NMPUJIOKEHMUE I

KPATKA XAPAKTEPUCTUKA HA IIPOAYKTA



1. HWME HA JIEKAPCTBEHUSA IPOAYKT

Tamiflu 30 mg TBBpaM Kancyau
Tamiflu 45 mg TBbpaM Karncynm
Tamiflu 75 mg TBepau Kancyau

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB

Tamiflu 30 mg TBEpaU Kamcyiu

Bcesika TBBpIa Karcyna chabpka o3entaMuBup Gocdat, KOTo ce paBHsBa Ha 30 MQ 03enTaMHUBUD
(oseltamivir).

3a IBJIHUS CIIMCHK Ha ITOMOIIHUTE BEIIeCTBA BUXKTE TO4YKa 6.1.

Tamiflu 45 mg TBbpaM Karcynu

Bcesika TBBpIa Karcyna chabpika o3entaMuBup Gocdat, KOUTO ce paBHsBa Ha 45 mg 03eNTaMHUBUD
(oseltamivir).

3a MBJIHMS COUCHK HA TTIOMOIIIHUTE BEIECTBA BUXKTE ToukKa 6.1.

Tamiflu 75 mg TBEpAM Karicysiu

Besika TBBp/Ia Karicysia Chabprka ozentamuBup (ocdar, KoiTo ce paBHsABa Ha 75 mg 03eNTaMUBUD
(oseltamivir).

3a MLIHKS COUCHK Ha TIOMOIIHUTE BELIECTBA BUXKTE TOUKA 6.1.

3.  JIEKAPCTBEHA ®OPMA

Tamiflu 30 mg TBbpaM Karcyiu
TBBpaTa Karcya ce CbCTOM OT CBETJIOXKBITO, HEMPO3pauHo TsUIo ¢ otnedatad Haamuc “ROCHE” u
CBETJIOKBJIITO, HEMPO3PAUHO Karaue ¢ ornedaTad Haanuc “30 mg”. [leuaTHuTe HAAMKCH ca CUHMU.

Tamiflu 45 mg TBBEpaM KancyIn

TBBpAaTa Kamncyja ce CbCTOM OT CHBO, HEMIPO3padyHo Tsu10 ¢ orrnevyarad Haanuce “ROCHE” u cuso
p y ) Po3p )

HEIPO3payHo Karaye ¢ oTrevyara Haanuc “45 mg”. [leyaTHuTe HaANMCH ca CHHHU.

Tamiflu 75 mg TBEpAM Kancyau
TBBpAaTa Karcysa ce CbCTOU OT CHBO, HEMPO3pPavHO Tsu1o ¢ otneyarad Hagnuc “ROCHE” u
CBETJIOKBJITO, HENPO3PAUHO Karaye ¢ oTnedaTad Haanuc “75 mg”. [leuaTHuTe HAAMKCH ca CUHMU.

4. KJMHUYHU JAHHHU
4.1 TepaneBTHUYHH MOKA3ZAHUS

Jleuenue na epun

Tamiflu e mokasan pu BB3PACTHH M J€11a, BKIOYUTEIHO JOHOCCHH HOBOPOJIEHH, ChC CHMIITOMH,
THIWYHH 32 TPHII, KOTATO TPHUITHHST BUPYC IUPKYJIMpa B 0011ecTBoTO. JIoKazaHa € e(pMKacHOCT,
KOTaTo JICYSHHETO 3aroYHe JI0 JIBa JHU OT HA4YaJI0TO Ha CUMIITOMHMTE.

Ipopunaxmuxa na epun

- [TocrexcnozunmonHa MpohUIaKTHKA TIPH JIMIIA HA BH3PACT | TOAWHA WX TO-TOJIEMH CITE]]
KOHTAaKT C KITMHUYHO JIMArHOCTHIIMPAH CITy4ail Ha TPHIL, KOTaTo B OOMIECTBOTO IIUPKYIIHpa
TPUIIEH BUPYC.



- YmecrHOocTTa Ha Tipuioxenueto Ha Tamiflu 3a npodunakTrka Ha TpuI TpsIOBa Ja ce onpeesst
BBB BCEKHU OTEJICH CIIy4ail criopes 00CTosITeNICTBAaTa U MOIYJIALUsATa, M3UCKBama 3ammuTa. [Ipu
M3BBHPEIHN CUTyaluH (Hamp. B CIy4ail Ha HEChBIaaHe MEXITY IUPKYIUPALIATE U
BaKCHHAIHUTE BUPYCHU LIAMOBE M TIPH TAaHJEMHYHA CUTYaIs1) O MOIJIO Ja ce OOMUCITH
Ce30HHA NMPO(HIIAKTUKA MIPH JIMIA HA BB3PACT €/1HA TOAMHA HJIH MO-TOJIEMH.

- Tamiflu e mokasan 3a npodHIaKTHKA Ha TPHUIT CIIE €KCIIO3UITHS IIPH KbpMadeTa Ha Bb3PacT IO/
1 ronuHa npu N30yxXBaHEe Ha TPUIHA MaHIeMuUs (BXK. Touka 5.2).

Tamiflu He 3amMecTBa IPOTHBOTPUITHATA BAKCHUHAIIUA.

[IpunoxeHneTo Ha aHTUBUPYCHH CPEJICTBA 32 JICUEHHE U MPO(UIIaKTHKa HA TPUII TPsIOBa Aa ce
pelaBa Bb3 OCHOBA Ha oduimanaure npenopsku. [Ipy B3emane Ha pemieHue 3a ynorpeda Ha
03eJITaMHUBHD 32 JIEUCHUE U Npo(uiIakTKa TpsiOBa 1a ce MMa MPeIBU/l ChIIECTBYBalaTa nHpOpMaLus
OTHOCHO XapaKTePUCTUKUTE HA LUPKYIUPALUTE BUPYCH Ha TPHUIIA, HAIMYHATA HH(OPMALHSI OTHOCHO
Mojiesia Ha 4yBCTBUTEIIHOCTTAa KbM JIEKapCTBaTa IIPOTUB I'PUIT 32 BCEKU CE30H U 3HAYEHUETO Ha
3a00JIBAHETO 32 pa3IMYHUTE reorpad)cku 00IacTH U MOMyJIalUH NaleHTH (BX. Touka 5.1).

4.2 Jlo3MpOBKA M HAYMH HA MPUJIOKEHHE

ﬂosn;gom(a

Tamiflu TBepau kancynu u Tamiflu cycrnieHsus ca GnoeKkBHBaICHTHH JieKapcTBeHU popmu. [lo3u ot
75 mg morar aa ce mpuiarar uim

- KaTo eJIHa KaricyJia oT 75 Mg, nim

- KaTo efHa Karcyna oT 30 Mg miroc exHa Karcyia ot 45 mg, wim

- KaTo enHa j03a ot 30 My mitoc eiHa 103a oT 45 Mg cycneHsus..

[TpomunuieHo npoussencH Tamiflu mpax 3a nmepopana cycnensus (6 mg/ml) e npeamnoynTaHusaT
NPOIYKT 3a MEIHATPUYHH M BB3PACTHH MAIMEHTH, KOUTO UMAT 3aTPyAHCHUS IIPHU MPETTbIIaHETO Ha
KaICyJIi, WM KOTaTo ca HEOOXOMUMH TTO-HUCKHU JIO3H.

Bwspacmuu u ronowwu na 13 200unu u no-eoremu

Jleuenue: Tlpu roHomw (Ha BB3pacT oT 13 1o 17 roguHn) U BB3pACTHHU NMPENOpBUNTENHATA IEPOpaATHa
J1o3a € 75 Mg o3enTamMuBUp [Ba I'bTU JHEBHO B IIPOIBIKEHUE HA 5 JHU.

Tenecno tersio | IlpenopbunTesiHa 103a 3a 5 qHH IIpenopbunTesnna n03a 3a 10 fuu*
HIMmyHOKOMIIpOMETHPAaHH TALMEHTH

> 40 kg 75 Mg nBa I'bTH JHEBHO 75 Mg nBa I'bTH JHEBHO

*IpenoppunTenHaTa NPOABIKUTEIHOCT Ha JICUSHHUE TPU HUMYyHOKOMIIPOMETUPAHHU BB3pacTHU U oHoIHM € 10 qHu. Buxre
Cneyuannu nonyrayuu. Mmynoxomnpomemupanu TaIASHTH 3a IOBeYe NHPOPMAIHS.

JleyenueTo TpSI6Ba Ja CC€ 3allI0YHC Bb3MOKHO Haﬁ-paHo B paMKUTC HAa I'bPBUTC JIBA THU OT HAYAJIOTO
Ha rpUIHUTEC CUMIITOMU.

Ipogunaxmuxa cned excnosuyus: [lpu 1oH01M (Ha BB3pact ot 13 10 17 roauHu) U Bb3pacTHU
IpenopbUUTENIHATA J1032a 32 IPO(MIIaKTUKA Ha TPUI clief OJM3bK KOHTAKT ChC 3apa3eH YOBEK € 75 Mg
03eJITAMHUBHP BEAHBXK AHEBHO B MpoabiikeHue Ha 10 nHu.

TenecHo TerJio IIpenopbunTesHa 1032 32 10 IIpenoppunTesna 103a 3a 10 1au
JHH HMyHOKOMIIpOMETUPAHU IALMEHTU
> 40 kg 75 Mg BenHBK THEBHO 75 Mg BeNHBK THEBHO




Jleuenuero TpsiOBa Ja ce 3al04HEe B3MOKHO Hali-paHO B paMKUTE HA II'bPBUTE ABA THU OT KOHTAKTa
ChC 3apa3eH YOBEK.

IIpounakmuka no épeme na epunua enudemus 8 obuecmeomo: IlpenoprpunTenHaTa 103a 3a
npoHUIaKTUKa Ha TPUI 10 BpEME Ha eNHUIEMHUsI B O0ILECTBOTO € 75 mg 03eNTaMUBUD BEAHBXK THEBHO
10 6 ceamuny (Wi 10 12 ceqMuIM Py HMYHOKOMIIPOMETHPAHHU TTAlMEeHTH, BXK. Touka 4.4, 4.8 u 5.1).

HeduamquHa nonyaayus

Heya na evspacm om 1 0o 12 eoounu
3a KbpMadeTa u Jielia Ha Bb3pacT 1 roauHa win no-royiemu, ca Hanmuuuu Tamiflu 30 mg, 45 mg u
75 Mg Kamncyiu U nepopaiHa CyCreH3usl.

Jleuenue: 3a nedeHne Ha KbpMayeTa v Jiela Ha Bb3pacT 1 ToIMHA WITK MTO-TOJIEMH, CE TIPETNIOpBUBaAT
CJIEJHUTE CXEMU Ha IIpUJIaraHe, KOPUTUPAHU CIIOpE]] TETIOTO!

TeJjiecHO TEryio [IpenopbunTenana n03a 3a 5 quu IpenoppunTenna go3a 3a 10 quu™
MMyHOKOMIPOMETHPAHY MAIMECHTH
10 kg mo 15 kg 30 mg aBa IBTH THEBHO 30 Mg aBa IBTH THEBHO
> 15 kg o 23 kg 45 Mg 1Ba IBTH AHEBHO 45 Mg aBa IbTH AHEBHO
> 23 kg mo 40 kg 60 Mg 1Ba IBTH THEBHO 60 Mg 1Ba IBTH THEBHO
> 40 kg 75 Mg 1Ba IbTH JTHEBHO 75 Mg nBa IbTH JTHEBHO

*[IpenoppunTenHaTa NPOABIKATEIHOCT Ha JIEYSHHUE IIPH UMYHOKOMIpOMETHpaHu Jena (> 1 ronuna) e 10 guu. Bikre
Cneyuannu nonyrayuu. Mmynoxomnpomemupanu TaIASHTH 32 IOBeYe NHPOPMAIHS.

JleyenueTo TpSI6Ba Ja CC€ 3allI0YHC Bb3MOKHO Haﬁ-paHo B paMKUTC HAa I'bPBUTC JIBA THU OT HAYaJIOTO
Ha rpUIIHUTEC CUMIITOMU.

Ipogunaxmuxa cned excnozuyus: Ipenoppuntennara go3a Tamiflu 3a mpodunakruka ciex
€KCITO3HIIUS €

TenecHo Teryo IpenopbunTesnna 103a 3a 10 qau [penopbunTenna no3a 3a 10 quu
VIMyHOKOMIPOMETHUPAHU MALMEHTH
10 kg o 15 kg 30 Mg BeaHBX THEBHO 30 Mg BeIHBX JTHEBHO
> 15 kg o 23 kg 45 Mg BeOHDBK JHEBHO 45 Mg BeOHDBK JHEBHO
> 23 kg 1o 40 kg 60 Mg BeaHBX JTHEBHO 60 Mg BeHBX THEBHO
> 40 kg 75 Mg BeIHBXK JHEBHO 75 MQ BEIHBK JTHEBHO

IIpodunaxmuxa no epeme Ha epunta enudemus 6 obwecmeomo:: IlpopunakTukara o BpemMe Ha
IpUIIHA ENUIEMUS HE € MPOYyUBaHa MpH Jiena Ha Bb3pacT nox 12 roauHy.




Kvpmauema na ev3pacm 0 — 12 meceya

Jleuenue: TIpenoppunTenHara 103a 3a JeUeHne MpH KbpMadeTta Ha Bb3pact 0 — 12 mecena ¢ 3 mg/kg
JIBa ITBTH JHEBHO. Ts ce ocHOBaBa Ha (hapMaKOKMHETHYHU JTAHHH U JTAaHHH 32 O€3011aCHOCT, KOUTO
MOKAa3Bar, ue Ta3u J03a MpHu KepMadera Ha Bb3pact 0 — 12 mecera ocurypsisa mia3mMeHn
KOHLICHTPAIIMU Ha MTPEJICKapCTBOTO M AaKTUBHHSI METAa0OJIHMT, KOUTO CE OYaKBa JIa Ca KITMHUYHO
eukacau ¢ nmpo¢ua Ha 6E30MaCHOCT, CPABHUM C TO3H MPH MO-TOJIEMH JIella U Bb3pacTHH (BXK. TOUKA
5.2). Ilpu kppmadera Ha BB3pacT 0 — 12 Mecelia ce mpemopbuBar CISAHUTE CXEMH Ha TpHIaraHe:;

TenecHo IIpenopbunTesnna n03a 3a 5 AHU IpenopbunTenna no3a 3a 10 quu**
Terjao™ HIMyHOKOMIIpOMETHPaHU MAIMEHTH
3 kg 9 mg /1Ba MBTH THEBHO 9 mg /1Ba MBTH THEBHO
4 kg 12 mg n1Ba IbTH THEBHO 12 mg n1Ba IbTH THEBHO
5 kg 15 mg nBa IbTH AHEBHO 15 mg 1Ba IbTH AHEBHO
6 kg 18 mg nBa IbTH AHEBHO 18 mg nBa IbTH AHEBHO
7 kg 21 mg 1Ba IBTH THEBHO 21 mg 1Ba IBTH THEBHO
8 kg 24 mg 1Ba I'bTH JHEBHO 24 mg nBa 'bTH JHEBHO
9 kg 27 mg 1Ba 'bTH JHEBHO 27 mg 1Ba I'bTH JHEBHO
10kg 30 mg 1Ba IBTH JHEBHO 30 mg Ba IBTH JHEBHO

* Ta3u TabnuIa He CHIbPKa BCHIKH BE3MOKHH TEIECHH TETJIa 3a Ta3U MOIyJIanys. 3a BCHYKH ITAlMeHTH Ha BB3PacT 10

1 roguua Tpsi6Ba aa ce n3mon3Ba 103a oT 3 My/KY, He3aBHCHMO OT TEINIOTO Ha ManueHTa. Jledenuero TpsiOBa fa ce 3amouHe
BB3MOKHO Hali-paHO B PAMKHUTE HAa MbPBUTE J1Ba JJHU OT HAUAJIOTO HAa TPUTTHUTE CHMITOMHU.

**[Ipenopb4nTelIHATA IPOIBIKUTEIHOCT Ha JICYCHUE IPH HMYHOKOMIIPOMETHPaHU KbpMauera (Ha Bp3pact 0-12) mecena e
10 nuu. Buwxre Cneyuannu nonyrayuu. Hmynokomnpomemupany MalUeHTH 3a oBe4e nHPOpMaLHys.

Te3u npenopbku 3a Jo3MpaHe HE ca MPEeJHA3HAYCHH 32 HEJIOHOCEH! KbpMauera, T.e. Te3H ¢
NOCTKOHIIEMIIMOHHA Bb3pacT moj 36 ceamunu. Hsma goctarbuHo TaHHU 3a TE€3U MAllMeHTH, Thi KaTo
3a TSX MOJKE J1a C€ HAJIOKHU Pa3IMYHa T03UPOBKA MOPAIH HEJOPA3BUTOCT HA (PU3HOIOTHYHNTE
(dhyHKIMH.

LHocmexcnoszuyuonna npogunaxmuxa: IlpenopbunTenHaTa 1032 3a Npo(UIakTHKa IPH KbpMadeTa Ha
BB3pacT nmoj 1 romuna rmpu n30yXBaHe Ha TPUITHA ITAHJIEMHUS € TIOJIOBHHATA OT THEBHATA 7103 3a
neuenue. Ts ce OCHOBaBa HAa KJIMHWYHH JIAaHHH TIPU KbpMadeTa | Jielia Ha Bh3pacT | ToArHA WK T0-
TOJIEMH U BB3PACTHH, 3a KOWTO € JIOKA3aHO, Y€ MPOQHIIAKTUIHA 71033, CKBUBAJICHTHA Ha MTOJIOBUHATA
OT JIHEBHATA /1032 34 JICUeHHUE, € KIMHUYHO e(hrKacHa 3a npoduiiaktika Ha rpuil. [Ipu kppMauera Ha
BB3pacT 0 — 12 Mecena ce mpenopbuBa CJICJHATA CXeMa Ha MpUIIaraHe 3a npoQpuiakTHKa, aanTapaHa
criope]l Bb3pacrtTa (BXK. ToUKa 5.2 32 CUMYJIAIHS Ha CKCIIO3UIINSA):

Bn3pact IpenopbunTena xo3a 3a 10 IIpenopbunTesna no03a 3a 10 1uu
JTHH HIMyHOKOMIPOMETHPAHH NMAIMEHTH
0 - 12 mecena 3 mg/kg BeTHBK JTHEBHO 3 mg/kg BeTHBK JTHEBHO

Ta3u npenopbka 3a J03UpaHe He € TPeHA3HAUCHA 32 HEIOHOCCHH KbPMaveTa, T.¢. TE3H C
MOCTKOHIIEIIIMOHHA Bb3pacT 1o 36 ceamuiid. HaMa qocTarhyHOo JaHHH 32 TE3H MAIlUCHTH, Thi Karo
3a TSAX MOYXKeE J]a ce HAIOXKH pa3IndHa JO3UPOBKA IMOPaJH HEJIOPA3BUTOCT Ha (PU3UOIOTHYHUTE

(dhyHKIMH.

IIpodunaxmuxa no epeme Ha epunta enudemus 6 obwecmeomo:: IlpopunakTukara no BpemMe Ha
TpUITHA eNHJIeMHsI HE € TIpoyYBaHa Mpw jena Ha Bb3pact 0-12 mecera.

3a YKa3aHus OTHOCHO IPUTOTBAHCTO Ha CKCTCMIIOpAaiHaTa (1)0pMa BHKTE TOYKa 6.6.



CrenyaaHy IoImyJIalu

YeproopobHo yspesicoare

He ce u3nckBa kopurupane Ha Jj03aTa 3a JeYeHHE Wi TPOQUIAKTUKA TIPH MAIMESHTH C HAPYIIICHA
yepHoApoOHa pyHKIwMs. He ca mpoBexaaHu npoyyBaHus NP MEUATPUIHHU TAIUCHTH C YePHOIPOOHO
HapyIICHHE.

Bvopeuno yepeacoane

Jleuenue na epun: IlpenoppuBa ce KOPUTHpPaHe HA Jj03aTa PU BH3PACTHH U FOHOIIHM (Ha BB3pacT oT 13
10 17 rouHM) ¢ yMEpEHO MM TEXKO ObOpeyHo yBpexkaane. [IpenopbunTeTHuTe 1034 ca
npeJcTaBeH: MoIpoOHO B TAOIUIATA TTO-JI0TY.

KpeaTnHHHOB KJIMPBHC
> 60 (ml/min)
> 30 no 60 (ml/min)

l'[perlopvaeJma 03a 3a JICYCHHE
75 mg 1Ba I'bTH JHEBHO
30 mg (cycrieH3ust WU KaICyJin) JBa IbTH
JHEBHO
30 mg (cycrnieH3us WU KarcyJsiu) BeAHBXK JIHEBHO
He ce npenoppuBa (HsAMa gaHHN)
[lanmeHTH Ha XeMOIHAJIN3a 30 mg ciien Besika cecHst Ha XeMOIialin3a
[MarmenTr Ha TIepUTOHEATTHA 30 mg (cycrieH3us Wi KarlCyiiu ) efHOKpaTHa
nuanmsa* J03a
* JlaHHMTE ca TIONYYEHH OT IIPOYYBAHHS [IPU MAIMEHTH HA TPOIBIDKUTEIHA aMOyJIATOPHA EPUTOHEATHA
quamusa (CAPD); ouakBa ce KIMPHHCHT Ha 03€JTaMUBHP KapOOKCHIIAT 1a O'bJIe MO-BUCOK, KOTATO Ce MpHiIara
aBTOMaTHYHa neputoHeanna auanusa (APD). HaunnbT Ha nedenue Moxe aa ce npomend ot APD na CAPD,
aKo He(pOJIOrbT CYNTA TOBA 38 HEOOXOIMMO.

> 10 mo 30 (ml/min)
<10 (ml/min)

Ipodunaxmuxa na epun: IlpenopruBa ce KOPUTUPAHE HA 103aTa IPU BB3PACTHH U FOHOIIHN (Ha
BB3pact oT 13 10 17 romuHm) ¢ yMEpeHO WK TEKKO OBOPEUHO YBpEkKIaHe, KAKTO MOAPOOHO €
IpeICTaBeHO B TaOIUIaTa O-0MTY.

KpeaTHHHHOB KJIMPBHC

IIpenoppunTeIHA 1032 32 NPOPUIAKTHKA

> 60 (ml/min)

75 Mgy BeIHBK JHEBHO

> 30 mo 60 (ml/min)

30 mg (cycrnieH3us WK KarcyJsin) BeJAHBK JHEBHO

> 10 o 30 (ml/min)

30 mg (cycrneH3us WM KarcyJin) npe3 JIeH

<10 (ml/min)

He ce npenoppuBa (HsAMa gaHHN)

ITanmeHTH Ha XeMoauaan3a

30 mg ciien Besika BTOpa cecrsl Ha XeMOoIuain3a

[TanyeHTH Ha IEpUTOHEAIHA
auanmza*

30 mg (cycrieH3ust HiTH KarlCyJiH ) BeTHBK
CEIMUYHO

* JlaHHMTE ca TIOJNYYEeH! OT IIPOYYBAHHS NIPU MAIMEHTH HA TPOIABIDKUTEIHA aMOYJIATOPHA EPUTOHEATHA
quamusa (CAPD); ouakBa ce KIMPHHCHT Ha 03€JTaMUBHP KapOOKCHIIAT 1a O'bJIe MO-BUCOK, KOTATO Ce MpHJIara
aBTOMaTHYHa neputoHeanna auanusa (APD). HaunnbT Ha nedenue Moxe aa ce npomend ot APD na CAPD,
aKo He(poIOTHT CUNTA TOBA 32 HEOOXOANMO.

