ce ¢ Bamus nexap uinu papManeBT, ako 103aTopbT € M3ryOeH WM TIOBPE/IeH U Te 11ie Bu
MOCHBETBAT KaK J1a MPOABIKUTE Aa puemare Bamero jgekapcTso.
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