HsiMa nocTarbyHO KIMHUYHK JaHHU TIPU KbpMadeTa U Jieia (Ha Bh3pacT 12 ToIMHU U TI0-MaJIKH1) C
0BOpeYHO YBpEKIaHe, 3a 1a MOXKE JIa Ce HAIPAaBST MPETIOPHKHU 32 JO3UPOBKATa.

Cmapuecka ev3pacm
He ce u3uckBa kopurupaHe Ha J03aTa, OCBEH aKo HsAMa JIJAHHU 32 YMEPEHO WM TEXKO OhOpedHO

yBpEXKIaHe.
HmyHnokomnpomemupanu nayuenmu

Jleyenue: 3a nieueHre Ha TPUIL, IPETOPBUUTETHATA HPOIBIKUTETHOCT IIPU UMYyHOKOMIIPOMETHPaHU
narnvienTd € 10 qaum (Bk. Touku 4.4, 4.8 u 5.1). He ce Hanara kopurupaHne Ha jo3arta. Jleuennero
Tpsi0Ba J1a ce 3all04YHEe BB3MOKHO Ha-OBbp30 B paMKUTE Ha MBPBUTE JBa JHHU OT MOsIBaTa Ha
CHUMIITOMUTE Ha I'PHIL.



Cesonna npoguraxmuxa: IIpy ”MyHOKOMIIPOMETHPAHH MAITUEHTH € OIEHSIBAHA ITO-TPOIbIIKUTETHA
ce3oHHa npodunakTuka 1o 12 ceqmuny (Bx. Touku 4.4, 4.8 m 5.1).

Hauus Ha npunosxeHue

IIepopanHo npuitoxeHne

[TanmeHTHTE, KOWTO HE MOTAT Jia MOTIIBINAT KarCyJ/Ii, MOJKe Jia oJTyyaBaT moaxo sy go3u Tamiflu
CYCIICH3US.

4.3 IIpoTuBomoka3zanusi

CBpPBXYYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WM KBM HSIKOE OT MMOMOIIHUTE BEIECTBA,
n30poeHu B Touka 6.1.

4.4 ChneuuajHu npeiynpe:;ieHust ¥ Npeana3Hu MePKH IPH ynoTpeda

OzenramuBup € erKaceH caMmo cpeury 3a00JsBaHe, MPUYMHEHO OT TPUITHU BUpycH. Hama nannu 3a
e(MKaCHOCT Ha 03eJITAMUBHP IIpU 3a00J1s1BaHe, MPEIU3BUKAHO OT JPYTU NPUUMHUTEIN OCBEH
BHUpPYCHTE Ha rpuma (BX. Touka 5.1).

Tamiflu He 3amecTBa npoTHBOrpHIHATA BakcHHamus. Ynorpebara Ha Tamiflu ue Tps6Ba na nmosiusBa
Ha OI[CHKATa Ha XOpaTa 3a KEeroIHO BAKCHHUPAHE MPOTUB TPHIL. 3aIUTaTa CPEILLy TPHUII IPOIbIKaBa

camo nokaro ce npuiara Tamiflu. Tamiflu tpsioBa na ce u3non3sa 3a seueHue u MpodUIAKTHKA HA
TPHIT CAMO KOT'aToO HAJICXK/IHU CITHICMHOJIOTMYHH TaHHH TI0Ka3BaT, Ye B OOIIECTBOTO IIUPKYJIHPa
IPUIICH BUPYC.

VY CTaHOBEHO €, Y€ YyBCTBUTEITHOCTTA HA IIUPKYIHPAIIMTE [IAMOBE TPHITHA BUPYCH KbM 03€JITAMHBUP
Bapupa 3HaunTenHo (B. Touka 5.1). ITopaau ToBa, KoraTo pemasar faiu aa usmoiassar Tamiflu,
[peIMCBAIUTE JIeKapH TPsIOBa 1a B3eMAaT MPE/IBH/] Hali-CKOPOIIHATA HATMYHA HH(OpMaIHs 32
XapaKTePUCTUKHUTE HAa YyBCTBUTEIHOCT KbM O3€/ITAMUBUP Ha LUPKYJIUPALIUTE B MOMEHTA BUPYCH.

TeKKOo ChIBTCTBAINO CHCTOSHUE

Hsma nabopMarist OTHOCHO 0e30MacHOCTTa U epUKACHOCTTA Ha 03eJITAMHUBHD MPH MAIMEHTH C
TOJIKOBA TEKKO WII HECTaOMITHO 0OJIECTHO CHCTOSHHUE, Y€ JIa C& CYMTAT M3JIOKESHH Ha HETIOCPE/ICTBEH
PHCK, KOWTO Halara XoCIHTaIH3a1Hs.

HUMyHOKOMOPOMETHPAHH NAIMEHTH
EduxacnocrTa Ha 03e1TaMUBHUp MPH JICUCHHUE WM MPOPUIAKTHKA HA TPUIT TIPU

UMYHOKOMITPOMETHPAHH MAIMEHTH HE € KaTerOpUYHO yCTAHOBEHA (BK. Touka 5.1).

CopieuHo/pecnupaTopHo 3abosBaHe

EdukacHocTTa Ha 03enTaMUBHD MIPH JICYCHUE HA JTUIA C XPOHUYHO CHPJEYHO 3a00IIsIBaHE U/UITN
pecrpaTropHo 3a00siBaHe He € ycraHoBeHa. He e HaOmrogaBana pasinka B 4ecToTaTa Ha
YCIIOKHEHUSITA MEXJTy TPYIIUTE Ha JICYUCHUE U Ha Tuiale0o mpu Ta3u nomynanuys (Bx. Touka 5.1).

[ennarpuyHa momymnanus
ITonacTosimem HsAMa JaHHU, KOUTO J1a TTO3BOJIAT J]a CE HAIIPaBH IPENopbKa 3a I03UPOBKATa IPU

HEJIOHOCEHHU Jielia (TIOCTKOHIICITHOHHA BB3PacT < 36 CeMUITH ).

Texko ObOpEeYHO YBpEeKIaHe

[IpenoppuBa ce KOpUTHpaHE Ha Jl03aTa 3a JISYeHHE U TPOQHIaKTHKA TIPU IOHOIIM (Ha Bb3pacT oT 13
Jo 17 ronquan) v BB3PACTHHU C TEXKO OBOpEedHO yBpexkaaHe. Hsima 10cTaThuHO KIMHUYHY JAHHU TIPH
KbpMaueTa 1 Jieria (Ha Bb3pacT 1 ToMHa WK MO-TOJIEMH) ¢ ObOpETHO YBpEXKIaHe, 3a J]a MOTaT Jia ce
HaIIPaBsAT MPEIMOPHKH 32 J03UPOBKaTa (BXK. Touku 4.2 u 5.2).




HeBpo-nicuxmuynu cxouTHs

Nma croOienust 32 HeBpO-TICUXUYHH CHOUTHS 10 BpeMe Ha npuiioxenue Ha Tamiflu npu manuenTty ¢
TpUII, 0COOEHO TIPH Jiela ¥ FOHOIIW. Te3u ChOUTHS ca HaOII0IaBaH! ChILO M P MALMESHTH C TPUIl 0e3
IPUJIOKEHUE Ha o3enTtaMuBHp. [lanmenture TpsioBa BHUMATEIHO /1a ce HabJr01aBar 3a MPOMEHU B
MIOBE/ICHUETO, KAaTO MOJI3UTE H PUCKOBETE OT MPOIBbKaBaHe Ha JICYCHUETO TPsiOBA BHUMATEITHO Jia Ce
TIpeIeHsABaT PY BCEKU MAaIUeHT (BX. Touka 4.8).

45 B3auMmoneiicTBHE ¢ IPYTH JIeKAPCTBEHH MPOAYKTH U APYrd (popMu HA B3auMojIelcTBIE

BB3 ocHOBa Ha hapMaKOKWHETHIHUTE CBOMCTBA HA 03eTITAMUBHP, KaTO HUCKATa CTETICH HA CBBHP3BaHE
C TIPOTEWHUTE U MeTabonn3bM, HezaBrcuM oT CYP450 u rirrokypoHUa3HATE CHCTEMH (BXK. TOUKA
5.2), MOe J1a ce TIPEAIOIIOKH, Y€ KIMHAYHO 3HAYMMHUTE JICKAPCTBCHH B3aMMO/ICHCTBHUS Upe3 TE3U
MEXaHU3MH HE ca BEPOSITHH.

[IpobGenenun
He ce u3uckBa kopurupane Ha J103aTa, KOTaTo ce Ipuiiara eJHOBPEMEHHO ¢ MPOOSHEIH/T IIPU

NalMEeHTH ¢ HopManHa Ob0peuHa QyHKIws. EAHOBPEMEHHOTO NPHIoKEHHE Ha MPOOSHEIH]], MOIICH
WHXUOWUTOP Ha aHMOHHUTE MBTHINA Ha OBOpeuHara TyOyHa CeKpeIusi, BOIH JI0 O30 JBYKPATHO
YBEIMYCHHE Ha EKCIIO3UIUATA HAa aKTHBHUS METa0OIIUT Ha 03€ITaMUBUP.

AMOKCUIIVIINH
OzenTamMuBHp HAMA KWHETUYHO B3aUMOJIEHCTBHE C aMOKCHUIIMIIMH, KOWTO CE EMMUHUPA IO CHIIUS

II'bT, KOCTO IIOKA3Ba, 4c B3aPIMO,Z[eI>iCTBHeTO Ha O3CJITaMUBHP C TO3U ITBT € c1abo H3pa3CcHO.

BBOpeyHo enuMUHUpaHe
KiMHMYHO 3HAYMMM JIEKapCTBEHH B3aWMOICHCTBH S, BKIIOUBAIIM KOHKYpUpaHe 3a ObOpeyHara

TyOyJIHA CEKpeIHsl, Ca MAJIKO BEPOSITHU IOPAI U3BECTHATA IPAHUIIA HA OE30TACHOCT Ha MTOBEYETO OT
TE3M JICKapCTBA, CBOMCTBATA HA STMMUHUPAHE HA aKTUBHUS METa0O0IHUT (TIIOMEpyJIHA (GUITpaIvs U
aHMOHHA TyOYyJIHAa CEKpEIs) ¥ Bh3MOKHOCTHUTE Ha TE3U ITBTHIIA 3a eKCKperwms. TpsOBa ia ce
BHUMaBa o0aue, KOraTo ce MPEe/IKCBa 03eITAMUBHP HA JIKI[A, KOUTO MPUEMAT JICKAPCTBA C TECHU
TEpaneBTHYHH TPAHHUITH, EKCKPETUPAIIIH CE TIO CHIUTE IMMBTHIIA (HAITpP. XJIOPIPONaMuI, METOTPEKCAT,
(hennnOyTazon).

Jonbinutenta nHopmanus

He ca na0nronaBanu hapMakOKMHETUYHN B3aUMOJCHCTBHS MEXKIY O3€ITAMUBHUP WM INIABHUS MY
MeTaboHT, KOraTo 03eJITaMUBHp Ce IpHJIara €AHOBPEMEHHO C MapaneTaMo, aleTUICATHINIOBA
KHCEJMHA, TUMETHINH, aHTHAUIY (MarHe3ueB U alyMUHHAEB XUAPOKCU U KAJIUEBU KapOOHATH),
puMaHTaavH Wik BapdapuH (pu Jinia, CTaOHIIHK ITPU JIedeHue ¢ Bapdapud 1 6e3 Tpu).

46 @epTHIHTET, )PEMEHHOCT H KbpPMeHe

Bpemennocr
I'punbT ce cBBp3Ba ¢ HEKENaH U3X0]] 32 OPEMEHHOCTTA U 3a TUI0JIa C PUCK OT 3HAYUTEITHH BPOJICHU

ManopMaIui, BKIIOYATEITHO BPOJACHU ChpAeuHN nedekTr. [ oM o0eM naHHu 32 OpeMeHHH JKEHH C
EKCITO3HIIMS Ha 03ETaMHUBUP OT MOCTMAPKETHHIOBH ChOOIICHHS 1 00CEPBAI[HOHHH MTPOYYBaHus (32
u3xo/a Ha rnosede oT 1 000 caydast ¢ eKCIO3UITHS TIP3 MbPBHSI TPUMECTBP) HE MOKa3BaT
manopMaTHBHA WITH (heTarHa/HeOHaTATHA TOKCHYHOCT Ha 03€ITAMUBHD.

B emHo obcepBanmoHHO TIpoyuBaHe, 00aye, Makap u 0e3 MOBUIIICHHE Ha OO PUCK OT
MasopMayu, pe3ynraTiuTe 3a 3HAYUTEITHN BPOJICHH CHPICYHHU TeEKTH, TUAaTHOCTUIIMPAHU B
pamkuTe Ha 12 Mecena oT paxaaHeTo, He ca yoeauTenHu. B ToBa npoyuyBaHe yecToTara Ha
3HAYUTEIHU BPOJACHU CHPIACUHH JAe(DEKTH ClIe]] CKCTIO3ULIUS Ha 03€ITAMUBHP IO BpEME Ha ITbPBUS
TpuMecThp € 1,76 % (7 xppmauera ot 397 6pemernoctH) B cpaBuenue ¢ 1,01 % mpu 6peMeHHOCTH
6e3 excrio3uius ot obmara momystarus (Odds Ratio 1,75, 95 % nosepurenen uatepsai 0,51 10 5,98).
Hsima sicHOTa OTHOCHO KIIMHMYHATA 3HAYMMOCT Ha Ta3h HaX0JIKa, Thil KaTo MPOYYBAHETO € C
OTpaHUYCHA CTAaTHCTHYECKa MOITHOCT. CHIO TaKa TOBA MPOYUYBAHE € TBHPJIC MAJIKO, 32 Ja C€ OIICHST
HaJCKIHO OTICIHUTE BUIOBE 3HAUUTEIHU MajihopMmariu. OCBEH TOBa, )KEHUTE C eKCIIO3UIINS Ha



03eNITAMHUBHP W JKEHH 0€3 eKCIIO3UIIMS He MOTaT Jia O'BJIaT HAITBITHO CPABHUMH, 0COOEHO TI0 TOBA Jali
ca UMaIu TPUII WK He.

[IpoyuBaHudTa NpHU )KUBOTHU HE MOKA3BaT PENPOLyKTUBHA TOKCHYHOCT (BXK. TOUka 5.3).

ITpu HEOOXOAMMOCT MOXKeE [a ce OOMUCIH [a ce mpriaoxu Tamiflu mo Bpeme Ha GpeMEHHOCT U citeq
KaTO C€ B3eMe I10]] BHUMaHHUe HaTMYHaTa HH(OpMAaIKs 3a O6€30IMacHOCTTAa U 3a 1moJizaTa (3a JaHHU
OTHOCHO I10j13aTa IpH OPEeMEHHH KEeHU MOJIs, BIOKTE Touka 5.1 ,,JIeueHue Ha rpum npu OpeMeHHH
’KeHH”), ¥ TATOreHHOCTTa Ha IIUPKYIUPAIIHS IaM TPUTICH BHPYC.

Kopmene
OzenTaMUBHp U AKTUBHUAT META0OIUT C€ EKCKPETHPAT B MIISKOTO Ha IDTHXOBE C JIaKTanus. Fma

MHOT'O OrpaHrdeHa HHQOpMAIIHS 32 JIela, KbPMEHH OT MaliKi, KOUTO MPUEMAT 03eJITAMUBHD, U
OTHOCHO EKCKpEIHsTa Ha 03eITaMUBHD B KbpMaTa. OrpaHUYEHU JTaHHU MOKa3BaT, 9€ 03CITAMUBUD U
AKTUBHHSIT My MeTa0OJIUT C€ OTKPUBAT B KbpPMaTa, HO HMBATa ca HUCKHU, KOETO O JTOBEJIO JI0 IIPUEM
Ha cyOTepaneBTU4Ha J103a OT KbpMaueTo. Karo ce nMa npenBua Tasu nHQopMaliys, maToreHHOCTTa Ha
UHUPKYJIUPALMS 1AM Ha TPUITHUSI BUPYC U OCHOBHOTO CBhCTOSIHUE HA KbPMEIIATA KEHA, MOXKE J1a Ce
OOMMCITH MTPHJIOKECHUE HA 03CIITAMUBHUD, KOTATO MMa KaTETOPUYHA IOTEHI[HAIHA 110132 32 KBPMEIIIUTE
MaiKu.

DepTuiuTeTt
B®3 ocHOBa Ha HEKJIMHUYHHTE JJAHHHU, HAMA J0Ka3aTesicTBa, 4e Tamiflu okasea eekT BbpXy MBKKHS

WM XKEHCKUS QepTuiuTeT (BX. Touka 5.3).

4.7 EdekTun BLpPXy cIOCOOHOCTTA 32 mo¢upaHe U padoTa ¢ MANTUHH
Tamiflu He moBIUsABa CLIOCOOHOCTTA 3a MO(pHUpaHe ¥ pPadoTa ¢ MAIIKMHH.
4.8 HexejlaHU JIEKAPCTBEHHN PeaKIIUH

O606u1enne Ha npodua Ha 6e30nacHOCT

O6uwsT npodun Ha 6ezomacHoct Ha Tamiflu ce ocHoBaBa Ha nanHu oT 6 049 BB3pacTHH/IOHOIIN U
1 473 nepatpudHu nanueHTH, ekyBanu ¢ Tamiflu wiu rurame6o 3a rpur, 1 Ha TaHHHA OT

3 990 BB3pacTHH/OHOIM U 253 MeMaTPUYHN MAallMeHTH, ony4yaanu Tamiflu i mrane6o/6e3
JedeHue 3a nMpoIaKTHKa Ha TPHII 110 BpeMe Ha KIIMHUYHHUTE NMpoy4YBaHus. B nombiHenue, 245
UMYHOKOMITPOMETHUPAHHU MAMEeHTH (BKIFOYUTENHO 7 foHomm u 39 nena) monyyasar Tamiflu 3a
JIe4eHNe Ha TPHIL, a 475 UMyHOKOMIIPOMETUPAHH TTallEeHTH (BKIIOUMTENHO 18 mena, ot kouto 10 Ha
Tamiflu u 8 Ha mwiane6o) ca momyuaBanu Tamiflu wim manedo 3a npoUIakTHKA HA TPHIIL.

[Ipu BB3pacTHU/FOHOIIN HAl-uecTO ChoOmaBanuTe Hexenanu peakiun (HP) ca ranene n moBpbimane
B TIPOYYBaHUsATA 3a JIeUeHHUE, U TaJieHe B IpoyuBaHusITa 3a npoduiaktuka. [ToBeuero ot Te3u HP ce
CHOOIIABAT B NMHUYHH CITy9Yau IIPe3 IIbPBUS UM BTOPHUS JACH OT JICUSHUETO U OT3BYyYaBaT CIIOHTAHHO
no 1-2 nuu. [Ipu mena Hai-uecTo choOIlaBaHaTa HeXKEIaHa peakiys € moBpbinaHe. [Ipu mopeueTo
nanueHTy, Te3u HP He ca moBenu 10 npeycraHoBsiBaHe Ha jgedenuero ¢ Tamiflu.

CrenHuTe CepHO3HU HEXENIaH! PEaKIMy ca ChOOIIaBaHU PSAIKO ClIeJ IyCKaHeTO Ha 03eTaMUBHp Ha
nasapa: aHaQUIAKTUYHU U aHA(QUIAKTOUIHU PEaKUUH, YePHOAPOOHN HapyeHus (QyIMHUHAHTEeH
XeIaTuT, HapyIlleHne Ha YepHoApoOHaTa (PYHKIHS U KBITEHUIIA), aHFTHOHEBPOTUYEH OTOK, CHHAPOM
Ha Stevens-Johnson u TokcuyHa enuaepMaiHa HEKPOJIu3a, CTOMAIIHO-YPEBHO KbPBEHE U
HEBPOIICUXWYHU HapyLICHUSL.

(OTHOCHO HEBPOIICUXUYHUTE HAPYLIEHUS BXK. Touka 4.4.)

TaOnuueH CIUChK HA HEYKETAHUTE PEAKIIH

N30poenuTe B Tabauiure no-aoay HP cragat kM cieanute Kareropun: MHOTO yectd (> 1/10), yectn
(> 1/100 mo < 1/10 ), mewectr (> 1/1 000 mo < 1/100), peaxu (> 1/10 000 mo < 1/1 000) u MHOTO peaKu
(< 1/10 000). HP ce BK/IHOUBAT B CHOTBETHATA KATETOPHUS B TAOIHUIIUTE CIIOPE COOPHUS aHAIH3 OT
KJIMHUYHUTE TPOYIBAHHUS.




Jleuenue u npogunaxmuxa Ha spun npu 6b3PACMHU U TOHOULLL.

IIpu npoyuBanmsTa 32 JIeueHne U MpOoIIaKTUKA IPU Bh3pacTHU/oHOmH, HP, KOonTO BR3HUKBAT Haii-
YeCTO IPHU IperopbUnTeNIHaTa 103a (75 My 2 mbTH JHEBHO 3a 5 JHM 3a JICUCHUE U 75 MQJ BEIHBXK
JTHEBHO B ITPOIBJIXKCHUE Ha 6 CeMUIIM 3a MPO(UIIaKTHKA), ca Imoka3aHu B Taonuna 1.

[MpodmnbT Ha GE30MAaCHOCT MPH JIUIIA, KOUTO Ca TOJy4YaBaju MpenopbunuTenHaTa go3a Tamiflu 3a
npodunakTrka (75 My BeAHBXK THEBHO B TPOIBIIKEHIE HA 6 CEIMUIIN ), € KaUeCTBEHO MOJ00CH Ha
TO3H, HAOTIO/IaBaH MIPY TIPOYUBAHUSTA 32 JICUCHHE, HE3aBUCHMO OT IO-TOJIIMATA TIPOJIBIIKUTEITHOCT
Ha MPWIOKEHUE NMPH MPOYYBAHUATA 32 IPOPUIAKTHKA.

Ta6auma 1 Hexenanu peakuuu Npu npoy4yBanusita, usciaensanm Tamiflu 3a neuyenne u
NpouIaKTHKA HA I'PUII IPH BH3PACTHH M IOHOLIH WJIM 10 BpeMe Ha
NMOCTMAPKETUHIOBOTO HA0MII0IeHHE

Cucremo- HesxeslaHu peaknuy crope 4ecToTraTa
OpPraHeH KJiac MHoro yecTn Yectu Heuectn Peaxu
(COK)
Nudpexunn u Bbponxur,
uHGecTaUMHU Xeprec
CUMIUIEKC,
Hazodapunrur,
Undexupn Ha
TOpPHUTE
JUXaTeITHH
I'BTHUINA,
Cuny3sur
Hapyuwienus Ha TpombonuTonenus
KpPbBTa U
JaumHaTa
CHCTEMA
Hapyuwienus Ha Peaknus Ha AnapunakTHIHHA
HMYHHATa CBPBXUYBCTBHUTEN | PEAKINH,
cucTeMa HOCT AnaduiakTonHu
peakuuu
Ilcuxnanmn Ackuranus,
HapyLIeHHs OTkioHeHUs B
[IOBEJICHUETO,
TpeBoXkHOCT,
O0mbpKBane,
Hanynnocru, lenup,
XaronuHaIms,
Kommapu,
CamonapaHsBaHe
Hapyumienust Ha | I'maBoGomnue bescraue IIpomeneHo HUBO
HepBHATa Ha Ch3HAHHE,
cucreMa I'spyoBe
Hapymienus Ha 3purenaHo
o4uTe HapylIeHne
Chpaeunn Copaueuna
HapyUIeHHs] ApPUTMHUS
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Cucremo-

Hexenanu PE€aAKIHMHU CIIOpea YecToTaTa

OpPraHeH KJiac MHoro yecTn Yectu Heuectn Peaxu
(COK)
PecnimpaTopun, Kanuuna,
I'PbAHU U Bp3naneno
MeANACTHHAJIHH rbpJIO,
HapyUIeHUA Punopes
CromamHo- T'anene IloBpsbiIane KspBene ot
4peBHHU Kopemna 6onka CTOMAIIIHO-4YPEBHUS
HApyLIeHHSs (BKJ1. OoNiKa B TpaxT,
rOpHATa 4acT Ha XemoparuueH
Kopema), KOJIUT
Jucnencus
XenarooumapH IToBumenn @yIMUHAHTEH
W HapyILUeHMsI YepHOIPOOHU XeIaTuT,
€H3UMHU UepHoapobHa
HEl0CTaTbYHOCT,
Xenatut
Hapyuwienus Ha Ek3ema, AHTHOHEBPOTHYEH
KOKATa U Hepmarur, OTOK,
NMOIKOKHATA O0pus, Eputema
TbKaH Yprukapus mynTudopme,
Cunypom Ha
Stevens-Johnson,
TokcuuHa
enuaepMaHa
HEKpOJIn3a
O0m boinka
HApYLICHUS U 3amaiiBane (BKIL.
edexTn Ha CBETOBBPTEK),
MACTOTO HA YmMmopa,
NPUJIOKEeHHE ITupexcus,
Bonka B
KpalHHULIATE

Jleuenue u npogpunaxmuxa na zpun npu oeya.

O6mo 1 473 pena (BKIIOYMTETHO HHAYE 37paBH Jiela Ha Bb3pacT 1-12 roaunu U Jena ¢ actMa Ha
BB3pacT 6-12 roMHM) ca y4acTBa M B KIMHUYHH MPOYYBAHUS HA 03ENTAMUBHD 32 JICUCHUE Ha TPUIL
Or Tix, 851 nmena ca monyvyaBany JedeHue ¢ 03enTaMuBHp cycreHsus. Oomo 158 nena ca momydaBanu
npenopbunTenHara n103a Tamiflu Beaubx qTHEBHO B Tpoy4BaHe 3a MPOQUITAKTHKA CIIC/ SKCIIO3UIHS B
nomakuHcTBaTa (N = 99), 6-ceIMHUYHO TIeUATPUYHO [TPOYUYBAHE 3a Ce30HHA podwiakTuka (N = 49) u
12-ceqMuyuHO MEAUATPUYHO MIPOYYBAHE 32 CE30HHA NPO(HIAKTHKA TPU UIMYHOKOMITPOMETHPAHH JINLA

(n=10).

Tabmuma 2 mokaspa Hali-uecTo croOuiaBanute HP oT nemmatpuaHuTe KITMHIYHA TPOYYBAHUS.
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Ta6muna 2 HeskeslaHH peaKkMy MPH MPOYYBAHUSATA, H3CIeABAIIN MPHIO:KeHneTo Ha Tamiflu

3a JleYeHre U MPO(PUIAKTHKA HA T'PUI NPH Jela (103MPOBKa criope]

Bb3pactTa/Teryioro [30 mg 10 75 My BeAHBK THEBHO])

CI/ICTeMO-OpFaHeH

Hexenanu P€aKIHMHU CITopea YecTtoraTta

kiac (COK) MHoro yecTn Yectn Heuectn Penxn
Nudexunn n Otut Ha

uHecTannu CpPEIHOTO YXO

Hapymenus Ha ['maBoGonue

HEPBHATa CHCTEMA

Hapymenns Ha KoHtoHKTHBUT

oJuTe

(BKJI. 3a4epBEHU
OYH, CEKpEeLus
OT OKOTO H
00JIKa B OKOTO)

Hapymenust Ha

bonxka B yxoto

Hapymenue Ha

YX0TO U JJa0MpUHTA ThIIaHYEBaTa
MeMmOpaHa
PecniupaTopun, Kamnna, Punopes
IPBLAHMA U Haszanna
MeAUACTHHAJIHHI KOHT€CTHS
HAPYIICHHS
CromamHo-ypeBHn | [loBpwinane Kopemna Gonka
HAPYILICHUS (BkJ1. OONKa B
ropHara yacT Ha
Kopema),
Hucnerncus,
I'anene

Hapyumienus na
KOKaTa u
MOJKOKHATA ThKAH

Jepmarut (BKII.

AJICPruiuCH U
aTOIINYCH

JIEPMATHUT)

Onucanue Ha I/I36DaHI/I HCXCITaHU pCaAKIINH

THcuxuunu HapyweHus U HApPYWeHUS HA HePBHAMA CUCTeMA

['puIrbT MOJKeE J1a € CBBbP3aH C Pa3IMYHU HEBPOJIOTMYHHU U TIOBEJCHYSCKH CUMIITOMU, KOUTO MOTaT Jia
BKITIOUBAT CHOMTHS KaTO XATIOIHHAIMHY, ICTUPUYM U HEOOMYAHHO MOBEICHNE, B HAKOU CITyYan
BOJICIIIHN JIO JICTAICH U3X0J1. Te3u ChOUTHS MOJKE J]a Bb3HUKHAT MPU HATWYKE HAa CHIC(ATUT WU
eHedasonarys, Ho MOXKe J1a ce HaOJIfoaBaT 0e3 BUIMMO TSKKO 3a00IsIBaHE.

ITpu manueHTH ¢ rpui, Kouto ca npueManu Tamiflu, iMa mocTMapKeTHHIOBY CHOOIIEHHUS 38 I'BPUOBE
U ICTUPUYM (BKIIOUYUTETHO CUMIITOMU KaTo MPOMSIHA B Ch3HAHHETO, 00bpPKBaHE, HEOOUYAHO
MOBE/ICHKE, HATYIHOCTH, XaTIOIHHAINY, aXKUTAIIHsI, TPEBOKHOCT, KOIIIMApPH ), KOUTO B MHOTO MaJIKO
OT CJIyYauTe ca TOBEJH JI0 CaMOHapaHsBaHe WK JIeTaleH u3Xoa. Te3n chOMTHs ce ChoOIIaBar
MPEIMMHO TPH MIeIUATPUYHH MAIMEHTH U FOHOIIM M Y€CTO MMAT BHE3AITHO HAYaio U Obp30
ot3ByuaBane. [IpuHochT Ha Tamiflu 3a Te3u crOUTHS ¢ Hen3BecTeH. TakuBa HEBPO-TICHXUYHH
CHOMTHS ca CHOOIIEHH ChIIO U MPH MAIMEHTH C TPHIT, KOUTO He ca npreManu Tamiflu.

Xenamobunuapru napywenus

Hapynienust Ha XxernaroOuinapHara CHCTeMa, BKITIOUYUTEIHO XEMAaTUT M IOBUINICHA YEePHOAPOOHH
CH3UMH TPH NAIMEHTH C TPUIIONOA00HO 3a00isBane. Te3u ciaydyan BKITIOUBAT JIeTaICH (yIMUHAHTEH
XeMaTuT/9epHOIPOOHA HEAOCTATHYHOCT.

12



Jlpyry cuenyaiHy mony dalun

Teouampuuna nonyiayust (Kopmawema Ha 8b3pacn noo eoHda 200UHA)

B 1Be npoy4Banus 3a Xapakrepu3upaHe Ha hapMaKOKHHETHKaTa, (papMakoMHaMHUKaTa 1 npoduia Ha
0€30MacHOCT Ha JICYUCHUETO ¢ 03eNTaMUBHp Npu 135 3apa3zeHu ¢ Ipuil ena Ha Bb3pacT Mo eaHa
rojiuHa, MPo(UIBT Ha 0€30MACHOCT € OWIT CXO/IeH MEXIY KOXOPTUTE IO BB3PACT KaTo Hal-4ecTo
CHOOIIABAHNTE HEXKEIaH! PEaKIMH ca IMOBPBIIaHe, 1MapHus 1 0OpUB OT TeJeHH (BX. Touka 5.2). Hama
JIOCTaThYHO JJAHHU MPH KbpMayeTa C MOCTKOHIICTIIMOHHA Bh3PACT MO/ 36 CEIMHUIIH.

HamaraTta na(opMarys 3a 6€301macHOCT Ha 03eITAMUBUD, TIPUIIOKEH 32 JICUSHUE Ha TPUII TIPU
KbpMaueTa 1101 HOTOHIIIHA Bb3PAaCT, OT MPOCIECKTUBHU M PETPOCIICKTUBHU 00CePBAalIMOHHN
npoy4Banus (o0xBammamy o0rio mosede oT 2 400 mera ot Ta3u BH3pacToBa Ipyma),
SIMUICMHOJIOTMYHO M3CIIe/IBaHe Ha 0a3a-JaHHK U IIOCTMApKETUHIOBY CHOOIIICHUS MPEIoiiarar, 4e
pouIHT Ha 0€30MaCHOCT MPU KbpMadeTa Ha Bb3PacCT IM0JI €HA TOJIMHA € TOJ00eH Ha YCTAaHOBEHUS
npoduT Ha 0€30I1acCHOCT MPH Jella Ha Bh3PAacT €Ha FOJIMHA U ITO0-TOJICMH.

Xopa 6 cmapuecka 6b3pacm u NAYUEHMU C XPOHUUHO CbPOEUHO U/UNU PeCRUpamopHo 3a601a6aHe
[TomynarusTa, BKJIIOYEHA B IPOYYBAHUATA 32 JICUCHUE HA IPUIL, CE CHCTOU OT MHAYE 3paBU
BB3PACTHI/IOHOIIU U “pPUCKOBH” MALMEHTH (TALIMEHTHU C IT0-BUCOK PHUCK OT Pa3BUTHE HA YCIOKHEHUS,
CBBP3aHH C TPUIIA, HAIIP. XOpa B CTapyecKa Bb3pacT U MALMEHTH ¢ XPOHUYHO ChPJEYHO WU
pectpatopHo 3abomnsBane). [lo mpuHIMIL, MpoduasT Ha 6€30MaCHOCT MPH “PUCKOBUTE” MAIEHTH €
Ka4eCTBEHO MM0100€H Ha TO3H NP MHAYEe 3ApaBU Bb3PACTHU/IOHOILIH.

HmyHnoxkomnpomemupanu nayuenmu

JleuenueTo Ha T'pUIl TP KMYHOKOMITPOMETHUPAHU MTaAIUEHTU € OLICHCHO B JIBC IPOYYBaHHUA C
MOoJTy4YaBaHe Ha CTaH/apTHA J03a WM BUCOKOI030Ba cxeMa (iBoitHa uiu TpoitHa no3a) Tamiflu (x.
touka 5.1). IIpodunst Ha Ge3omacuoct Ha Tamiflu, HabnromaBan B Te3u mpoy4BaHus, CHOTBETCTBA HA
npoduia, HaOMIOIaBaH B MPEUIIHA KIMHAYHA W3nuTBaHusL, B kouto Tamiflu e npunaran 3a neuenue
Ha TPUM PU UMYHO-HEKOMIIPOMETHPAHHU MAllUEHTH BHB BCHYKH BBH3PAaCTOBH IPYNHU (MHAUE 3IPaBU
MAIMEHTH WIIN TIAIMEHTH ,,B PUCK" [T.€. JTUIIa C PECIUPATOPHH W/ ChPJSYHH CHITHTCTBAILH
3a0onsBanusi]). Haii-uecrara HexxenaHa peakiys, cboOIIaBaHa MPYU UIMYHOKOMIIPOMETHUPAHH Je1a, €
noBpwIIane (28%).

[Tpu enHo 12-ceaMuvHO Mpoy4BaHe 3a MpoduiIakTHKa nmpu 475 UMyHOKOMIIPOMETUPAHU TTAI[UCHTH,
BKIIIOUMTENHO 18 mema Ha BB3pact ot 1 1o 12 rogunu 1 no-rogemu, npourbT Ha 0€30MacHOCT MpU
238-Te malyeHTu, KOUTO ca Moy4YaBaly 03eTaMUBUP CHOTBETCTBA Ha TO3M, HAa0II0jaBaH Mpey TOBa
[pU KJIMHUYHUTE poy4BaHus Ha Tamiflu 3a mpodunakruka.

Heya cve cvwecmsysawja bponxuanina acmma
[o mpunm, nporTbT Ha HEXKETAHUTE PEAKLMH MPH Jela ChC ChIIECTBYBAIla OpOHXHATHA aCTMa €
Ka4yecTBEHO MoJ00EH Ha TO3W MPH WHAUE 3IPaBHUTE JIeIa.

CpoO111aBane Ha IOA03UPAHU HEXKEIAaHU DEAKIIUU

Cp00111aBaHETO Ha MOI03UPAHN HEXKEJIAHN PEAKIIUH CIIe]] pa3peliaBaHe 3a ynorpeda Ha JIeKapCTBEHHUS
NPOJYKT € BakHO. TOBa M03BOJIsABA Ja TIPOBIKA HAOJOICHUETO HA ChOTHOIICHHETO M0JI33/PUCK 32
JICKapCTBeHUS MPOMYKT. OT METUIIMHCKHUTE CIICIMATMCTH CE M3UCKBA J]a ChOOIaBaT BCSIKa
MOJI03MPaHa HeXKelaHa Peakiis Ype3 HalMOHAIHA CHCTEMa 3a ChOOIIaBaHe, MOCOYCHa B
IIpunoxenne V.

4.9 Tlpeno3upane
[Tosyuenu ca choOIICHUS 3a ipeno3upane ¢ Tamiflu ot kKTuHUYHY U3NUTBAHUS U

MOCTMAapKETHHTOBUS ONHUT. [Ipy moBedero oT cilydante Ha peJio3upaHe He ca ChbOOIICHU HeXellaH!
CcrOUTHS.
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Hexenanute ChOUTHsI, CHOOIICHH CIIE]T MPEI03UPaAHE, Ca MOJ00HH M0 XapaKTep U Pa3npoCTpaHEeHHE
Ha Te3u, HaOIoMaBany pu TepaneBTiunu g1o3u Tamiflu, omucanu B Touka 4.8 Hexxenanu
JICKapCTBEHHU PEaKIIUH.

He e u3BecTeH criermudeH aHTHIOT.

[eauarpudna momynaus

I[To-4yecTo ce chOOMIABAT CITyYan Ha MPEIO3UpaHe MPH Jela, OTKOIKOTO TP BH3PACTHH M FOHOIIIH.
[purotsinero Ha Tamiflu mepopanna cycnencus TpsOBa 1a cTaBa BHUMATEIHO, KAKTO
npuioxenneto Ha Tamiflu mpu gena.

5.  ®APMAKOJIOTMYHU CBOVICTBA
5.1 dapmakogUHAMHYHH CBOHCTBA

®dapMakoTepaneBTUIHA TPyIa; AHTUBUPYCHU CPECTBA 3a CHCTEMHO MPUIIOKEHNE, HHXHOUTOPH Ha
neBpamunugazata ATC kom: JOSAHO2

OsentamuBup Gocdar e npeaIekapcTBO Ha aKTUBHUS METa0O0IUT (03€ITaMUBUD KapOOKCHIIaT).
AKTUBHUST METa0OJIUT € CEJICKTUBEH MHXHUOUTOP HA HEBPaMHUHUJA3HUTE CH3UMH Ha BUPYCa Ha TPHIIA,
KOUTO TPECTABIISBAT TITFOKOTIPOTEHHH, HAMHUPAIIH CE Ha TIOBBPXHOCTTA Ha BUpYyca. AKTUBHOCTTA HA
BHUPYCHHMSI HEBPAMHUHU/Ia3¢H CH3UM € Ba)KHA KAKTO 32 HABJIM3aHETO HAa BUPYCa B HEMH(PCKTUPAHUTE
KJICTKH, TaKa U 32 OCBOO0XKIABAHETO Ha CKOPO 00pa3yBaHUTE BUPYCHH YACTHIIM OT 3apa3eHUTE KIICTKU
1 3a MMO-HATATBITHOTO Pa3pOCTpaHeHHe Ha BUPyCHATa HH(PEKIMS B OPraHu3Ma.

OsenTaMuBHp KapOOKCHIAT HHXUOMPA IN Vitr0 HeBpaMUHKJa3UTe HA TPUITHUTE BUPYCH TUll A u B.
OsenramuBup hochat HHXHOMpPa HHOEKTUPAHETO U PEIUIMKAIMATA HA TPUITHUS BUPYC IN Vitro.
O3enTaMuBHp, MPUIOKEH MEPOPATHO, HHXUOUPA IN VIVO peruTMKalusITa U MTaTOTEeHHOCTTa Ha
TPUITHHATE BUPYCH TUI A 1 B ipy ®UBOTHHCKHY MOJIENN Ha TPHUITHA WH(EKIMSI IPY aHTUBUPYCHA
€KCIIO3UIIMS, TOJ00HA Ha Ta3M, MOCTUrHaTa IPU YOBEKa CbC 75 MY IBa IIBTH JHEBHO.

AHTHBHpYCHaTa aKTUBHOCT Ha O3€JTaMUBHP KbM I'PUITHUTE BUpYCH THII A 1 B e Onia moakpeneHa ot
EKCIIEpPUMEHTAITHY ITPOBOKAIIMOHHH MTPOYYBAHUSI IPH 3/IPaBU JTOOPOBOJIIIH.

Croitnoctute Ha IC50 Ha HEBpaMUHHUTA3HUS €H3UM 32 03€JITAMUBUP MPU KIMHUYHO U30JIUpPaH TPUTICH
Bupyc tin A ca Bapupanu ot 0,1 NM 1o 1,3 nM, a 3a rpunen Bupyc tun B ca 6unu 2,6 nM. Ilo-
BrcokH croitHocTr Ha IC50 3a rpunen Bupyc tun B no meanana ot 8,5 NM ca 6unu HabmogaBaHu
py Iy OJIMKYBaHU MPOYYBaHHSL.

Knuanyau OpOyYBAHUA

Jlevenue na epunna unghexyus

ToBa nmokasaHue ce OCHOBaBa Ha KIIMHUYHU [IPOYYBAHMS TIPU €CTECTBEHO BH3HUKHAJI TPHITL, TIPH KOWTO
npeoOagaBaniara HHQEKIUS € TPUIIEH BUPYC TUTT A.

OsentamuBHp € epeKTHBEH caMo cpeliy 3a00JIsBaHsI, IPUYUMHEHU OT rpHIieH Bupyc. [lopamu ToBa ca
MPEJICTABEHN CTATUCTUICCKH aHATM3K CaMo 3a JIMIA, 3apa3eHu ¢ rpun. B cOopHara nomynanus Ha
MPOYYBAHETO 3a JICUCHHE, KOSTO € BKIIOYBAIA U TPUII-TIOJIOKUTENHU U oTprnarennu naauBuam (ITT),
'BPBUYHATA S(UKACHOCT € Oryia MOHMKEHA MPONOPIMOHATHO Ha OpOs HA TPUIT-OTPHUIIATSITHUTE JIHIIA.
B o6mrara momysiaiiysi, Ha KOSTO € TPUIOKEHO JICUeHHE, TPUITHATA HHEKIHS ¢ Ouia MOTBBPACHA PH
67% (c rpanunm 46% 1o 74%) ot HaOpaHuTe manueHTH. 64% OT IUIIaTa B cTapyecka Bb3pact u 62%
OT TE3U C XPOHUYHO CHPJICUHO U/UIU PECITUPATOPHO 3a001sIBaHE ca OUIH TPUIT-TIONOKUTENHU. [Ipn
BCcHYKH TipoyuBanust aza Il ¢ nen neuenne nanymeHTUTe ca O HAOMpPaHHU caMo Tpe3 Iepruoa,
KOTaTO TPHUITBT € [IUPKYITHPAIT CPell MECTHOTO HacEICHHE.
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Bw3pacmuu u ionowm na 13-200uwina sv3pacm u no-zonemu: Ilanmenture ca Ouiay n306upanu 3a
ydacTHe, ako ca cho0maBaiy 10 36 yaca cies nosiBata Ha CHMITOMUTE, aKO €A UMAJIM BUCOKA
temneparypa > 37,8 °C, npuipyxkeHa Haili-Mallko OT €IMH PEeCIUPATOPEH CUMIITOM (KalILIUIIA,
Ha3aJJHA CUMIITOMH WX OOJIKY B I'BPJIOTO) U HAl-MaJIKO €IMH CUCTEMEH CUMITOM (MUATHs, CTyACHU
TPBIKH/U3NOTSABAHE, HEPA3IOI0KEHNE, yMOpa WM riaBoboiue). B cOopeH aHanu3 Ha pe3ynTaTuTe Ot
BCHUYKH TPUIT-TIOJIOKUTETHU Bb3pacTHH U FoHOIM (N = 2 413), BKIFOYEHH B IPOYYBAHUSATA 32
JeYeHue, 03eNTaMUBHpP 75 MY 1Ba IIBTH THEBHO B NIPOABDKEHNE HA 5 THN € HaMallMJI MeIMaHaTa Ha
MPOABIKUTEITHOCTTA HA TPUITHOTO 3a00JIsBaHe MPUOTU3UTEITHO ¢ eIMH AeH, oT 5,2 nau (95%
noBepuTeneH unrepsai 4,9 — 5,5 mun) B rpynara c miare6o 10 4,2 aau (95% nosepurenieH HHTEpBa
4,0 - 4,4 num; p <0,0001).

[IporeHTHT HA JIUIIaTa, KOUTO ca Pa3BUIIM ONPEACICHH YCIOKHEHHS OT CTpaHa Ha JOJHUTE AUXATEITHU
nbTUIIA (IPEJUMHO OPOHXHT), JIEKYBaHH C aHTUOMOTUIH, € OrJ1 HamaiieH ot 12,7% (135/1 063) B
rpynara c miane6o Ha 8,6% (116/1 350) npu nomynanmsTa, JekyBana ¢ ozenramusup (p = 0,0012).

Jleuenue na epun npu nonyrayuu ¢ gucox puck: Meauanarta Ha IPOIBIKATEITHOCTTA Ha 3a00JIIBAHETO
OT TPHII MPH JIKIIA B CTApUYECcKa Bb3pacT (= 65 TOAMHU) U MIPH JIUIIA C XPOHUYHO CHPACYHO U/WITH
pecrpaTopHo 3a00JIsIBaHe, MOTyYaBaIy 03eITaMUBUP 75 MQ 1Ba ITBTH AHEBHO B POJIBIDKEHUE HA 5
JTHY, He e Ouita 3HaunMo HaMaseHa. O0Iara npobKUTeTHOCT Ha (pedpunuTera e Ouia HamaleHa ¢
€/IMH JICH B TPYNIHUTE, JIGKYBaHH C 03eNTaMUBHD. [IpH TPHUIT-TIOJI0KUTEITHATE JIUIIA B CTApUECKa Bb3pacT
03eNITAMHUBUP 3HAYMMO € HAMAJIUII YeCTOTara Ha OTpe/elieHH YCIOXHEHHS OT CTpaHa Ha JIOJIHUTE
JIUXaTeTHH MHTUIA (ITPeIUMHO OPOHXUT), JIEKyBaHU ¢ aHTHOMOTHIH, OT 19% (52/268) B rpymara ¢
ane6o Ha 12% (29/250) npu nomynanusra, JexyBasa ¢ o3entamusup (p = 0,0156).

[Ipu rpUn-NIOJ0KUTEIHH MAITUEHTH ¢ XPOHUYHO CHPACYHO U/UIIH PECTIMPAaTOPHO 3a00JIsBaHe,
KOMOMHHpaHaTa 4ecToTa Ha YCIOXKHEHHS OT CTpaHa Ha JIOJHUTE IUXaTeIHHU MbTUIIA (TIPeIMMHO
OpOHXMT), JIEKyBaHU C aHTHOMOTHULH, € 6mna 17% (22/133) B rpynarta ¢ miaueto u 14% (16/118) npu
nomyJiaiusra, iekyBana ¢ ozenramuup (p = 0,5976).

Jleuenue na epun npu d6pemennu dicenu: He ca mpoBeXXIaHN KOHTPOJIMPAHH KIIMHUYHU TPOYYBAHUS 32
yrorpedaTa Ha 03e/ITAMUBUP TP OpEMEHHU JKE€HH, BBIIPEKH Ue UMa J0Ka3aTesIcTBa OT
MMOCTMAPKETUHTOBY U PETPOCIEKTUBHHU 00CEpBAIlMOHHU TIPOYYBaHU S, KOUTO TIOKAa3BaT 110133 OT
HacTOsIIAaTa cXeMa Ha JI03UpaHe MPH Ta3u MalMeHTCKa MOIyIaIlis, B YCIOBHITA HA HACKA
MOPOUIHOCT/CMBPTHOCT. Pesynratute oT (hapMaKOKHHETHYHHUTE aHAJM3HU TI0Ka3BaT HUCKA
€KCITO3UIIUS Ha aKTUBHU META00JIUTH, BBIIPEKH Y€ HE CE MPEopbuBa KOPUTHPAHE Ha J103aTa IPU
OpeMeHHM JKEeHH TIPH JISYCHNETO WK Mpo(HIIaKTHKATa Ha Tpura (Bx. Touka 5.2, dapMaKOKWHETHKA,
CreuyanHu Moy JIalum).

Jleuenue na epun npu deya: B KMTMHUYHO U3NIMTBaHE NPHU WHAYeE 3apaBu Aeua (65% rpur-
MIOJIOXKUTENHH ) Ha Bh3pacT oT 1 1o 12 roxunm (cpeiHa Bb3pacT 5,3 TOAMHH), KOUTO ca MIMald BUCOKA
temneparypa (> 37,8 °C) 1wiroc Kalumia win puHuT, 67% OT TPU-TIOJIOKUTEITHUTE MAI[UEHTH ca
6w 3apaseHu ¢ rpuneH Bupyc tin A u 33% c rpunen Bupyc tun B. JleueHueTo ¢ o3entamMuBup,
3amoyHaio 70 48 yaca OT mosiBaTa Ha CUMIITOMHUTE, 3HAYUMO € HAMAIHJIO BPEMETO 3a 03/IpaBsiBaHe
(ompeneneHo KaTo eJHOBPEMEHHO BB3BPBIIAHE KbM HOPMATHOTO 3APABOCIOBHO CHCTOSIHUE U
aKTHBHOCT U CIIaJlaHe Ha BUCOKaTa TeMIleparypa, o0JeK4aBaHe Ha KalUIuIata u puHuTa) ¢ 1,5 1Hu
(95% nosepurenen untepsai 0,6 — 2,2 nqau; p < 0,0001) B cpaBHeHue ¢ muane6o. O3eaTaMUBHp €
HaMaJIWJI 4e€CTOTaTa Ha OCTBP OTUT HA CPEHOTO yXO0 OoT 26,5% (53/200) B rpynara ¢ miane6o 10 16%
(29/183) npwu nenara, nekyBanu ¢ o3entamusup (p = 0,013).

Bropo npoyuBane e 6mito 3aBbpiieHo mpu 334 mena ¢ actMa Ha Bh3pacT oT 6 710 12 ToMHU, OT KOUTO
53,6% ca Ouin rpuUn-NONOKUTENHN. B rpymnara, nexyBaHa ¢ 03el1TaMUBHp, MeIMaHaTa Ha
MPOABIKUTEITHOCTTA Ha 3a00JIsIBAHETO HE € Onjla HamalieHa 3HauuMo. 1o JeH 6 (OCISIHUAT IeH OT
neuennero) FEV1 ce e moBummi ¢ 10,8% B rpynara, 1exkyBaHa ¢ 03e1TaMUBHp, B cpaBHEHHE C 4,7%
oT Ta3u nomyJanusi ¢ miaiebo (p = 0,0148).
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EBponelickaTa AreHius 10 JieKkapcTBaTa omiara 3aIb/DKEHHETO 3a IIPEOCTaBsIHE Ha PE3YITaTUTE OT
npoyuBanusTa ¢ Tamiflu B exna win noBeve noarpyny Ha rneAuaTpUYHaTA MOIYJIAIMS IIPU TPHIL.
Bmxre Touka 4.2 3a nH(pOpMAaLUS OTHOCHO yHOTpeOa B MeAuaTpusiTa.

[lokazanueTo mpu KbpMayeTa Ha Bb3pacT NoJ 1 roauHa ce OCHOBaBa Ha EKCTPAIONALis Ha TaHHUTE
3a e(pMKACHOCT IIPU MO-TOJIEMH JIEI1a, a IIPeopbUNTEeNIHATa JO3MPOBKA CE OCHOBABA HA JAHHU OT
(apMaKOKHHETHYHO MoJIeUpane (BK. Touka 5.2).

Jleyenue na ungexyus ¢ epunen supyc mun B: O61mo, 15% oT rpun-nonoxuTenHaTta MoIyJanus e
Ouna nHeKTHpana ¢ rpuleH BUpyc Tum B, karo nponeHTsT e O B rpanuium ot 1 1o 33% npu
OTAEIHUTE NPOyUBaHHUs. MeanaHaTa Ha MPOABIKUTEITHOCTTA Ha 3200 IIBAHETO MPH JIULIA, 3aPA3EHHU C
rpulieH Bupyc TiN B, He ce e paznuyaBaia 3HAYMMO MEXIY pa3IMYHUTE TPYIH Ha JeUEHHE B
otaenHute npoyusanus. Jlanaure ot 504 nuna, 3apa3eHu ¢ rpuiieH Bupyc tun B, ca Ounu cr0panu ot
BCHYKH NPOY4BaHUs 3a aHaU3. O3eNTaMUBHUp € HaMaJIiil BPEMETO 10 00JieK4aBaHe Ha BCUUKH
cumnromu ¢ 0,7 mau (95% nosepurenen uarepsain 0,1 — 1,6 aau; p = 0,022) 1 IpOABIKUTETHOCTTA
Ha (peOpmutera (> 37,8°C), kanutumara u puHuta ¢ equs jaeH (95% noseputernen uarepsai 0,4 —

1,7 nau; p < 0,001) B cpaBHeHue ¢ muiane0o.

Jleuenue na epun npu umyHokomnpoMemupanyu nayuenmu: EqHO paHIOMHU3UPaHO, JBOWHOCIISIIO
MpPOyYBaHe 32 OIIeHKa Ha 0€30MaCHOCTTa U OXapaKTepu3npaHe Ha e)eKTUTE Ha 03eTITAMUBUD BBPXY
Pa3BUTHETO Ha PE3UCTCHTEH I'PUTICH BUPYC (ITBPBHYCH aHATK3) TIPU 3apa3eHH C TPUIT
UMYHOKOMITPOMETHPAHU TAMEHTH BKITFOYBa 151 Bb3pacTHY MaIMeHTH, 7 OHOIIM | 9 jena,
MOJIXOJIAIIN 32 OIICHKA Ha e(pUKacHOCTTa Ha 03eJTaMHUBHp (BTOPUUYEH aHATU3, 0e3 TocTaTbuyHa
cTaTuCTHYeCcKa MONTHOCT). [IpoyvBaHETO BKITFOUBA MAIMEHTH C TPAHCIUIAHTALNS HA COTMIHUA OPTaHH
[SOT], mauuenTty ¢ TpaHCILIAHTAIMS Ha XeMaTOMOETHYHH CTBOJIOBH Ki1eTku [HSCT], momokurennu
3a HIV nmanuenTu ¢ 0poit Ha CD4+ knetku <500 kimeTkr/mMm3, manyueHTH Ha CHCTEMHA
UMYHOCYTIPECHBHA TEPAITUs U TAKHBA C XEMATOJIOTUYHHU 3TOKAa4YeCTBeHHU 3a0onsaBanus. Te3n malueHT
ca paHJOMHU3UPAHH 3a JICUCHUE B paMKHTE Ha 96 yaca OT mosiBaTa Ha CUMIITOMUTE 3a niepro ot 10
1A, TeparneBTHIHUTE CXEMH ca: CTaHaapTHa f03a (75 MQ Wik KOpUrapaHa CrpsMo TEJIECHOTO TETIIO
IIpH Jelia) [Ba IbTH AHeBHO (73 BB3pACTHH MAIllHEHTH, 4 FOHOIIN U 4 felia) Witk 1BoiHa mo3a (150 mg
WM KOPUTHPAHA CIIPSIMO TEJIECHOTO TETJIO MPH JIelia) ABa IIbTH JHEBHO (78 BB3pacTHU MalMeHTH, 3
IOHOIIIM U 5 JIe1a) O3eITaMUBHP.

Menuanara Ha BpeMeTo 3a oT3By4aBaHe Ha cumnromute (TTRS) mpu Bb3pacTHU U FOHOIIHM € 10JI00Ha
B Tpymata cbe crangaptHara no3a (103,4 gaca [95% nosepurenen unrepsan 75,4-122,71) u rpynata ¢
nBoitHa no3a (107,2 yaca [95% nosepurenen untepsain 63,9-140,0]). TTRS mpu nera Mosxe aa Bapupa
U MHTEpIIpeTalusATa € OrpaHuueHa OT MAJIKUA pa3Mep Ha u3Bajakarta. [IpoleHThT Bb3pacTHU MAllUeHTH
C BTOPUYHHU MH(EKLIMHU B rpymnara cbC CTaHIapTHA JI03a U B IpyMaTa ¢ JIBOiHa 103a € cpaBHUM (8,2%
capsimo 5,1%). Tlpu felia ¥ FOHOIIH, CaMO €IWH TalueHT (FOHOINA) B TPyIara ChC CTaHAapTHA 1034 €
pasBui BropuuHa HHeKuus (0akTepraieH CHHY3HT).

[IpoBeneHo e npoyuBaHe OTHOCHO (hapMaKOKMHETHKATa U (hapMaKoIMHAMUKATA MPU TEKKO
uMyHOKoMIpomeTupanu nena (< 12 rogunu, N=30), KOUTo moay4aBat craHaaptHa (75 mg uiu
KOpUTHpPaHa CIPSIMO TETJI0TO JBa IIBTH THEBHO) Cpelly TpoiHa f03a (225 My uiin Kopurupana
CHPSAMO TETJIOTO J1BA TBTH JHEBHO) O3€ITaMHUBHP 32 aAallTUBEH Iepro Ha npuiaarase ot 5 10 20 aau
B 3aBUCHMOCT OT MPOJBKATENTHOCTTA HA OTJEIIsSHE Ha BUpyca (MeUaHa Ha POIBIIKUTEIHOCTTA Ha
neuenue: 9 aum). HUTO eauH nmaumeHT B craHAapTHaTa Ipyna v 2 MalKMeHTy B IpynaTa ¢ TpoWHa J103a
CHOOIIABAT 32 BTOpUYHA OakTepuanHa nHpeKIus (OpOHXUT U CUHY3HT).

Ilpogpunakmuxa na epun

EduxacnocrTa Ha 03e1TaMUBHUp 33 NPO(UIAKTHKA HA €CTECTBEHO Bb3HUKHAJIO TPUITHO 3a00JIsBaHE €
JI0Ka3aHa B MPOYYBAHE 3a MOCTEKCIIO3ULMOHHA NMPO(HIAKTUKA B JOMAKHHCTBATA U ABE IPOYUYBAHUS C
1en ce3oHHa npoduiakTrka. [IspBruyHaTa KpaiiHa ToUKa 3a €(YUKACHOCT MPU BCUYKH TE3H
poy4BaHus € Oujia yectoraTa Ha JabopaTopHO MOTBBPAEHH CIy4ad Ha Ipull. BupyneHTHOCTTa HA
TpUIHATA MUIEMUS HE € IPEIBHUMMA U Bapupa B PaMKUTE Ha 00J1acTTa U OT CE30H Ha CE30H, TIOPaIH
TOBa OposT Juila, Kouto € HeoOxoaumo aa ce iexyBat (bHJI), 3a ga ce npenoTBpaT eauH cayvaii Ha
TPUTHO 3a00J15IBaHe, € Pa3IHycH.
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Ilocmexcnosuyuonna npogunakmuxa: B npoydBaHe IpH J1Lia B KOHTAKT C U30JIMPaAH CIIydai Ha TpUIl
(12,6% BakcMHHpaHH CpEILy TPUI), IPUIIOKEHUETO Ha 03eATaMUBUP 75 MY BEIHBXK THEBHO €
3aI104HAJIO J0 2 AHU OT MOsIBAaTa HA CUMIITOMUTE IIPH 3apa3eHUs C IPUII U € IPOABIDKHIIO CEIEM JTHU.
['pun e 6un norBepaeH npu 163 ot 377 oraennu ciryyas. O3el1TaMUBUP 3HAYUTEITHO € TIOHHMKHI
YeCTOTaTa Ha KIIMHUYHO MPOSBEHO IPUITHO 3a00J1sIBaHE, BB3HUKHAIO MPU KOHTAKTHUTE JIUIIA, IIPU
KOHTO € IOTBBPACHO 3a0oisaBaneTo, ot 24/200 (12%) B rpymnara c miaue6o Ha 2/205 (1%) B rpynara ¢
ozentamuBup (92% namanenue [95% nosepurenen uatepsai 6 — 16; p <0,0001]). bposr nuiia, xouto
e 6wio mHeobxomumo ja ce ekysar (bHJI) B KOHTakT ¢ MCTUHCKY ciydau Ha Tpurt, € omt 10 (95%
nmoBepuTesieH nHTEpBaAI 9 — 12) 1 e 6mn 16 (95% moBeputenen uarepsain 15 — 19) B msmara
nomynanust (ITT), He3aBUCHMO OT CHCTOSIHUETO HA MH(EKIUATA B OTICITHUS CITyJau.

EduxacnocrTa Ha 03e1TaMUBHp 3a IPEJAOTBPATSIBAHE HA €CTECTBEHO BH3HUKHAIIO IPUITHO 3a00IsIBaHe
€ JI0Ka3aHa B MPOYYBaHE 32 IOCTEKCIO3UIMOHHA NPO(HITaKTHKA B TOMAaKUHCTBATa, KOETO €
BKJIIOUBAJIO BB3PACTHH, IOHOIIN U JIella Ha Bb3pacT oT 1 10 12 roauHu, KakTo KaTo OTAETHU CIydau,
Taka M KaTo KOHTAKTHH B ceMeHcTBOTO. [loka3arensr 3a mppBHYHA €(PUKACHOCT B TOBA IPOYYBAHE €
yecToTaTa Ha 1a00paTOpHO-NOTBBPACH KIMHUYHO NPOSBEH TPUIl B ToMakuHcTBara. [Ipodunakrukara
Cc 03enTaMuBHp € npoawskmwia 10 1au. B obmara nomynaiys e ©Maio MOHM)KeHUE B 4ecToTara Ha
71a00paTOPHO-NIOTBBPAEH KIMHUYHO NPOSIBEH TpHIl B foMakuHcTBara oT 20% (27/136) B rpynara,
KOSITO HE € MmoiyyaBaia npodunaktuka, Ha 7% (10/135) B rpynara, xosTo e nmony4yasana
npodiaktrka (HamaneHue ¢ 62,7% [95% nosepurenen untepsai 26,0 - 81,2; p = 0,0042]). B
JIOMaKMHCTBAaTa, KbJETO € UMAJIO OTJEIHHU CIy4au Ha MH()EKTUPaHU ¢ TPHUIl, € HaOJII0aBaHO
TTOHIKEHUE Ha YeCTOTaTa Ha 3a001eBaeMocCT OT rpuit oT 26% (23/89) B rpynara, KosITO HE €
nonyyaBaia npodunaktuka, Ha 11% (9/84) B rpynara, nomyudaBana npoduinakTuka (HaMajJeHHe C
58,5% [95% noseputenen untepsan 15,6 — 79,6; p = 0,0114]).

Crnopen noArpynoB aHajiu3 MpHU Aela Ha Bb3pacT oT 1 10 12 ronuHu, yecToTara Ha JIabopaTOpHO-
MOTBBPACH KIIMHUYHO MTPOSIBEH TPHII CPEI JellaTa € HaMalieHa 3HauuTe HO oT 19% (21/111) B
rpymara, KOsiTo He € Iojiy4asaja npodunaktuka, Ha 7% (7/104) B rpynaTa, noxydaBaia
npodunaktrka (64,4% namanenue [95% noeeputenen uateprai 15,8 — 85,0; p = 0,0188]). [Ipu
Jierara, KOUTO B Ha4aJIOTO Ha U3MHUTBAHETO OILE HE OTACNST BUPYca, YecToTaTa Ha 1a00opaTopHO-
MOTBBPJCH KJIMHUYHO MPOsIBeH rpul € Hamasuia ot 21% (15/70) B rpymara, KosTO He mofyyaBaa
npodunakTrka, Ha 4% (2/47) B rpynata, nojaydasaia npodunakruka (80,1% Hamanenue [95%
noseputeneH narepsai 22,0 — 94,9; p = 0,0206]). BHJI 3a nsmata nenuatpuyuna nomynamms € 9 (95%
JoBeputeneH uutepBan 7 — 24) u 8 (95% moBeputerneH uHTEpBal 6, rOpHATA TPaHMIIA HE € U3MEpEeHa)
3a nsmata nomyaanus (ITT) u cboTBeTHO NpH AenaTa, KOHTAKTHU C OTACTHA HHPEKTUPAHHU CIIydan
>(ITTh).

Ipodunaxmuka na epun cied eKcnosuyus npu Kvpmavema noo 1-200uwina 6vb3pacm no epeme Ha
nandemus: [Ipodunakrikara mo BpemMe Ha MaHAeMUs Ha TPUIl HE € IPOyYBaHa B KOHTPOJIUPAHH
KIIMHUYHU U3MUTBAHUA IIPH JieTa Ha Be3pact 0-12 mecena. Bukre Touka 5.2 3a mopoOHOCTH OTHOCHO
CHUMYJIAIUATA Ha €KCITIO3UIIUSL.

IIpodhunaxmuxa no epeme na epunua enudemus 8 0bwecmsono: B cbopeH aHamu3 Ha JiBe IpYTH
MPOYYBaHMs, TPOBEACHH MTPU HEBAKCUHUPAHH, HHAYE 3/[PABU BH3PACTHH, 03CATAMUBHUD 75 MJ BEIHBIK
JTHEBHO, TIpUJIaraH B MPObKEHUE Ha 6 ceIMUIM, 3HAYMMO HaMaJIsiBa 4YeCTOTaTa Ha KITMHUYHO
MPOSBEHOTO TPUITHO 3abomsiBaHe oT 25/519 (4,8%) B rpynara ¢ miane6o Ha 6/520 (1,2%) B rpymarta ¢
ozenramuBup (76% nHamanenue [95% nosepurenen unatepsan 1,6 —5,7; p = 0,0006]) mo Bpeme Ha
rpumHa enuemus B oomectsoto. BHJI mpu ToBa nmpoyuBane e 28 (95% noseputencH uHTepBan 24 —
50).

[Tpu npoy4uBaHe HA XOpa B cTapuecka Bh3pacT B JOMOBE3a BB3PaCTHU X0pa, Kbjeto 80% ca Ounn
BAaKCHHHPAHHU TPE3 CE30Ha Ha MPOYUYBAHETO, O3CATAMHUBHP 75 mg BETHBK THEBHO, IPUIaraH B
MPOIBIDKCHUE Ha 6 CEIMUIIN, 3HAYMMO HaMaJlsiBa YeCTOTaTa Ha KIMHIUYHO TPOSIBEHOTO TPUITHO
3abonsBane ot 12/272 (4,4%) B rpynara ¢ mane6o Ha 1/276 (0,4%) B rpynata c o3entamMuBup (92%
Hamanenue [95% nosepurenen uaTepBain 1,5 — 6,6; p = 0,0015]). BHJI npu ToBa mpoyuBane e 25
(95% noseputernen untepai 23 — 62).
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lIpounakmuka na epun npu umyHokomnpomemupanu nayuermu: IIpoBeeHoO € TBOHHO-CIIANO,
1ane6o KOHTPOIMPAHO, PAaHIOMU3UPAHO U3MHUTBAHE 3a CE30HHA MPO(QIIAKTHKA HAa TPHII IPH

475 umyHOKOMITpOMeTHpaH! narreHTH (388 maimenTH ¢ TpaHCIUTAHTALKUS Ha COJHUICH OpraH

[195 mnare6o; 193 o3entamuBup], 87 ManMeHTH ¢ TPAHCIUIAHTAIIMS HA XEMOIIOCTUYHHU CTBOJIOBH
KieTkd [43 mane6o; 44 o3enTaMuBHp |, HAMa HALUESHTH C IPYT'H UMYHOCYTIPECUBHU ChCTOSHHS),
BKIrounTeNnHO 18 mena Ha Bb3pacT oT 1 10 12 ronuau. [IspBryHaTa KpaiiHa TOYKa IPU TOBA KITMHUYHO
U3NHTBAHE € YeCTOTaTa Ha JJAO0PaTOPHO MOTBBP/ICH KIMHIUYHO MPOSIBEH TPHII, ONPEICIICH Ype3
KyJITUBUpAHE HA BUPYCH W/WITK YeTHUPUKpaTHO noBuiieHre Ha HAI anturenara. YecroTtara Ha
71a00paTOPHO MOTBBP/ICH KITMHUYHO TposiBeH rpun e 2,9% (7/238) B rpynara c miare6o u 2,1%
(5/237) B rpynara ¢ o3enramuup (95% JIU -2,3% — 4,1%; p = 0,772).

He ca ITPOBEKTaHN CHGLII/I(I)I/ILIHI/I Ipoy4YBaHUs 3a OICHKA HAa HAMAJICHUETO Ha pUCKa OT YCJIOKHCHU .

Pe3ucmenmnocm Kvm 03e1mamueup

Knunuunu npoyusanus: PUCKBT OT 10sIBa HAa TPUITHU BUPYCH C HAMaJICHA YyBCTBUTEITHOCT HIIH
U35IBEHA PE3HCTEHTHOCT KbM O3€JITAMUBHUP € M3CIIE/IBaH 110 BpeMe Ha crioHcopupanu ot Roche
KJIMHUYHY M3MUTBaHUS. Pa3sBUTHETO Ha BUPYC, pE3UCTEHTEH KbM 03€ITaMUBHP, 110 BpeMe Ha
JICYCHHUETO € M0-YeCTO MPH Jella OTKOJIKOTO IPH BH3PACTHH, KaTo TOBa Bapupa oT noj 1% npu
BB3pactHuTe 10 18% npu kppmaderara Ha Bb3pacT noj 1 ronuna. [lenara, npu KOUTO € yCTaHOBEHO,
Ye ca HOCHTENIN Ha BUPYC, PE3UCTEHTEH KbM 03eJITAMUBHP, IO IPUHIIMI OTJAEIAT BUpYyca HO-
IPOJBDKUTEITHO BpEME B CPAaBHEHUE C JIMLATA C YyBCTBHUTENICH BUPYC. Pe3ucTeHTHOCTTa KbM
03eJITaMMBHD, Bb3HHUKBAIIIA 110 BpEME Ha JIedeHue, 00aue He MOBIUABA OTTOBOPA KbM JICUEHHETO U HE
NpeM3BUKBA yIbKaBaHE HA CUMIITOMHTE Ha TPHIIA.

Kato 1s10 no-Brucoka 4ectora Ha pe3sUCTEHTHOCT KbM 03€ITaMHUBHp € HaOIro/jaBaHa P Bb3PacTHU U
IOHOIIIM UMYHOKOMIIPOMETHPAaHH TAlleHTH, JICKYBaH! ChC CTaHIApTHA /1032 HIIH C TBOHHA 1032
o3eiTamMHuBHp B npoabskeHne Ha 10 gau [14,5% (10/69) B rpynara cbe crangapTHa 103a u 2,7%
(2/74) B rpynata ¢ 1BoiiHa 103a], B CpaBHEHHUE C JJAHHH OT MTPOYYBAHHSI C JIEKYBaHH C 03€TaMUBHP
MHa4e 37paBy IOHOIIM ¥ BB3PAaCTHH HanueHTH. [lo-ronsmara 4acT oT Bb3pacTHUTE NALUEHTH, KOUTO
pa3BHUBAT PE3UCTEHTHOCT, Ca PEIMITMEHTH Ha TpaHCIUIanTat (8/10 mameHTH B rpymara che
CTaHJAapTHA 71032 U 2/2 MalyeHTH B TpymaTa ¢ IBoiHa 103a). [loBeuero oT manueHTuTe ¢ pe3nCTeHTEH
Ha 03eJTaMHUBUP BUPYC ca MH(GEKTUPAHU C TPUIl TUII A U MMAT IPOBIKUTEIIHO OT/JEIHE Ha BUpYcCa.

YecroTaTta Ha pe3UCTEHTHOCT KbM O3€ITaMUBHP, Ha0II01aBaHa MPH UMYHOKOMIIPOMETHPAHHU Jiena (<
12-roauinHa BB3pact), JekyBanu ¢ Tamiflu B 1Be mpoy4BaHus 1 olleHEHH 3a pe3UCTEHTHOCT, € 20,7%
(6/29). Ot mecTTe IMyHOKOMIIPOMETUPAHU JIET[a C PE3UCTEHTHOCT KbM 03eJITAMUBHUD, Bb3HUKHANA 110
BpeMe Ha JICYEHHETO, 3 MAIMeHTH MOTyYaBaT CTaHJapTHA 1032 U 3 MaIlUeHTH — BICOKa /103a (IBOMHA
WJIM TPO¥iHA J103a). MHO3MHCTBOTO MMaT ocTpa JuMdoOiacTHa JeBKeMUs U ca < 5-TOJIUIIIHA Bb3pacT.

YecrToTa Ha PE3UCTEHTHOCT KbM 03¢JITAMUBUP B KIIMHUYHUTE ITPOYIBAHUA

IlanmenTH ¢ MyTalK HA pe3UcTeHTHOCT (%)
®eHoTUNIM3UPAHE™ I'eno- n
IMonyJanusi nanMeHTH (¢eHoTHIIMZHpPAHE™
Bb3pactHu U 10HOIIH 0,88% (21/2 382) 1,13% (27/2 396)
Hena (1-12 rogunm) 4,11% (71/1 726) 4,52% (78/1 727)
Kbpmauera (<1 roauna) 18,31% (13/71) 18,31% (13/71)

*[IbIHO reHOTUNU3UPaHE He € OWIJIO U3BBPIICHO BbB BCHYKH IIPOYYBAHHUS.

IpodunakTika Ha TPHIT

HsiMa nanHU 3a M0siBa Ha JIeKapCTBEHA PE3UCTEHTHOCT, CBhp3aHa ¢ ynorpebara Ha Tamiflu mpu
KJIMHUYHATE U3MMTBAHUS, IPOBEICHH 0Cera IPH TPYITH Clie eKCro3uIius (7 JHH), TIPH TPYIIH CIC]T
excro3uIusa B JoMakuHCTBOTO (10 mum) u ce3onHa (42 qun) mpodUIakTHKA Ha TPHIT IIPU
UMYHOKOMITETCHTHH maieHTd. He e HabroaBana pe3sucTeHTHOCT 1Mo Bpeme Ha 12-ceMuaHo
Npoy4BaHe 3a NPO(UIAKTHKA TIPH UMYHOKOMIIPOMETHPAHH MAIlMCHTH.
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Knunuuny dannu u dannu om nabniodenue: OTKPUTH ca €CTECTBEHU My TallUK, CBBP3aHH C HAMaJlleHa
YYBCTBUTEIHOCT KBbM O3eTaMUBHD IN Vitro mpu Bupycu tan A u B, usonupanu ot nanuentu 6e3
SKCITO3HIIMS Ha 03eTaMUBUP. PE3UCTEHTHH 1IIaMOBE, CEJICKTUPAHH 110 BPEME Ha JICUCHHUE C
03eJITAMHUBHUD, Ca U30JUPAHH KAKTO OT MMYHOKOMITETCHTHH, TaKa U OT UMYHOKOMITPOMETHPAHH
nanueHTH. MIMyHOKOMIIPOMETHPAHHUTE MAIMEHTH U MAJIKHUTE JIela ca W3JI0)KEHN Ha Haif-BUCOK PHCK OT
Pa3BUTHE HA PE3UCTCHTHHU HA 03EJITAMUBHP BUPYCH IO BPEME Ha JICUYCHUETO.

Y CTaHOBEHO €, Y€ Pe3UCTCHTHU Ha 03€ITAMUBHP BUPYCH, H30JMPAHH OT MAIMCHTH, JICKYBaHH C
03CNITAMHUBHUP, ¥ PE3UCTECHTHU HA 03CITAMUBHP J1A00PATOPHH IIAMOBE HA TPUITHUTE BUPYCH, ChIBPIKAT
mytanuu B N1 u N2 HeBpamunuaasute. MiMa TeHICHIMS MyTaIlMHUTE 33 PE3UCTCHTHOCT J1a ObaaT
cnenuduuny 3a BupycHust noarum. Ot 2007 r. cmopauvHo ce OTKPUBA €CTECTBEHO BH3HUKBAIATA
PE3UCTEHTHOCT, cBhp3aHa ¢ myTtarwmsita H275Y npu cezonnnte mjamoBe HIN1. UyBcTBUTETHOCTTA
KBbM O3EITaAMHBHP U IIUPOKOTO PA3NPOCTPAHCHUE HA TE3U BUPYCH U3IJICKIA BApUPAT CE30HHO U
reorpadeku. [Ipe3 2008 r. H275Y e 6una otkpura npu > 99% ot nupkynupammte HIN1 rpunan
uzonatu B EBpona. IIpe3 2009 r. rpunanst Bupyc HIN1 (“cBUHCKM Tpuit”) € OWI OYTH eTHAKBO
YYBCTBUTEJICH KbM 03CJITAMUBUP, KATO € UMAJIO0 CaMO CITOPAIUYHU CHOOINCHUS 32 PE3UCTCHTHOCT BhB
BPB3Ka KaKTO C TEPAlleBTHYHH, TaKa U ¢ MPOGUIAKTUIHN CXEMH Ha TIpHIaraHe.

5.2 ®apMakoKMHETHYHH CBOICTBA

OO011a nadopmanys

Abcopbyus

OsenTamuBup ce abcopOupa J00pe OT CTOMAITHO-YPEBHHSI TPAKT CIICT IIEPOPATHO MPUIIOKCHUE Ha
osentamMuBup ochat (mpekypcop) u ce MeTaboJU3Kpa B rojisiMa CTEIICH KaTo Ce MPEBPhIIa B
AKTUBHHUS METa0OJUT (03eITAMUBUP KapOOKCUIIAT) MPEIMMHO C TOMOIITA Ha YePHOAPOOHHUTE
ecrepasu. Haii-manko 75% oT nepopaiHara 703a T0CTUra CHCTEMHOTO KPBHBOOOpAICHHE O
(dopmaTa Ha aKTHBeH MeTaboUT. EXCIIO3uIUsTa Ha MPeyICKapCTBOTO 110 OTHOIICHUE HA aKTHBHUS
METa0OJHT € Mmo-Majika oT 5%. [InasMeHuTe KOHIICHTPAIMU Ha MPEKYPCOPa ¥ Ha AKTUBHUS METa0OTUT
ca MPOMOPIIMOHATHU Ha J03aTa U HE CE TIOBJIHUIBAT OT ¢THOBPEMEHHO MPHJIOKCHUE C XPaHa.

Pasnpedenenue

CpenuusaT o0eM Ha pa3npelie/icHHe B CTAl[HOHAPHO ChCTOSHUE Ha 03eITAMUBUD KapOOKCHUIIAT MPU
Xopa € IPHONTHU3HUTETHO 23 MUTpa — 00eM, CKBUBAICHTECH Ha EKCTparleyIapHaTa TelleCHa TeUHOCT.
Twit KaTo HEBpaMHUHHU/Ia3HATA AKTHBHOCT € SKCTpallenyiapHa, 03eITAMUBHP KapOOKCHUIIAT ce
pasmpeners BbB BCHUKU MECTa Ha pa3npoCTPaHEHHUE Ha TPUITHUS BUPYC.

CBBp3BaHETO HA 03EITAMUBHD KapOOKCHIIAT C IUIA3MEHHUTE IPOTEHHH P XOpa € He3HAYUTEITHO
(mpubmmsurento 3%).

buompancghopmayus

O3zenraMuBHp € TOJJIOKEH HA €KCTEH3MBHO MPEBPBINAHE 10 03eNTAMUBHP KAPOOKCHIIAT OT
ecrepasuTe, HAMHUPAIIX Ce MPEIMMHO B uepHus apo0. [IpoyuBanus in Vitro ca nokasanu, 4e HUTO
03eNITAaMHUBUP, HUTO aKTUBHUAT My METa0OIUT ca cyOCTpaTh MM HHXUOUTOPH Ha OCHOBHHUTE
uzodopmu Ha nutoxpom P450. He ca uaentudumpany in Vivo koHtoratu ot $aza 2 Ha HUTO €HO OT
JIBETE CHEIHEHHUS.

Enumunupane

AOGCOpOUpaHHAT 03eNTaMUBHP C€ eMTMMUHMPA NpeauMHO (> 90%) upe3 npeBpbhIIaHEeTO MY B
o3entamMuBup KapOokcuiat. Cries ToBa TOH He ce MeTaboIM3upa MO-HATAThK U CE EITMMUHHIPA C
ypuHara. [InkoBuTe MmIa3MeHn KOHIEHTPAIMH Ha 03eITaMUBHpP KapOOKCHIIAT HAMAaJISBAT C MONYKHUBOT
oT 6 1o 10 yaca rpy TOBEUETO UHAMBUIN. AKTUBHUSIT METa0OJIUT CE SIMMUHUPA U3LISIIO Ype3
0b0peuna exckperst. brOpeunusar xknupbHC (18,8 I/h) npeBuinasa crenenTa Ha rIoMepyiIHa
duntparus (7,5 1/h), koeto mokasBa, ue OCBEH IJIOMEpY/IHa (PUITpalUs ce U3BBPIIBA U TYOyTHA
cekpeuus. [lo-manko ot 20% oT nepopanHara 6eisi3aHa 103a ce eTMMHUHIPA ¢ (peKanuuTe.

19



Jlpyry cuenyaiHy momyaiun

THeouampuuna nonynayus

Kwvpuauema na ev3pacm nod 1 coduna: ®apmakokuHeTHKaTa, hapMakoJMHaMUKaTa U O€30MacHOCTTa
ua Tamiflu ca oneHenu B BE HEKOHTPOJIMPAHU OTBOPEHH TIPOYUBAHKS, BKIKOUBAIM 3aPA3E€HH C TPHIT
Jielia Ha Bb3pacT 1o eaHa roauna (N=135). CkopocTTa Ha KIMPBHHC HAa aKTUBHHUS META0O0JIHUT,
KOpPHUTHpaHa 3a TEIECHOTO TEII0, HaMaJlsiBa NP BB3pacT MO e1Ha ronunHa. Excriozunmsra Ha
MeTaboHTa CHILO € TO-POMEHIINBA TIPU Hal-MaIKUTEe KbpMadera. HanmmaHuTe 1aHHM oKas3Bar, 4e
ekcrosuuuaTa cie 103a 3 Mg/Kg npu kspmauera Ha Bb3pact 0 — 12 Mecelia OCHIypsiBa eKCIO3UILIMH
Ha MPeIIeKapCTBOTO U METa00INTA, KOMTO C€ OYakBa Ja ObaaT e(puKacHH, ¢ MPoHI Ha 6€30MacHOCT,
CPaBHMM C TO3H IIPH MTO-TOJIEMH JIel1a ¥ BB3PACTHH, NOTydaBalM oJo0peHarta 103a (Bxk. Touku 4.1 u
4.2). CpoOIIIeHUTe HeXKEaH! PEaKIMU ca B ChOTBETCTBHE C yCTAaHOBEHHS IPO(dUIT Ha 0€30MacHOCT
MIPY TIO-TOJIEMH JIeTIa.

JluricBar naHHM Nipu KbpMadeTa Ha Bh3pacT NoJ 1 roanHa 3a mpoduiIakTiKa Ha TPHI e
excniozuiust. [IpodunakTrkara mo BpemMe Ha TpUITHA €MUIEMUS B OOIIIECTBOTO HE € TIPOyYBaHa MpH
Jlela Ha Bb3pacT noj, 12 roguxu.

Ipounakmuka na epun cied excnozuyus npu Kepmauema nod 1-eoduwna ev3pacm no epeme Ha
nandemus: CuMynan@sTa Ha MPUIOKCHUE BEIHBK JHEBHO Ha 3 Mg/Kg npu kppmauera < 1 roauHa
MI0Ka3Ba €KCIO3HUIIMS B CHIIUTE TPAHHUIIA WM TI0-BHCOKA OT Ta3M MPH MPUIOKCHUE BEIHBK JHECBHO HA
75 mg nipu BB3pacTHU. Excrio3uimsTa He pEBHINaBa T3y MPH JCUCHHUE Ha KbpMaueTa < | roauHa (3
mQg/Kg Ba mbTH THEBHO) U C€ OYaKBa Jia JOBe/e JI0 CPaBHUM TPOodIIT Ha 6€30MacHOCT (BXK. TOYKA
4.8). He ca nmpoBex1aHn KIMHAYHU U3MUTBAHKS ¢ TPO(UIAKTHKA TIPH KbpMadeTa Ha Bh3pact < |
rOJIMHA.

Kvpmauema u deya na evspacm 1 200una um no-conemu’. GapMakoKMHETHKATa Ha 03€NTAMUBHUD €
OLICHSIBaHA BbB (hapMaKOKMHETHYHHU NTPOYUBAHHS C €AHOKPATHO MPUIIOKEHNE NIPU KbpMaueTa, Jela u
IOHOIIIM Ha BB3pacT oT 1 10 16 ronuan. @apMakoOKMHETUKATA TIPU MHOTOKPATHO MPUJIOKEHKE € Onia
IpOoydYeHa NP MATBK Opoii Aela, BKIIOYEHH B KIMHUYHO U3MHUTBaHE 3a euKacHOCT. [lo-mankute
Jieria ca OT eI PEeUIEKapCTBOTO U aKTUBHUS My META0OJHT O-0BP30 OT BH3PACTHHUTE, KOSTO €
JIOBEJIO JIO MO-HUCKA EKCTIO3MITHS 3a JajicHa go3a B mg/kg. lo3u ot 2 mg/kg maBaT eKcrio3uiivy Ha
03€JITaMHUBHD KapOOKCHIIAT, CPAaBHUMH C TE3H, IIOCTUTHATH IIPU BB3PACTHH, TIOTyYaBall ¢THOKpAaTHA
no3a ot 75 mg (mpubnusurento 1 mg/kg). @apmakokuHeTHKaTa Ha 03€ATAMUBUP NPH JIela U IOHOIIN
Ha BB3pacT 12 roMHN WK O-TOJIEMH, € TI0100Ha Ha Ta3u MPH Bb3PACTHUTE.

Cmapuecka 8v3pacm

EkcriosumusTa Ha akTHBHUS METa0OJIHT B CTAIIMOHAPHO CHCTOSHUE € 25 10 35% 1mo-BrCOKa Ipu Xopa
B CTapUecKa BB3pacT (Ha Bb3pacT oT 65 10 78 roAuHM) B CpaBHEHHUE C BB3PACTHU MO 65 TOAWHU CIIe
MIPIJIO’KEHUE Ha CPaBHUMU JI03U o3enTamMuBHp. [lomy)uBOTHT, HAOMIOAaBaH MY XOpa B cTapyecka
BB3pacT € oJ00eH Ha TO3M, HAOIoaBaH P MJIaJH Bh3pacTHU. B3 0CHOBA Ha JIeKapCTBEHATA
€KCITO3UIIUS ¥ IOHOCUMOCTTA, He € HeoOX0JMMO KOPUTHPaHe Ha Jl03aTa IPU X0pa B cTapuecka
BB3pacCT, OCBEH aKo HsAMa JJAHHW 32 yMEPEHO WA TEKKO OLOPEUHO YBpeXKIaHe (KpeaTHHUHOB
kupbHC oz 60 ml/min) (Bk. Touka 4.2).

bvopeuno yspeorcoane

[punoxenuero va 100 mg o3entamuBup ¢ocdar A8a MbTH AHEBHO B NPOIBDKEHHE Ha 5 THH NIpU
HALMEeHTH C pa3iIMyHa CTereH Ha OBOPeuHO yBpeKJaHe TOKa3Ba, Ye eKCIIO3UIUATA Ha 03eITaMUBUD
kapOoKcHiIar € o0paTHO MPOTOPIIHOHATTHA HA HAMAJIEHHETO Ha OBOpeuHaTa QyHKIus. 3a 103UpOBKaTa
BIKTE TOuKa 4.2.

Yeprodpobnuo yepescoane

[TpoyuBanus in Vitro ca mokasaiu, 4e He ce 04aKkBa 3HAYMMO [TOBHIIIABAHE HA CKCIIO3UIMATA HA
03€JITAMUBHP, HUTO II'BK 3HAYMMO HaMaJIeHHE Ha EKCIO3ULMATA Ha aKTUBHUS METaOONUT MpU
MAIMEeHTH C YepPHOAPOOHO yBpekaane (BkK. Touka 4.2).
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bpemennu orcenu

O060011eH nomyaoneH (hapMaKOKMHETHYCH aHATU3 [TOKa3Ba, 4e cxemara Ha npuiarane Ha Tamiflu,
onwcaHa B Touyka 4.2 ,,JIo3upoBKa ¥ HAYMH Ha MPIIOKEHUE , BOIH J0 TO-HuCKa ekcro3utus (30%
Cpe/lHa BEJIMYHHA 32 BCUYKU TPUMECTPH ) HA aKTUBHUS MEeTabOJUT IIpy OpeMEHHH KEeHU, B CPaBHEHHE
C ’KEeHH, KOUTO He ca OpemeHHU. [lo-HrcKaTa oyakBaHa eKIMO3UIMS 00a4e OCTaBa HaJl MHXHOUTOPHUTE
kouueHrparuu (IC95 cToiiHOCTH) U B TpaHHUIIMTE HA TEPAIICBTUYHOTO HUBO 33 PEIUIla II[aMOBE Ha
rpuraus Bupyc. OCBEeH TOBa, MMa JJaHHH OT 00CEPBAIMOHHY MPOYYBAHMUS, ITOKA3BAIX TI0JI3aTa OT
HacTofIl[aTa CXeMa Ha MpujiaraHe Ipy Ta3u nomyJanus naiuenT. Cie1oBaTeqHo, He ce IPenopbyuBa
KOpHUTHUpaHe Ha JI03aTa 32 OpeMEHHHM JKCHH ITPH JICUCHUE WU MPO(PHIAKTUKA Ha TPUII (BXK. TOUKa 4.6
OeprruTeT, OPEeMEHHOCT U KbPMEHE).

Hmynoxomnpomemupanu nayuenmu

[NomynarmonHy hapMaKOKMHETHIHN aHAJIM3K NIOKA3BaT, ue JIEYEHHETO Ha Bb3PACTHU U NeIUaTPUIHH
(< 18-roauirHM) UMYHOKOMIIPOMETHPAHH MAUSHTH C 03eNTaAMHUBHUP (KAKTO € OMICAHO B TOUKA 4.2.
Jlo3upoBKa ¥ HAYMH Ha NPUIOKEHHE) BOJH 10 MOBUIIIEHA IPOrHO3HA €KCHO3UINSA (0T MPUOIH3UTETHO
5% 1o 50%) Ha aKTUBHUS METa0OJIUT B CPaBHEHHE C IMYHO- HEKOMIIPOMETHPAHH TAIIUEHTH ChC
CPaBHHMM KpEaTHHUHOB KIMPBHC. [lopaan mupokuTe rpaHuiy Ha 0e301MacHOCT Ha aKTHBHHS
MeTaboIuT 0baue He € He0OXO0IMMO KOPUTHPaHEe Ha J03aTa MPH NalueHTUTE 3apaiu
UMYHOKOMITPOMETHUPAHUS UM cTaryc. [Ipy WMyHOKOMIIpOMETHPAaHH MAaeHTH ¢ OBOPEIHO
yBpexkIaHe odaye J03uTe TPSIOBA 1a Ce KOPUTHUPAT, KAKTO € ONrcaHo B Touka 4.2. Jlo3upoBKa 1 HAYMH
Ha NPUIIOKEHHE.

DapMaKOKHHETHIHNTE U (PapMaKOJMHAMUYHHUTE aHATIU3H OT ABE NPOYYBAHUS IIPH
MMYHOKOMIIPOMETHPAHH MAlEHTH OKa3BaT, ye HAMa 3Ha4MMa JOII'BIIHUTENHA 110132 OT EKCIIO3HINHY,
II0-BUCOKHU OT ITIOCTUTHATUTE CIIeN IIPUIOKEHUETO Ha CTaHJapTHATA J103a.

5.3 TlpeaxkaMHUYHYU JAHHU 32 §€30MACHOCT

HexnuanuHuTe 1aHHU HE MTOKa3BaT 0cOOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHATTHUTE
(hapMakoIOrHYHH NPOYYBaHUS 3a O€30MACHOCT, TOKCHYHOCT MPU MHOTOKPATHO NMpHJIATaHe U
TeHOTOKCHUYHOCT. Pe3ynTatuTe oT KOHBEHIMOHATHH IPOYUYBaHUS 3a KAPLIMHOTEHHOCT P IPU3adn
IMOKa3BaT TCHACHIMA KbM J103a-3aBUCHUMO IMOBUIICHHWEC HA Y€CTOTATa Ha HAKOU TYMOPHU, KOUTO Ca
TUNHWYHY 33 U3M0JI3BaHUTE BUAOBE Tpru3adn. KaTo ce umMar npenBua rpaHULUTE Ha EKCIIO3ULUS 110
OTHOIIICHHE Ha OYaKBaHATa €KCIIO3WIIUS IPH YIIOTpeOda MpH Xopa, Te3H AaHHHU HE TPOMEHST
CBHOTHOLIEHHETO Moi3a/puck Ha Tamiflu npu ogoOpeHnTe TepaneBTUYHYE MOKAa3aHUSL.

TepaTonoruuHuTE NPOY4YBaHMUS Ca IPOBEACHU BBPXY ILTHXOBE U 33l B 103U CHOTBETHO 110

1 500 mg/kg/nueBno n 500 mg/kg/maeBHo. He e nHabnronaBan eekT BbpXy (HEeTamHOTO pa3BUTHE.
[IpoyuBane Ha epTunuTeTa nMpu mwrbxose B 103 10 1 500 mg/kg/nHeBHO He € moKka3aio HeXelnaHu
peakuuy BBpXy jABara nosa. [Ipu npe- u mocTHaTaTHATE TPOYYBAHUS MIPH ITHXOBE € 0TOEIA3aHO
yabxkaBane Ha paxaanero npu 1 500 mg/kg/maeBHo: rpaHuiiara Ha 0€30IaCHOCT MEKIY
EKCITO3UITUSATA TIPH XOpa U Hail-BucokaTa fo3a 6e3 edexr (500 mg/kg/nHeBHO) pH IIITBXOBE €
cboTBeTHO 480 BT 32 03eNTaMHUBUD U 44 IBTH 32 aKTUBHUS MeTaboauT. DeTanHara eKCo3UIUs IPU
IUTBXOBE U 3aiuu e npudnusutento 15 no 20% ot Ta3u Ha Maiikara.

ITpu IIBXOBE C JAKTAILUs 03ENTaAMUBHP M aKTUBHUAT META0OJUT C€ €KCKPETUPAT B MIISKOTO.
OrpaHWYeHU TaHHY TTOKA3BAT, Y€ 03CJITAMUBUD U AKTUBHUAT META0OJNT Ce EKCKPETUPAT B KbpMaTa
pu xopa. [Ipu ekcTpamnonupane Ha JaHHUTE OT KMBOTHHU CE MOTy4aBaT CTOMHOCTH OT

0,01 mg/nueBHO 1 0,3 MQ/THEBHO 332 CHOTBETHUTE ChEAMHCHHUS.

HabmnroaBan e moTeHIman 3a KO>KHO CeHCHOMIM3UpaHe KbM 03eNITaMUBHP B "'maximisation” Tect
BBPXY MOpcku cBuHYeTa. [Ipubnusurento 50% 0T KUBOTHHUTE, TPETHPAHU CAMO C aKTHBHOTO
BEIIECTBO, MOKA3BaT epuTeMa Clie]] IPOBOKAIIMS Ha MHAYIIMpaHH KMBOTHU. HabmronaBaHo e oOpatumo
JIpa3HEHE Ha OYM Ha 3ailid.

Brnpexn 4e MHOTO BHCOKH €THOKPATHH ITEPOPATHHU JI03H 03enTaMUuBHp Qocdar nox popmara Ha coJ,
110 Hali-BUCOKaTa u3cienana no3a (1 310 mg/kg), Hamar HexeNnaHu peakiuy MPU Bb3PaCTHU
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TUTBXOBE, TE3U JIO3U Ca MPEU3BUKATN TOKCHIHOCT, BKIIFOUUTEITHO CMBPT, IPU MAJIKH 7-THEBHU
rbx4era. Tes3u peakimu ca HabmrogaBaHu npu 1034 ot 657 mg/kg u mo-pucoku. [Ipu 500 mg/kg He
ca YCTaHOBEHU HEXEJaHU PEaKIVH, BKTFOYUTEITHO | CIIeA XpOHUYHO Tperupane (500 mg/kg nHeBHO,
npwiaradu ot 7 10 21 JeH cief pakaaHeTo ).

6. OAPMAIIEBTUYHHU JAHHA
6.1 Chnuchbk HA IOMOIIHUTE BelIeCTBA

Tamiflu 30 mQg TBBp/K KancyIu

Kancynno cvovporcumo

[pexenaTnHU3MPaHO HUIIECTE (MIOIYYEHO OT IIAPEBUYHO HUIIIECTE)
Tank

IloBunon

Kpockapmenosa Harpuit

Hatpues creapundymapar

Cvcmas Ha kancyrama
Kenarnn

XKenr xenezen oxcun (E172)
Yepsen xeneseH okcua (E172)
TuranoB auokcun (E171)

Tlevammno macmuno

[lennak

Turanos auokcun (E171)

FD u C Blue 2 (uanuroxapmun, E132)

Tamiflu 45 mg TBbpaM Karcyiu

Kancynno cvovporcumo

[pexenaTiHU3NUPAHO HUIIECTE (MIOIYYEHO OT IIAPEBUYHO HUIIIECTE)
Tank

IloBunon

Kpockapmenoza Harpuit

Hatpues creapundymapar

Cvcmag na kancynama
Kenarun

Uepen xenesen okcun (E172)
Turanos auokcun (E171)

Tlevamno macmuno

[lemnak

Turanos auokcun (E171)

FD u C Blue 2 (unaurokapmus, E132)

Tamiflu 75 mg TBbpaN Kamcyau

Kancynno cvovporcumo

[pexenaTnHU3NUPaAHO HUIIECTE (MOIYYEHO OT IIAPEBUYHO HUIIIECTE)
Tank

[ToBuaon

Kpockapmenosa Harpuit

Hatpues creapundymapar
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Cwcmag na kancynama
Kenarun

XKenr xenezen oxcun (E172)
Yepsen xeneseH okcua (E172)
Uepen xenesen okcun (E172)
Turanos auokcun (E171)

Tlewammno macmuno

Iennak

TuranoB auokcun (E171)

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

6.3 Cpok Ha rogHoCT

Tamiflu 30 mg TBEpaM Kancyau
10 roquuu

Tamiflu 45 mg TBBpaK Kancyu
10 rogunaun

Tamiflu 75 mg tBpau Kancyau
10 rompan

CpbXpaHECHUE HA CYCIIEH3UATA, IPUTOTBCHA B allTeKara
Cpoxk Ha rogHoct 10 1au npu chxpanenue mox 25° C.

6.4 ChnenuajHu ycJOBHS HA ChbXpaHeHHe

Ja e ce cpxpansBa Han 25 °C.

3a ycnoBuATa Ha ChXpaHEHHE Ha CYCICH3MTa, IPUIOTBEHA B allTeKara, BIXKTe Touka 6.3.
6.5 BuaucbhIbpikaHue HA ONAKOBKATA

Tpucnoiina 6nucrepra onakoka (PVC/PE/PVDC, 3aneuarana ¢ amyMuHHEBO (OIHO).
OmnakoBka ot 10 xancymm.

6.6 ChnenmajHu npeana3Hu MEPKHU MPH U3XBBPJIsiHE U padoTa

Hewnsnon3sanusr MPOAYKT WX OTHIAIBYHUTE MAaTEPUATIN OT HETO Tp$I6Ba Ja C€ U3XBBPJIAT B
CBbOTBETCTBHUEC C MCCTHUTC U3 CKBAHU .

Excremmnopaiga ¢gopma

Koeamo usama Tamiflu npax 3a nepopanua cycnensus

[TpomunuieHo npousseneH Tamiflu mpax 3a nepopasnna cycnensus (6 mg/ml) e npeanountanusT
HPOAYKT 32 NMESAUATPUYHH M BH3PACTHH MAILIMECHTH, KOUTO UMAT 3aTPY/IHSHUSI IIPH MPETIbIIAHETO HA
KaIrCyJii, WK KOTaTo ca HeOOXOAUMHU TO-HUCKHU J1034. B cilyyai, ye HAMa MPOMHMIILICHO TIPOU3BE/ICH
Tamiflu mpax 3a nepopaiiHa cycrneH3us, hapMaleBThT MOXe Ja IPUroTBH cycrnensus (6 mg/ml) ot
Tamiflu kancysu, Wik NalUeHTUTE MOXKE J1a CU MPUTOTBSAT CYCICH3USTA OT KAICYJIU B KBIIIH.
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Tps6Ba a ce mpeanovnTa Mpenapar, HPUroTBEH B alTeKaTa, Mpe/] PUrOTBEHHSI B JOMAIIHU YCIIOBUSL.
IToapo6Ha nHpopManus 3a MPUTOTBSIHE B JOMAIIHH yCIOBHS MOXKE J1a c€ HaMEpH B JIMCTOBKATA 3a
nanuenTa Ha Tamiflu karcynu B ,,[Ipurorssiae Ha Teued Tamiflu B kpum™.

3a nputarase Ha CyCIeH3HUATa, IPUTOTBEHA B allTEKaTa, KAKTO U 3a MPOIEIYPHUTE 32 IOMAIITHO
MPUTOTBSIHE, TPSIOBA J1a Ce OCUTYPSAT CIIPHHIIOBKH C MOAXOSM] 00eM 1 Tpaxyupane. B qBara cioyyast

NIpaBUJITHUTE obemMu ’I‘p$I6Ba Ja ca oTOeNIsI3aHN BBpPXY CIIPUHITOBKUTC.

IIpuroTBsiHE B anTekaTa

6 mg/ml cycnien3usi, NpUroTBeHA B aNTEKATa OT KAICYJIN

Bw3pacmnu, onowu u kepuauema, u deya na 6v3pacm I 200uHa wiy no-2oremu, KOUMo He ca 8
CbCcmosHUe 0a NO2NbWAM Yelu Kancyiu

Ta3su nportienypa onucea npurorBsHeTo Ha 6 Mg/ml cycrieHsus, KoaTo e OCUTYPH Ha IUH MaIllEeHT
JIOCTATBYHO JICKAPCTBO 3a S-THEBEH Kypc Ha jedeHue wim 10-qaeBeH Kype 3a npodunakruka. [Ipu
MMyHOKOMITPOMETHPAHU MAIueHTH € HeoOxomumM 1 0-THeBeH Kypc Ha JIeUCHHE.

dapmareBTsT MOXe a npurorsi 6 mg/ml cycriensus ot Tamiflu 30 mg, 45 mg wiu 75 mg karcynu,
KaTo M3Moj3Ba Boja, chabpikamma 0,05% T./06. HaTpueB OeH30aT, 100aBEeH KaTo KOHCEPBAHT.

[TepBo, M3uMcieTe o0uwMs 00eM, HeOOXOAUM 32 MIPUTOTBSHE U OTITyCKaHe, KOUTO IIIe OCUTYPH 5-
JTHEBCH Kypc Ha JieueHue i 10-1HeBeH Kype 3a npohIakTHKa Ha nanuenTa. HeoOXomuMusIT o1y
00eM ce ompesiens Cropel TerJ0To Ha MAMeHTa, ChIVIACHO MPEMOPHKUTE B TAOIHUIIATA MTO-10Ty. 3a 1a
MOJKE JIa C€ U3TErIH TOUHUAT 00eM 10 10 mo3u (2 usrernsHus 3a AHEBHA 034 3a JICUCHHE B
NPOIB/DKEHUE Ha 5 JIHK), TIpH PUTOTBSIHE HA J103aTa TPSOBa Jia ce B3eMe MPEeABU/I KOJOHKATA,
MOKa3Ballia 3aryoata Ipu U3MEpBaHETO.

3a IMyHOKOMIIPOMETHPAHH MAlUEHTH, U3YUCIIeTe OO 00eM, He0OXO0 UM 3a IPUTOTBSIHE U
OTITyCKaHe, KOUTO e ocurypu 10-qHeBeH Kypc Ha JieueHue 3a nanuenta. Heooxoxumusr o6 ooem e
yKa3aH B TabiuuaTa 32 MMyHOKOMIIPOMETUPAHH MALEHTH M0-10JIy U CE ONPENEIIs CIIOPE TErJI0TO Ha
MmaryeHTa. 3a Ja MOxXe J1a C€ U3TENIH TOUHUAT 00eM 70 20 103u (2 U3TEeIISHKS 3a JHEBHA 703a 3a
JieueHre B npoabbkeHue Ha 10 1HM), IpH MPUTOTBSHETO TPAOBA Ja ce B3eMe NPEABU KOJIIOHKATA,
MoKaspaina 3ary0ara mpu u3MepBaHeTo.

O6em Ha 6 mg/m| cycnieH3usi, NPUIOTBEHA B AaNITEKATA Bb3 OCHOBA HA TEIJIOTO HA MalMeHTa (3a
5-1HeBeH Kypc Ha JieueHHe Win 10-1HeBeH Kypc Ha NPO(PUIAKTHKA)

TesecHo TerJio OO011 00eM 32 IPUTOTBSAHE OO011 06eM 32 NPUTOTBsIHE
(kg) crope] TerJ10TO Ha NalMeHTAa crope/ TerJ10TO Ha NalMeHTa
(ml) (ml)
3arybaTa npu u3MepBaHeTO He € 3ary0aTa npu u3MepBaHeToO €
B3eTa MpeIBH] B3eTa MpeIBH
10 kg mo 15 kg 50 ml 60 ml uam 75 ml*
> 15 kg 1o 23 kg 75 ml 90 ml uym 100 ml*
> 23 kg 1o 40 kg 100 ml 125 ml
> 40 kg 125 ml 137,5 ml (wm 150 ml)*

*B 3aBUCUMOCT OT KOJIMYECTBOTO HA aKTUBHOTO BCIIIECTBO B U3IOJI3BaHaTa KarcyJa.
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O6em Ha 6 mg/ml CyCIICH3Hsl, IPUTOTBEHA B alITCKaTa Bb3 OCHOBA HA TEIJIOTO HA MAITUEHTA (33
10-IlHeBeH KYPC Ha JICYCHUEC HA UMYHOKOMIIPOMETUPAHHU l'laIII/leHTI/I)

TesecHo TerJio OO011 06eM 32 IPUTOTBsIHE OO011 06eM 32 IPUTOTBsIHE
(ka) cropes TerJ10TO Ha NalMeHTA cropes TerJ10To Ha NalMeHTa
(ml) (ml)
3ary6aTa npu U3MepBaHeTO He e 3ary6aTa npu u3MepBaHeTo e
B3eTa MpeaBH] B3eTa MpeaBH]
10 kg o 15 kg 100 ml 125 ml
> 15 kg 1o 23 kg 150 ml 187,5 ml
> 23 kg no 40 kg 200 ml 250 ml
> 40 kg 250 ml 300 ml

Bropo, onpeznenere 6post Ha KaInCyJIuTe U KOJMYECTBOTO HA HOcUTENs (Boja, chabpxaiia 0,05% T1./006.
HaTpueB OCH30aT, 100aBEH KaTO KOHCEPBAHT), HEOOXOAMMH 3a IPUTOTBSHE Ha OO 00eM (M34KCIICH
OT ropHara Tabnmia) Ha 6 mg/ml cycreH3ust, IPUroTBEeHa B alTeKara, KakTo € I0Ka3aHo B TabiuIaTa
0-JI0Ty':
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Bpoii Ha kancyJMTe U KOJIMYeCTBO HA HOCHTEJIs1, HCOOX0AMMM 32 IPUTOTBSIHE HA 001U 00eM
Ha 6 MQ/ml cycnens3usi, HPUIOTBEHA B anTeKaTa (3a S-IHeBeH Kypc Ha JiedyeHne uin 10-1HeBeH
KYpc¢ Ha NpoQUIAKTHKA)

OO0y 006em Ha Heo0xomum 0poii kancysau Tamiflu
CyCIIeH3MSITA 32 (mg o3eaTAaMUBHP) Heo0xoaum 00em
NPUTOTBsIHE 75 mg 45 mg 30 mg Ha HOCHUTEJISI
60 ml Mo, 8 kancynu 12 xancynu 59,5 ml
U3II0JI3BANTE (360 mg) (360 mg)
KarCyJ ¢ JApyro
KOJIMYECTBO Ha
AKTUBHOTO
BelecTBO™
75 ml 6 karcyam 10 kancynu 15 kancynu 74 ml
(450 mg) (450 mg) (450 mg)
90 ml Mouts, 12 karncynu 18 karncynu 89 ml
U3II0JI3BAKTE (540 mg) (540 mg)
KarCyJ ¢ JApyro
KOJIMYECTBO Ha
AKTUBHOTO
BelecTBO™
100 ml 8 kancynu Mo, 20 kancynu 98,5 ml
(600 mg) U3II0JI3BAMTE (600 mg)
KarcyJu ¢
JpyTo
KOJMYECTBO Ha
aKTHBHOTO
BelecTBO™
125 ml 10 karncynu Mo, 25 Kkarcynu 123,5 ml
(750 mg) U3M0JI3BAUTE (750 mg)
KarcyJiu ¢
JpyTo
KOJMYECTBO Ha
AKTHBHOTO
BEIIECTBO*
137,5 ml 11 karicynu Mo, Mouns 136 ml
(825 mg) W3IIOJI3BANTE U3IIOJI3BANTE
KarcyJiu ¢ KarcyJiu ¢
JpyTo Jpyro
KOJIMYECTBO HA | KOJHMYECTBO Ha
AKTHBHOTO AKTUBHOTO
BeIecTBO* BeIecTBO*

*Hama KOM6I/IHaHI/IH C TaKOBa KOJIMYCCTBO HAa aKTUBHOTO BCIICCTBO B KAIICYyJId, KOATO MOKE /1a CC U3II0JI3Ba 3a
TMOCTUT'aHE Ha JKEJIaHaTa KOHUEHTpalus; 3aTOBa MOJIA U3II0JI3BATE KarcyJja ¢ Apyro KOoJM4eCTBO Ha

AKTHBHOTO BCIICCTBO.
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Bpoii Ha KancyJMTe U KOJIMYeCTBO HA HOCHTEJIs1, HEO0XO0MMHM 32 MPUTOTBSIHE HA 00U 00eM
Ha 6 Mg/ml cycnen3us, NpUroTBeHa B anTtekara (3a 10-a1HeBeH Kypc Ha JieyeHHe MPH

HMYHOKOMIIPOMETHPAHU NALMEHTH)

OO0y 006em Ha Heo0xomum 0poii kancysau Tamiflu
CYCIIEeH3MSITA 32 (mg o3eaTAaMUBHP) Heo0xoaum 00em
NPUTOTBsIHE 75 mg 45 mg 30 mg Ha HOCHUTEJISI
125 ml 10 xarcymm Mo, 25 Kancynu 123,5 ml
(750 mg) U3M0JI3BANTE (750 mg)
KarcyJu ¢
Jpyro
KOJIMYECTBO HA
aKTUBHOTO
BEIECTBO™
187,5 ml 15 karncynu 25 Karcynu Mo, 185 ml
(1120 mg) (1120 mg) U3M0JI3BAUTE
KarcyJm ¢
Apyro
KOJIMYECTBO Ha
aKTUBHOTO
BEIIECTBO™
250 ml 20 kancynu Mo, 50 karncymm 246,5 ml
(1500 mg) U3II0JI3BAMTE (1500 mg)
KarcyJm ¢
Apyro
KOJMYECTBO Ha
aKTHBHOTO
BelecTBO™
300 ml 24 kancynu 40 xaricynmu 60 kancynu 296 ml
(1 800 mg) (1 800 mg) (1 800 mg)

*Hama KOM6I/IHaHI/IH C TaKOBa KOJIMYCCTBO HAa aKTUBHOTO BCIICCTBO B KAIICYyJId, KOATO MOKE /1a CC U3II0JI3Ba 3a
TMOCTUT'aHE Ha JKEJIaHaTa KOHUEHTpalus; 3aTOBa MOJIA HU3II0JI3BATE KaricyJja ¢ Apyro KoJM4eCTBO Ha

AKTUBHOTO BCIICCTBO.

TpeTo, cieaBaiiTe npoleaypaTa mo-f0iy 3a npuroresiae Ha 6 mg/ml cycnensus ot Tamiflu kancynu:

1. B crbKieHa YaIia ¢ HoAXOISI] pa3Mep CI0KETe IOCOYSHOTO KOJIMUYECTBO BOJIA, ChbpIKalla
0,05% T1./00. HaTpueB GeH30aT, J0OaBEH KaTo KOHCEPBAHT.

2. OtBopere nocoueHOTO KomdecTBo Tamiflu karcynu v mpexBopiIeTe ChABPKAHUETO HA BCSIKA
KarcyJia TIMPEKTHO BbB BOJIaTa C KOHCEPBAHT B CTHKJICHATA Yallia.

3.  Pa30wpkBaiiTe B MPOIBIDKCHUE HA 2 MHHYTH C MOJIXOSIIAa ObPKAJIKa.

(3abenexka: JIekapcTBEHOTO BelecTBO 03enTaMUBUp (ocdar ce pa3TBaps JIECHO BbB BOJA.
CycrieH3usTa ce IbJIXKA Ha HAKOW OT MIOMOIIHUTE BeriecTBa Ha Tamiflu karcynu, KOuTo ca

HEPa3TBOPHMH. )

4.  TlpexBbpiere cycHeH3usATa B OyTHUIIKA OT TBMHO CTBHKIO WM ThbMEH MONUETHIIEHTepedTanaT
(PET). Moxe na uznonssare ¢pyHus, 3a 1a n30eraere pasiuBaHe.

5. 3arBopere OyTWiKaTa KaTO M3I0JI3BaTe 3aLIUTEHA OT Jela KarnaJka.

6.  TlocraBere moMoIlEeH ETHKET BHPXY OyTHiKaTa ¢ Haamuc “Pa3kiarere BHUMATETHO Tpean

ynorpeba”.

(3abenexka: Tasu nmpurorseHa cycneH3us TpsiOBa J1a ce pa3kiaTu JIEKO IPeay NPUIOKEHHE, 32
Jla ce CBeJie 10 MUHUHYM TeH/ICHIIUSATA 32 33 Ibp)KaHe Ha Bh3/IyX.)
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7. Jlaiire ykazaHus Ha pOJUTEINSI WM Ha OOJTHOTIIEa4a, Y€ BCHUKH OCTaHAIIW MaTepHaly Cie]]
MPUKITIOYBAHE Ha JICYEHUETO TPSIOBa Jja ce U3XBBPIIAT. [IpernopbuBa ce Ta3u nHpopMaIus Ja ce
JlaJie KaTo ce MOCTaBH MIOMOIIIEH €TUKET Ha OyTHIKaTa UiH ce J00aBy yKa3aHUEe KbM €TUKETa C
WHCTPYKIIUH OT anTeKara.

8.  TlocraBere eTHKET ChC CHOTBETHATA JIaTA HA M3TUYAHE HA CPOKA HA TOJJHOCT CHIIIACHO
yCJIOBHSTA Ha ChXpaHeHHe (BXK. TOUKa 6.3).

[TocraBere anTeveH eTHKET BbPXY OyTHIIKaTa, KOUTO BKIFOYBA HMETO HA TAlMEHTa, YKa3aHUS 32
npuiiarafe, JiaTa Jio KOsiTo MOXe Jia Ce U3I0J13Ba, UME Ha JIEKapPCTBEHUS MPOYKT U Apyra HeoOXoauma
nH(OpMAaIHs B CHOTBETCTBHE C MECTHUTE PETYJIATOPHY M3UCKBAHMS 3a anTekuTe. HampaBere cipaBka
¢ TabImuIara 1mo-/0Jy 3a MOJXOSIIUTE YKa3aHHs 3a Mpuilaraxe.

Tabauna 3a npuiiarade Ha 6 mg/ml cycnen3susi, npurorseHa B antekata ot Tamiflu kancysm, 3a
NAIMEeHTH HA Bb3pacT 1 roMHa Wiy mo-rojjeMu

Jlo3a 3a jieueHnue
TenecHo Oo6em 3a (3a 10 gam**) HpopunaxkTuuna
TerJio Ho3za 1032 Jo3a 3a jieueHue NmyHOKOMIpOMETHPaHU 032
(kg) (mg) 6 mg/mi (3a 5 1HHM) MaI[HeHTH (3a 10 gum)
10 kg no 30 mg 5 ml 5 ml gBa nvTH 5 ml gBa mbTH KHEBHO 5 ml Benubxk nHEBHO
15Kkg JTHEBHO
> 15 kg 45 mg 7,5 ml 7.5 ml nBa nvTH 7,5 ml nBa neTH qHeBHO | 7,5 Ml BenHbK qHEBHO
1o 23 Kg JTHEBHO
> 23 kg 60 mg 10 mi 10 ml gBa rpTH 10 ml gBa bTH HHEBHO 10 ml BeqHBX JHEBHO
10 40 kg ITHEBHO
> 40 kg 75 mg 12,5 ml 12,5 ml gBa me1H 12,5 ml gBa meTH THEBHO 12,5 ml Benubx
JTHEBHO IHEBHO

*[IpennopbUUTETHATA IPOABIDKUTEITHOCT IPH UMYHOKOMIIPOMETHPAHH MAMeHTH (> 1-roaumHa Bb3pact) € 10 quu. Broxkre
Cneyuannu nonynayuu. Mmynoxomnpomemupanu TAalMEHTH 3a oBeue UHGOPMAIS.

OrnyckaiiTe cycrieH3usTa, PUTOTBEHA B aNITeKaTa, ¢ rpagyrupaHa COpPUHIOBKA 3a EPOpaIHu POpMHU
3a U3MEpBaHE Ha MAJIKK KOJIMUECTBA OT CyCIIEH3UATa. AKO € Bb3MOXKHO, OTOEIeKeTe UITH
noJ4YepTanTe AeJICHUEeTO Ha CIIPUHIIOBKATA 32 MEPOpaIHU (OPMH, CHOTBETCTBAILIO HA MTOIXOASIIIATa
n03a (ceriiacHO TabliuIaTa 3a J03UpaHe Mo-Tope) 3a BCEKU MaIUeHT.

BonHomenausT TpsIOBA J]a CMECH MOIXOSIIATA J103a C PABHO KOJHUYECTBO CIaJIKa TCUHA XpaHa, Harp.
MOJICIIa/IeHa BO/Ia, MOKOJIaJJOB CHPOII, CUPOTI OT Yepelld, IECEPTHU 3IMBKH (HATIP. CHPOI OT KapaMe
WM HyTa), 33 J]a C€ MAaCKHUpa rOPUUBUS BKYC.

Kvpmauema na év3pacm noo I 2oouna

Ta3su npotieaypa onucsa npurorBsHeTo Ha 6 Mg/ml cycrieHsus, KoATo e OCUTYpH Ha IUH MaIleHT
JIOCTATBYHO JICKAPCTBO 3a S-THEBEH Kypc Ha jedeHue win 10-qHeBeH Kype 3a npodunakruka. [pu
UMYHOKOMITPOMETHPAHH TAIIMEHTH ¢ HeoOXomuM 10-THEBEH Kypc Ha JICUCHHE.

dapmareBTsT MOXe 1a npurorsi 6 mg/ml cycriensus ot Tamiflu 30 mg, 45 mg wiu 75 mg karcynu,
KaTo M3Moj3Ba Boja, chabpkaimma 0,05% T./06. HaTpueB OeH30aT, 100aBeH KaTo KOHCEPBAHT.

[TepBo, N3uKcieTe oOuwMs 00eM, He0OXOIUM 3a MIPUTOTBSHE U OTIyCKaHEe 32 BCEKH MAllUCHT.
Heobxoaumust o611 00eM ce onpeiesisl Crope/] TErIOTO Ha MAalUeHTa, ChITIACHO MPENOPBKUTE B
TabJMIaTa mo-maoiay. 3a aa Moxe Jia ce u3rersiu To9nus 0o6em ot 10 1031 (2 U3TerIIAHuS 3a THEBHA
71032 3a JIeYeHHE B MPOIbIIKEHNE HA 5 THU), IPH PUTOTBSHE HA JI03aTa TPIOBa Jia ce B3eMe MPEABH/L
KOJIOHKATa, MOKa3Baia 3arybara npy M3MepBaHEeTo.

3a IMyHOKOMIIPOMETHPAHU TAITUSHTH, U3UHCIeTe 00Ims 00eM, He00X0 MM 3a IPUTOTBSHE 1

OTITyCKaHe, KOUTO 1e ocurypu 10-THeBeH Kypc Ha JieueHue 3a manuenTta. Heooxomumusr 001y ooeM e
yKa3aH B TabnuIara mo-10Jy M ce ONpeIeIs CIIope] TErIOTO Ha MalMeHTa. 3a 1a MOXKe J1a ce U3TeTIIn
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TouHUST 00eM 70 20 03¢ (2 U3TErIIsHM 3a THEBHA 7032 32 JieueHHe B MpojbikeHne Ha 10 1Hu), npu
IPUTOTBSHETO TPsIOBa Jja ce B3eMe MPeIBH/I KOJIOHKATa, II0Ka3Bala 3arybara rpyu H3MepBaHeTo.

O6em Ha 6 mg/ml cycrnieH3usi, NPUTOTBEHA B aNITEKaTa Bb3 OCHOBA HA TEIJIOTO HA MAIMEeHTa (32
5-AHeBeH Kypc Ha JedeHune M 10-1HeBeH Kypc Ha NPoPUIAKTHKA)

TenecHo TerJio 0011 00eM 32 MPUTOTBSIHE CIIOPE] OO011 06eM 32 NPUTOTBsIHE
(ka) TErJ0TO HA MaleHTa crope/ TerJ10To Ha NalMeHTa
(ml) (ml)
3arybaTa npu u3MepBaHeToO He € 3ary0aTa npu u3MepBaHeToO €
B3eTa NnpeaBusl B3€Ta NpeaBu/l
<7Kkg 10 40 ml 50 ml
> 7 kg no 10 kg 50 ml 60 ml uim 75 ml*

*B 3aBUCUMOCT OT KOJIMYECTBOTO HA aKTUBHOTO BCIIIECTBO B U3IOJI3BaHaTa KarcyJa.

O0eMm Ha 6 My/ml cycneH3usi, PUIOTBEHA B ANITEKATA Bb3 OCHOBA HA TErJIOTO HA MalueHTa (32
10-nHeBeH Kypc Ha JedyeHHe MPH HMYHOKOMITPOMETHPAHH NMAIMEHTH)

TenecHo TerJio 0011 00eM 32 MPUTOTBSIHE CIIOPE] OO011 06eM 32 IPUTOTBsIHE
(ka) TErJ0TO HA MalMeHTa crope/ TerJ10TO Ha NalMEeHTa
(ml) (ml)
3arybaTa npu u3MepBaHeToO He e 3arybaTa npu u3MepBaHeToO €
B3eTa NnpeaBusl B3€Ta MpeaBu/l
<7Kkg 10 80 ml 100 mi
> 7 kg o 10 kg 100 ml 125 ml

Bropo, orpenernere Opost Ha KarcyimTe ¥ KOJIMYECTBOTO Ha HocuTens (Boza, chabpxkama 0,05% 1./06.
HaTpueB OeH30ar, J00aBEH KaTo KOHCEPBAHT), HEOOXOJMMH 32 MMPUTOTBSHE HA 00w 00eM (M34HCIIeH
OT TopHaTa Tabyuia) Ha 6 mg/ml cycreH3us, MPUroTBeHA B alTeKara, KakTo € OKa3aHo B TaOIUIaTa

O-JI0TTY':

Bpoii Ha kancy/MTe M KOJMYeCTBO HA HOCUTeJIsl, HeO0OX0AUMHU 32 IPUIOTBsIHE HA 001K 00eM
Ha 6 MQ/ml cycnen3usi, NPUIOTBEHA B anTeKaTa (3a S-IHeBeH Kypc Ha JieyeHne uin 10-1HeBeH
Kypc¢ Ha NpoQUIAKTHKA)

0011 00em Ha Heo6xoaum Opoii kancyau Tamiflu
CyCIIeH3MSITA 32 (mg o3eaTAMMBHP) Heo0xoxum 00eM Ha
NPUIrOTBsIHE 75 mg 45 mg 30 mg HOCHTeJIsA
50 ml 4 xarncynm Mot 10 kancynu 49,5 ml
(300 mg) H3II0JI3BalTE (300 mg)
KarcyJm ¢
ApyTo
KOJIMYECTBO Ha
AKTHBHOTO
BenecTBo®
60 ml Moutst 8 kancyiu 12 kancynu 59,5 mi
U3II0JI3BAKTE (360 mg) (360 mg)
KarcyJu ¢
Apyro
KOJIMYECTBO Ha
aKTUBHOTO
BEIIECTBO*
75 ml 6 karcysm 10 kancynu 15 kancynu 74 mi
(450 mg) (450 mg) (450 mg)
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* Hama KOMOMHAIIUS C TAKOBA KOJIMYECTBO HA aKTUBHOTO BCIIECTBO B KalICyJja, KOATO MOXKE J1a CE U3II0JI3Ba 3a
TMOCTUT'aHE Ha JKEJIaHaTa KOHUEHTpalus; 3aTOBa MOJIA HU3II0JI3BATE KalicyJja ¢ Apyro KOoJIM4eCTBO Ha

AKTUBHOTO BCIICCTBO.

Bpoii Ha KancyJMTe H KOJIMYeCTBO HA HOCHTEJIsI, HeO0X0IMMH 32 NPUTOTBSIHE HA 001 00eM
Ha 6 Mg/ml cycnen3usi, NPUIoTBeHa B anTekaTa (3a 10-1HeBeH Kypc Ha JieueHHe IPH
HMYHOKOMIIPOMETHPAHU NMAUEHTH)

O011 00eM Ha
CyCneH3HusTa 32

Heo6xoaum Opoii kancyau Tamiflu
(mg o3eaTAMMBHP)
45 mg

Heo0xoaum 00eM Ha
HOCHUTEJIA

NPUTOTBsIHE 75 mg 30 mg

20 xarncynu 98,5 mi

(600 mg)

Mos
HM3I0/I3BaliTe
KarcyJm ¢
IpyTo
KOJIMYECTBO Ha
aKTHUBHOTO
BEIECTBO*

100 ml 8 kancynu

(600 mg)

125 ml Moutst 123,5 ml
HM3I0JI3BaliTe
KarcyJu C
Apyro
KOJIHWYECTBO HA
aKTHUBHOTO

BEIIECTBO*

24 xaricynu
(750 mg)

10 karcynu
(750 mg)

*Hama KOM6I/IHaHI/IH C TaKOBa KOJIMYCCTBO HAa aKTUBHOTO BCIICCTBO B KAIICYyJId, KOATO MOKE 1a CC U3II0JI3Ba 3a

IMOCTUT'AHC HA KEJIaHaTa KOHICHTPpalWsA; 3aTOBA MOJIA H3II0JI3BATE Karicyja ¢ Apyro KOJM4eCTBO Ha
AKTUBHOTO BCIICCTBO.

Tpeto, ciengaiite poreaypaTa Mmo-Aoiy 3a NpuroTssiHe Ha 6 mg/ml cycnensus ot Tamiflu kancynu:

1.

2.

S

B crpkiieHa gaia ¢ moaxo 11 pa3Mep CII0KeTe MOCOYCHOTO KOIMYECTBO BOJIA, ChIbprKalla
0,05% T./00. HaTpueB OeH30aT, T0OAaBEH KaTO KOHCEPBAHT.

OtBopere nmocoyeHoTo koiaudecTBo Tamiflu Karncyim u nmpexBbpieTe ChIBPKAHUETO HA BCSIKA
KarcyJia IMPeKTHO BbB BOJaTa C KOHCEPBAHT B CTHKJICHATA Yallla.

Pa30bpkBaiiTe B mpoab/DKeHNE HA 2 MHHYTH C TIOAXO0/AIIA OBbpKaJIKa.

(3abenexka: JIekapcTBEHOTO BELIECTBO 03enTaMuBHp (ocdar ce pa3rBaps 1eCHO BbB BOAA.
CycnieH3usTa ce ABJIKU Ha HIKOU OT MOMOLIHUTE BemecTBa Ha Tamiflu kancynu, kouro ca
HEpa3TBOPHMHU. )

ITpexBbpreTe cycneH3usTa B OyTHIIKA OT TBMHO CTHKJIO WM ThMEH NOMHETHIIeHTepedTanar
(PET). Mosxe na usmon3Bare GpyHus, 3a 1a n30erHeTe pa3iiuBaHe.

3arBopere OyTHIKaTa KaTO M3MOJI3BaTe 3alIUTEeHA OT Jela KarnaJka.

[MocraBere momoleH eTUKET BBPXY OyTHIIKaTa ¢ Haamnuc “Paskinarere BHUMATEIHO MTPETH
ynoTpeba”.

(3abenexka: Ta3u npuUroTBeHa cycreH3us TpsiOBa Jja ce pa3KiIaTH JIEKO Ipeau MPUI0KeHHUE, 3a
Jla ce cBeJie 10 MUHHHYM TeHJICHIIHATA 32 3aIbpiKaHe Ha BB3IYX.)

JlaiiTe yka3aHus Ha pOUTeNs WIK Ha OOJHOINIeAaua, Ye BCEKHU OCTaHal MaTepual cies
MPUKITIOYBAaHE Ha JIeYeHUeTo TpsiOBa na ce u3xBbpiu. [IpenopbuBa ce Ta3u uapopmarms aa ce
JaJie KaTo ce IMOCTaBU MOMOILEH €TUKET Ha OyTWIKaTa M ce J0OaBU yKa3aHUE KbM €THKETa C
WHCTPYKIIMH OT anTeKara.

[TocraBeTe eTUKET ChC CHOTBETHATA J]aTa HA U3THYAHE HA CPOKa Ha TOJHOCT CHITIACHO
yCJIOBHSITA HA ChXpaHeHHe (BXK. ToUka 6.3).

[TocraBere anTeveH eTHKET BbPXY OyTHIIKaTa, KOUTO BKIFOYBA HMETO HA TAlMEHTa, YKa3aHHs 32
npuiiarase, 1aTa J0 KOsTO MOXe Ja Ce W3I0JI3Ba, UME Ha JIEKapPCTBEHUS MPOAYKT U Apyra HeoOXxoauma
nHpOpMaIUs B ChOTBETCTBHE C MECTHUTE PETYJIATOPHH M3MCKBaHMsI 3a anrTekuTe. Hampasere cripaBka
¢ Tabmuuara no-a0Jy 3a MOJXOASIIUTE YKa3aH!s 38 IPUIaraHe.
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Ta6auna 3a npuiaarane Ha 6 mg/ml cycnensusi, npuroTBena B anrekara ot Tamiflu kancysm 3a
KbpMayeTa Ha Bb3pacT noja 1 roquna

Pasmep Ha
n03aTopa,
TeaecHo Jo3a 3a jieuenue KOMTO /1a ce
TerJo Oo6em 3a Jo3a 3a (3a 10 xuu*) Ho3a 3a U3I0J13Ba
(3akpwbriieno | o3a 1032 Jeyenne | MIMyHOKOMpOMeTHpaHu | MpouIaKTuKa | (c AeJeHust
kbM 0,5 kg) | (mg) | (6 mg/ml) | (3a 5 num) MAIUCHTH (3a 10 quu) or 0,1 ml)
3 kg 1,5 ml gBa 1,5 ml nBa neTH 1,5 ml Benubx 2,0 ml nnn
9 mg 1,5 ml IIETH THEBHO IHEBHO ITHEBHO 3,0ml
3,5kg 10,5 1,8 ml gBa 1,8 ml nBa meTH 1,8 ml Benubxk | 2,0 ml win
mg 1,8 ml ITBTH JHEBHO JTHEBHO JTHEBHO 3,0mi
4 kg 2,0 ml nBa 2,0 ml gBa IBTH 2,0 ml Benubx
12 mg 2,0 ml ITBTH JHEBHO JTHEBHO JTHEBHO 3,0mi
45kg 13,5 2,3 ml aBa 2,3 ml 1Ba neTH 2,3 ml Begubx
mg 2,3 ml ITBTH JHEBHO JTHEBHO JTHEBHO 3,0mi
5 kg 2,5 ml aBa 2,5 ml nBa neTH 2,5 ml Begubx
15 mg 2,5 ml IIETH THEBHO IHEBHO ITHEBHO 3,0ml
5,5 kg 16,5 2,8 ml aBa 2,8 ml 1Ba meTH 2,8 ml Begubx
mg 2,8 ml IIETH THEBHO IHEBHO ITHEBHO 3,0ml
3,0 ml
3,0 ml nBa 3,0 ml 1Ba meTH 3,0 ml Benubx (nm
6 kg 18 mg 3,0mi ITBTH JHEBHO JTHEBHO JTHEBHO 5,0 ml)
6,5 kg 19,5 3,3 ml aBa 3,3 ml gBa neTH 3,3 ml Begubx
mg 3,3ml IIETH THEBHO IIHEBHO ITHEBHO 5,0 ml
3,5ml nBa 3,5ml gBa neTH 3,5 ml Begubx
7 kg 21 mg 3,5ml IIETH THEBHO IHEBHO ITHEBHO 5,0 ml
7,5 kg 22,5 3,8 ml aBa 3,8 ml nBa meTH 3,8 ml Begubx
mg 3,8 ml IIETH THEBHO IHEBHO ITHEBHO 5,0 ml
8 kg 4,0 ml nBa 4,0 ml gBa IBTH 4,0 ml Begubx
24 mg 4.0 ml ITBTH JHEBHO JTHEBHO JTHEBHO 50mi
8,5 kg 25,5 4,3 ml nBa 4.3 ml gBa 0BTH 4,3 ml Begubx
mg 43 ml ITBTH JHEBHO JTHEBHO JTHEBHO 50mi
9kg 45 ml nBa 4.5 ml gBa IBTH 4,5 ml Begubx
27 mg 45 ml ITBTH JHEBHO JTHEBHO JTHEBHO 50mi
9,5 kg 28,5 4.8 ml nBa 4,8 ml aBa nBTH 4.8 ml BenqubxK
mg 4.8 ml IIETH THEBHO IHEBHO ITHEBHO 5,0 ml
10 kg 5,0 ml aBa 5,0 ml nBa npTH 5,0 ml Begubx
30 mg 5,0 ml IIETH THEBHO IHEBHO ITHEBHO 5,0 ml

** [IpenopbpUUTENIHATA IPOIBIKUTEITHOCT IIPH HIMYHOKOMIIPOMETHPaHH KbpMadeTa (Ha Bb3pacT 0-12 mecena) e 10 aHm.
Buxre Cneyuannu nonyrayuu. Mmynoxomnpomemupany TAIUEHTH 3a TOBe4e HHGOpMAILHS.

Ortmnyckaiite cycrieH3usaTa, IPUroTBEeHa B anTeKara, C rpagyupaHa CIIpUHIIOBKa 3a epopaiHi GopMu
3a U3MEpBaHE Ha MAJIKK KOJIMYECTBA OT CYCIIEH3HUATa. AKO € BH3MOXKHO, OTOCIIEKETE WITH
HOAYEePTANTE ACIICHUETO Ha CIPUHIIOBKATA 32 MIEPOPaIHU (OPMH, CHOTBETCTBAIIIO HA MOAXOISIIaTa
n03a (ChriIacHO TabNMIIaTa 3a J03UPaHe O0-TOPE) 3a BCCKU MAIUCHT.

BonrornmemausT TpsOBa A CMECH MOAXOASINATA 033 C PABHO KOJIMYECTBO ClIa/IKa TEUHA XpaHa, Harp.
MTO/ICTI/ICHAa BO/IA, IIOKOIAI0B CHPOIL, CHPOTI OT Yepelln, JSCEPTHH 3aJTMBKHU (HAIIP. CHPOI OT KapaMel
WJIM HyTa), 33 Jla C€ MacKUpa TOPYUBUS BKYC.
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HQI/IFOTBSIHC B IOMAITHU YCJIOBUSA

Koraro Hsma mpomunuieHo npousseaeH Tamiflu nepopaina cycrnensus, TpsiOBa 1a ce u3nosBa
CyCIICH3HS, IPUTOTBEHA B anTekata oT Tamiflu kancymu (Bxk. mopoOHY yKa3aHHs To-Tope). AKO
HsIMa POMHUILICHO Tpou3BeieH Tamiflu mepopaiiHa CycrieH3us U CyCneH3us, IPUroTBEHA B anTeKara,
Tamiflu cycrniensust Moxe J1a ce MPUTOTBU BKBIIIH.

Koraro nma kancyim ¢ moaxoasiio KOJTMYecTBO Ha aKTUBHOTO BEIIECTBO 32 HY’)KHATa JI03a, J103aTa ce
npuiara 4pe3 oTBapsiHE Ha KarcyjaTa ¥ CMECBaHE Ha ChBPKUMOTO i ¢ He MoBeYe OT €/1HA YacHa
J'BKUYKA TIOAXOJIAINA MOICTA ICHA XpaHa. [OpYMBHAT BKYC MOXKE Ja C€ MACKUPa C TIPOIYKTH KATO
NoJICciIajieHa BoJia, IIOKOJIaI0B CHPOII, CHPOTI OT YepEIlH, IECEPTHH 3aJIMBKH (HAIp. CUPOIT OT Kapamel
nunn Hyra). CMecTa TpaOBa /1a ce pa30bpka H J1a ce Ja/ie Ha MalMeHTa Is10To KommdectBo. CMecta
TpsiOBa Jla ce OTr'bJIHE BeJHAra cjejl MPUTrOTBSHETO .

Koraro nma camo karicynm ot 75 mg, a ca HeoOxoaumu 71031 oT 30 mg vu 45 mg, IPUTOTBSIHETO Ha
Tamiflu cycrieH3ust BKIFOUBa TOMIBIHUTENHN CTHIKH. [IopoOHY yKa3aHMs MOXKe J]a ce HaMepsIT B
nucToBKara 3a nanuenta Ha Tamiflu kancymnu B, IIpurorssane na treuen Tamiflu B kpmu”.

7.  IIPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen
I'epmanns

8.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

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

Tamiflu 45 mg TBBpK Kanicyn
EU/1/02/222/004

Tamiflu 75 mg tBepan Kancyuu
EU/1/02/222/001

9. JJATA HA ITbPBO PASPEIIABAHE/IIOJJHOBSABAHE HA PA3PELLIEHUETO 3A
YIHOTPEBA

Jara Ha mepBo paspemanane: 20 rouu 2002 1.
Jata Ha nocienHo nmogHoBsBane: 22 maii 2012 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[Hoxpo6ua nHdopmanys 3a TO3M JEKapCTBEH NPOIYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBponeiickara
areHIus 1o JlekapcTBata http://www.ema.europa.eu
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1. HWME HA JIEKAPCTBEHUSA IPOAYKT

Tamiflu 6 mg/ml npax 3a nepopaiHa cycreH3ust

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcexy MUTHIMTBP OT IPUTOTBEHATa CyCIIEH3Us ChAbpKa 03enTaMuBHUp (pocdat, ekBUBaNEHTEH Ha
6 mg o3enramuBup (0Seltamivir).
Enna Oytunka ¢ npurorseHara cycrnensus (65 ml) ceappxa 390 mg ozenramuBup.

[TomoriHY BemiecTBa ¢ U3BECTHO JICHCTBUE:

5 ml o3enrtamuBup cycrnensus goctass 0,9 g copoutosn u 2,5 Mg HaTpueB OeH30aT.

7,5 ml o3entamuBup cycnensus noctass 1,3 g copouron u 3,75 mg HaTpreB GeH30aT.
10 ml o3entamuBup cycnensus noctass 1,7 g copouton u 5,0 Mg HaTpueB OEH30aT.
12,5 ml ozenTamuBup cycrnensus nocrass 2,1 g copouron u 6,25 mg HatpueB OeH30aT.

3a IBIHUS CIIMCHK HA IIOMOIIHUTE BEIECTBA BUKTE TOYKa 6.1.

3.  JIEKAPCTBEHA ®OPMA

[Ipax 3a nepopayHa cycreH3us
[Ipax®bT npeacTaBisABa rpaHysaT WM CJIETHAJ Ce TpaHyJaT ¢ Os1 0 CBETIO-KBIT LBST.

4.  KJHWAHUYHU JAHHU
41 TepaneBTHYHHU MOKA3AHUS

Jleuenue na epun

Tamiflu e mokasan pu BB3PACTHH M €11, BKIOYATESTHO JOHOCCHH HOBOPOJIECHH, ChC CHMIITOMH,
TUTIMYHHM 32 TPUII, KOTATO TPUITHUST BUPYC [IUPKYJIHPa B 001IecTBOTO. J[0Ka3aHa € e(UKacHOCT,
KOTaTo JIEYEHHETO 3allOYHE [0 JBA JHU OT HAYaJIOTO HAa CUMIITOMMUTE.

Ilpogpunakmuxa na epun

- [ocrexcno3uoHHa npouIaKTHKa IpH JULA Ha Bb3pacT 1 roMHa Win MO-TOJIEMH CIIe]
KOHTAKT C KJIMHUYHO AMArHOCTHLIMPAH CIy4aid Ha IPHUII, KOTaTo B 0OLIECTBOTO LUPKYIUpa
TPUIIEH BUPYC.

- YMecTHOCTTa Ha npuiokeHneTo Ha Tamiflu 3a npoduiakTrka Ha TpuI TPsAOBA Ja ce Onpeaeis
BBB BCCKH OTJICJICH CITy4ail criope/i 00CTOsITEICTBATA U MOIyJIAIUATa, M3UCKBaIa 3ammTa. [Ipu
W3BBHPE/IHU CUTYallUH (Hamp. B CIy4ail Ha HEChBIaaHEe MEKIY HUPKYIUPAIHTE U
BaKCHHAITHUTE BUPYCHU I[AMOBE W MPU MaHJAEMHYHA CUTyalMs) O MOTJIO Jia ce OOMHUCITH
Ce30HHA MPO(UIAKTHKA MPH JIMIIA HA BB3PACT €/IHA TOIMHA HJIH MO-TOJIEMH.

- Tamiflu e mokazan 3a mpo¢mIaKTHKa Ha TPHIIA CJIe]] eKCTIO3UIMS MPU KbpPMaveTa Ha Bb3pacT
noj 1 roguHa mpu n30yxBaHe Ha TPUIHA aHeMus (BK. Touka 5.2).

Tamiflu He 3amMecTBa MMPOTHUBOI'PUITHATA BAKCHHAIIN .

[puioykeHUEeTo Ha AHTUBUPYCHH CPE/ICTBA 32 JICUCHHE U MPOo(HIaKTHKA HAa TPHIT TPsIOBA 11a ce
peliaBa Bb3 OCHOBa Ha ouIaniauTe npenopbku. [Ipy B3eMaHe Ha peleHue 3a ynorpeda Ha
03eNITAMHUBHD 32 JICUCHUE U TPO(PHUIIaKTHKA TPSOBA J1a ce MMa IIPE/IBU/T ChIICCTBYBAIaTa WHGOpMaIus
OTHOCHO XapaKTePUCTUKUTE HA UPKYIUPAIIMTE BUPYCH Ha TPHIIA, HATMYHATA HH(POPMAITHS OTHOCHO
MOJIeNIa Ha 4y BCTBUTEITHOCTTA KbM JICKApCTBATA MPOTHB I'PHUIT 32 BCEKU CE30H U 3HAYCHHUETO Ha
3a00JISIBAHETO 32 PANTHYHUTE Teorpadcku 00IACTH ¥ OMyJIAIMY OT MAMEeHTH (BXK. Touka 5.1).
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4.2 Jlo3upoBKa U HAYMH HA NMPUJIOKEHHE

O3HWPOBKa

Tamiflu cycniensust u Tamiflu TBEpaYM Karcysm ca OMOEKBUBAIEHTHU JiekapcTBeHU dopmu. J[o3u oT
75 mg morar aa ce npuiarar uia

- KaTo €JlHa KarlcyJia oT 75 mg, uim
- KaTo enHa Karcyna oT 30 mg ruiroc efHa Karcyna ot 45 mg, wiu
- KaTo exHa j03a oT 30 mg IUTIoC eHa 103a OT 45 mg CyCIeH3HsI.

Bw3pactau, roHom mim nena (> 40 kg), KouTo MoraT Ja noriThIIaT KarncyJii, MOXKe Jia oTydaBar
noJxoasu 1034 or Tamiflu kamncymu.

Jleuenue

JleuenneTo TpsiOBa Ja ce 3ar0YHe KOJIKOTO € Bh3MOKHO MO-PaHO B PAMKHUTE HA ITBPBUTE JIBA THU OT
MosiBaTa Ha CHMITOMHTE Ha TPHIIA.

3a ronou (ot 13 1o 17-roauiiza Bb3pact) v Bb3pacTHU: [IpenoprunTennara nepopaiHa 103a e

75 mg o3enTaMUBHp JIBa IBTH JTHEBHO B IPOABIDKeHUE HA 5 THU (wnn 10 qHM ipu

HMYHOKOMITPOMCTHUPAHU HaL[I/IeHTI/I).

HCEI/IS.T[ZI/ILIHS. nornyJjganus

3a KppMadeTa U Jiena Ha Bb3pacT | roannHa iy no-ronemu: [Ipenoppunrennara no3a Tamiflu

6 mg/ml nepopaiHa cycreHsus ¢ nocoyeHa B tTabnuinata mno-noiy. [pemiarar ce Tamiflu karncynu ot
30 mg u 45 mg kaTo ajTepHAaTHUBA Ha NpernopburTenHara 103a Tamiflu 6 mg/ml cycniensusi.

3a nedyeHue Ha KbpMad€Ta U I€la Ha Bb3PpacT 1 roJrHa UJIH IO0-TOJIEMHU, CC NPCIIOPHUBAT CICAHUTC
CXCMU Ha npujiaraHe, KOpurupanu CriopeJi TCrijioTo:

TenecHo IIpenopbunTesna no3a | Ilpenopbuurenna go3a 3a 10 Kosmm4yecTBo nepopaiHa
TerJo 3a 5 aHu aHu* cycreH3usl, KoeTo TpsioBa 1a
HiMmyHOKOMIIpOMETUPAHH ce U3TerJyi
HaIUCHTH

10 kg no 30 mg aBa IBTH THEBHO 30 mg a1Ba IBTH THEBHO 5 ml gBa 'bTH THEBHO
15Kkg
> 15 kg no 45 mg 1Ba MHTH JTHEBHO 45 mg 1Ba MHTH JTHEBHO 7,5 ml gBa IbTH THEBHO
23 kg
> 23 kg no 60 mg 1Ba IBTH THEBHO 60 mg 1Ba IBTH THEBHO 10 ml n1Ba mbTH AHEBHO
40 kg
> 40 kg 75 mg n1Ba IBTH THEBHO 75 mg n1Ba IBTH THEBHO 12,5 ml n1Ba mbTH AHEBHO

*TIpenoppunTenHaTa NpOIBDKATEITHOCT Ha JICUCHUE IIPH MIMYHOKOMIIPOMETHpPAHH IanueHTn (> 1 roguna) e 10 xun. Biokre
Cneyuannu nonyrayuu. Mmynoxomnpomemupanu TaIASHTH 3a IOBeYe NHPOPMAIHL.

Hena, xouto Texar > 40 Kg 1 KouTo Morar Jia moriIbliar KarcyJin, Morar ja ObaaT JeKyBaHH C J03ara
3a BB3PACTHH OT 75 mg KarCyJy JIBa ITETH JJTHEBHO B MPOIBIKCHUE HA 5 THU KaTO ajJTepHATHBA HA
npenoppuuTenHata qo03a Tamiflu cycriensus.

3a kppMayeTa Ha Bb3pacT moj | roquna: [IpenoppunrenHara 103a 3a JedeHHEe Ha KbpMadeTa Ha
Bb3pact 0 — 12 mecena e 3 mg/kg aBa i 1HEBHO. Tst ce OCHOBaBa Ha (papMaKOKMHETHYHU JAHHU U
JIaHHU 32 O€30MacHOCT, TIOKAa3BalllM, Ye Ta3H JI03a IpH KbpMaueTa Ha Bh3pacT 0 — 12 mecena
OCHUTYpsIBa TJIa3MEHH KOHIICHTPAIMHU Ha MPEAJICKaPCTBOTO M aKTHBHHS METa0OJIHT, KOMTO CE OYaKBa
Jla ca KIMHUYHO epukacHy, ¢ mpodui Ha 6€30MaCHOCT, CPABHUM C TO3H IPH MO-TOJIEMH JIeTa 1
BB3pacTHH (BXK. ToUuka 5.2).
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3a onpejiensiHe Ha jo3ara rpu jera Ha Bb3pact 0 — 12 meceria, kouto ce Hyxaast ot 1 ml mo 3 ml
Tamiflu 6 mg/ml nepopasna cycnensus, TpsiOBa J1a ce U3MoI3Ba nepopasieH go3arop ot 3 ml
(rpamyupan Ha crenenu ot 0,1 ml). 3a mo-Bucoku 03¢ TPsAOBA Ja Ce U3MOJI3Ba CIPUHIIOBKATA OT

10 ml. 3a xppmaueTa Ha BB3pacT oA 1 rofyHa ce mpernophuBa cleaHara cxemMa Ha IIpujlaraHe:

Tabauna 3a 103upaHe Ha 03eJTAMUBHP NPH Jelia Ha Bb3pacT noa 1 romuHa: 3 Mg/Kg 1Ba mbTH

JHEBHO
TenecHo Ipenoppuntesnna | IIpenoppunTesina no3a | KoauyecTso nepopasna Pasmep Ha
TerJjo* 1032 32 5 {HHN 3a 10 xpu™* CyCneH3usl, KOeTO 103aTOPa, KOMTO
VIMyHOKMIIPOMETHPaH! TpsiOBa /1a ce U3TerJIM | Jia ce U3M0JI3Ba
[MalMEeHTH
3kg 9 mg nBa mbTH JHEBHO | 9 MQ JBa MBTH AHEBHO 1,5 ml aBa meTH MHEBHO 3ml
3,5 kg 10,5 mg nBa mbTH 10,5 mg nBa eTH 3ml
JTHEBHO JTHEBHO 1,8 ml 1Ba mBTH THEBHO
4 kg 12 mg nBa mbTH 12 mg nBa meTH 3ml
JTHEBHO JHEBHO 2,0 ml nBa nbTH AHEBHO
45kg 13,5 mg nBa mbTH 13,5 mg aBa TR 3ml
JHEBHO JHEBHO 2,3 ml nBa bTU JHEBHO
5 kg 15 mg aBa meTH 15 mg nBa meTH 3ml
JTHEBHO JIHEBHO 2,5 ml 1Ba mpTH KHEBHO
5,5kg 16,5 mg nBa mbTH 16,5 mg nBa mpTH 3ml
JTHEBHO JIHEBHO 2,8 ml 1Ba mpTH NHEBHO
6 kg 18 mg aBa meTH 18 mg nBa meTH 3ml
JTHEBHO JIHEBHO 3,0 ml gBa mpTH KHEBHO
>6-7Kkg 21 mg aBa IbTH 21 mg n1Ba IBTH 10 mi
JTHEBHO JIHEBHO 3,5 ml gBa mBTH THEBHO
>7-8Kkg 24 mg aBa IBTH 24 mg n1Ba IBTH 10 mi
JTHEBHO JTHEBHO 4,0 ml gBa mBETH THEBHO
>8-9kg 27 mg nBa IbTH 27 mg 1Ba WBTH 10 ml
JTHEBHO JTHEBHO 4,5 ml gBa IbTU JHEBHO
>9-10kg 30 mg nBa mpTH 30 mg nBa nbTH 10 ml
JTHEBHO JIHEBHO 5,0 ml nBa neTH AHEBHO

* Ta3u TabnuIa He CHIbPka BCHIKH BE3MOKHH TEIECHH TETJIa 3a Ta3U IOy JIalys.
**[Ipenopb4nTelIHATA IPOIBIKUTEIHOCT Ha JICYCHUE IPH HMYHOKOMIIPOMETHPaHU KbpMauera (Ha Bp3pact 0-12) mecena e
10 nuu. Buwxre Cneyuannu nonynayuu. Hmynokomnpomemupany NalUeHTH 3a oBe4e nHPOpMaLHM.

Te3un npenopbKy 3a I03MpaHe HEe Ce OTHACAT 32 HEJIOHOCEHH KbpMayeTa, T.€. Te3H C
NOCTKOHLIENIIMOHHA Bb3pacT nmoj 36 cenmunu. Hsma nocTarbuHO JaHHH 32 TE3U MAIlMEHTH, IPU
KOHMTO MOJE J1a ca HEOOXOIMMH JIPYTH 03K MOPAJIN HE3PSUIOCTTa HA (PH3UOIIOTHIHUTE QYHKIIUH.

Ipogunaxmuxa

Ilocmekcnosuyuonna npod)uflaxmuka

IIpu ronouwm (ot 13 510 17-roauiiiHa Bb3pacT) v Bb3pacTHU: [Ipenoppuntennara go3a 3a

npoQuiIakTUKa Ha TPUM ciell OIM3bK KOHTAKT ChC 3apa3eHo JIHLE € 75 mg 03eITaMUBUP BEIHBK
JTHEBHO B IpoabiukeHre Ha 10 gau. JledeHnero TpsOBa /1a 3a10YHE KOJIIKOTO € BE3MOIKHO TT0-PaHO B
paMKHUTE Ha /IBA THU OT KOHTAKTa ChC 3apa3eHOTO JIHUILIE.

IIpu kppMadeTa ¥ ACIa Ha BB3PAcT | TOAMHA WK HO-TOJISMH: Hpe/:[ﬂaraT ce Tamiflu KarcyJjm oT

30 mg u 45 mg kaTo ajTepHATHUBA Ha NpernopbyurTenHara 103a Tamiflu 6 mg/ml cycniensusi.
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[IpenoppurTenHaTa MOCTEKCIO3UIIMOHHA TIpouIakTH4Ha 1032 Ha Tamiflu e:

TeaecHo Ipenopruntenna goza | [IpenopbunTenna no03a 3a KoanuecTBo mepopanna
TerJio 3a 10 qam 10 g cycleH3Hs, KoeTo TpsioBa
HNMyHOKOMIIpOMETHPaHH Ja ce U3TerJIu
MMaIUEHTH

10 kg no 30 mg BeHBXK JTHEBHO 30 mg BeHBXK JTHEBHO 5 ml BenHbX AHEBHO
15kg
> 15 kg no 45 mg BeHBK THEBHO 45 mg BeTHBK THEBHO 7,5 ml BeHBX JTHEBHO
23 kg
> 23 kg no 60 mg BeHBXK JHEBHO 60 mg BeHBXK JHEBHO 10 ml Begubx AHEBHO
40 kg
> 40 kg 75 mg BEIHBK THEBHO 75 mg BEIHBK THEBHO 12,5 ml Bequbxk JHEBHO

Heua, xouto texat > 40 Kg 1 KouTo Morar jia morjIbIiaT KarcyJsi, 3a MpoQpuIakTHKa MOXKE ChIIIO J1a
TOJTy4aBaT 110 €/IHa KarcyJsa oT 75 mg BeHBK JHEBHO B MPOABIkeHrne Ha 10 qHu KaTo anTepHaTHBa
Ha TpenopbunTeNiHaTa 1o3a Tamiflu cycnensus.

3a kppMaveTa Ha Bb3pact oA 1 roguna: [IpenoppunTennara npodriakTUIHA 1032 33 KbpMadeTa Ha

BB3pacT 1moj 12 mecena npu n30yxBaHe Ha MAHIEMUS OT TPHII € TI0JIOBUHATA OT JTHEBHATA /1034 32
nedeHue. Ts ce ocHOBaBa Ha KJIMHUYHY JaHHU NIPH JIela Ha Bb3pacT > | rojnHa U py Bb3pacTHH,
KOWTO TIOKa3Bar, 4ye MpoQuiakTiyHa /1033, paBHA Ha MOJIOBHHATA OT THEBHATA /1032 34 JICUCHHE, €
KIMHAYHO eprkacHa 3a mpouiIaKTUKa Ha TPHII (BXK. TOUKa 5.2 3a cCUMyJIanus Ha eKCTIO3UIIHS).

ITpu manmeMust 3a ONpeIelIsaHe Ha J03ara MPH JIela Ha Bh3PacT Mo | TouHa, KOUTO Ce HYKIasAT OT
1 ml no 3 ml Tamiflu 6 mg/ml nepopasna cycrnensus, TpsOBa 1a ce M3I0J3Ba MEPOPATICH J03aTOP OT
3 ml (rpagyupan Ha creriern ot 0,1 ml). 3a mo-BuCOKH /1031 TPsIOBA /1a Ce M3IMOJI3Ba CIIPUHI[OBKATA OT

10 ml.

3a kppMaveTa Ha BB3pacT noj | rojMHa ce IpenopbuBa clieJJHATa cXeMa Ha TpHIIaraHe:
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Taoauna 3a J03UPaHE HA 03¢JITAMHUBHMP NPH €A HA Bb3PacCT N0 €IHA IOAMHA 3 mg/kg BECIHDBIK

JHEBHO
TenecHo IpenopbunTeHa IpenopbunTeaHa 1032 KoaunuecTBo Pa3mep Ha
Teryo™* no3a 3a 10 nuu 3a 10 nuu nepopaJina ao3aTopa,
VIMyHOKOMIIPOMETHPAHH | CYCHEeH3Hsl, KOeTO | KOiTo Ja ce
MAlUEHTH TpsiOBa 1a ce U3I0J13Ba
u3Terau
3kg 9 Mg BeIHBK THEBHO 9 Mg BeHBK AHEBHO 1,5 ml Benabx 3ml
ITHEBHO
3,5kg 10,5 mg BenHbK 10,5 mg BenHBK 1,8 ml Benubx 3ml
ITHEBHO JTHEBHO JTHEBHO
4 kg 12 mg BeHBX AHEBHO 12 mg BemHBXK THEBHO 2,0 ml Benubx 3ml
JTHEBHO
4.5 kg 13,5 mg BenubK 13,5 mg BenHbK 2,3 ml Begubx 3ml
JTHEBHO JTHEBHO JTHEBHO
5 kg 15 mg Benubk AHEBHO | 15 MQ BEOHBK JHEBHO 2,5 ml Bequbx 3ml
JTHEBHO
5,5 kg 16,5 mg BenubK 16,5 mg BenHBK 2,8 ml Begubx 3ml
THEBHO JTHEBHO JTHEBHO
6 kg 18 mg BeHBX AHEBHO 18 mg BemHBXK THEBHO 3,0 ml Benubx 3ml
JTHEBHO
>6-7kg | 21 mg BeaHbX JHEBHO 21 mg BeIHBXK AHEBHO 3,5 ml Benubx 10 mi
JTHEBHO
>7-8kg | 24 mg BeqHbXK JHEBHO 24 Mg BeIHBXK JHEBHO 4,0 ml Begubx 10 mi
JTHEBHO
>8-9Kkg | 27 mg BeogHBK JHEBHO | 27 MQ BEIHBXK AHEBHO 4,5 ml BequbxK 10 ml
JTHEBHO
>9-10kg | 30 mg Benubk aaeBHO | 30 MQ BEIHBK JHEBHO 5,0 ml Bequbx 10 mi
JTHEBHO

* Ta3u Tabnuia He ChIbPKa BCUYKU BH3MOXKHH TEJICCHU TETJIa 3a Ta3U MOIyJIaIHs.

Te3n NPEIIOPBKM 32 JO3UPAHE HE CE OTHACAT 3a HCAOHOCCHU KbpMAUeTa, T.€. TE3U C
IMOCTKOHICIIIMOHHA Bb3PaCT IO 36 CCAMMUIIN. Hsama AOCTaTb4YHO JAaHHU 3ad TC3U MAUCHTHU, IPU
KOHMTO MOXKC a Ca H606XOI[I/IMI/I ApYyru 4031 nopaanu HE3PAJIOCTTa Ha (bHSI/IOJIOFI/I‘IHI/ITe (bYHKLII/II/I

Ipogunaxmuxa no epeme Ha epunta enudemuis 8 00UECMEOMO

IIpodmakTukara o BpeMe Ha IpUITHA eMUAEMHS HE € IPOyYBaHa IIpH JIela Ha Bb3pacT moj 12
rogunu. [Ipenoppunrennara 103a Npy BB3PACTHU U IOHOIIM 32 MPOQUIIAKTHKA HA TPUII IO BpeMe Ha
enuieMusi B 0OIIECTBOTO € 75 mg 03eNTaMUBUP BEAHBXK JHEBHO /10 6 ceamuiy (1iu 1o 12 ceamuiu

IpY UMYHOKOMIIPOMETHPAHU TaLUCHTH ).

CrenpaiHy DOmyJIaliu

YeprodpobdHo yepesicoatie
He ce n3nckBa kopurupane Ha J103aTa 3a JICYCHUE WM PO (PIITAKTHKA PH TAUEHTH C HapyIeHa
yepHoApoOHa GyHKIus. He ca mpoBexIaHu Npoy4BaHUs PH MEJUATPUYHH HALMEHTH C YePHOIPOOHO

HapyIIeHHUE.
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Bvopeuno yepescoane

Jleuenue na cpun: IlpenoppuBa ce KOPUTHpPaHe HA J103aTa PU BH3PACTHH U FOHOIIHM (Ha BB3pacT oT 13
10 17 roguHM) ¢ yMEpEHO MM TEXKO ObOpeyHo yBpexkaane. [IpernopbunTeTHuTe 1034 ca
npeJcTaBeHu MoIpoOHO B TAOIUIATA ITO-I0TY.

KpeaTHHMHOB KJINPBHC IpenopbrunTeHA 1032 32 JIedeHHe
> 60 (ml/min) 75 mg 1Ba IbTH JHEBHO
> 30 go 60 (ml/min) 30 mg (cycrieH3us WiIn KaICyJyIu) JIBa IbTH THEBHO
> 10 o 30 (ml/min) 30 mg (cycrneH3us WK KallCyJin) BEIHBK JHEBHO
<10 (ml/min) He ce npenopbuBa (HsAMa JaHHH)
INarmenTr Ha XeMoIUaIM3a 30 mg ciier Bceku ceaHC Ha XeMOAuajn3a
[TanieHTH Ha IEpUTOHEATHA Juanu3a™® 30 mg (cycrieH3us WK KarCyJsin) eIHOKpaTHa /1032

* JlaHHH, TIOJYYEeHH OT TIPOYYBAHUS [PU MAIMEHTH HA TIPOIBIDKUTENHA aMOYIATOPHA IIEPUTOHEAITHA IUATN32
(CAPD); ouakBa ce KIMPHHCHT Ha 03eJTAMUBHP KapOOKCUIIAT Ja € MO-BUCOK, KOTaTO CE H3MOI3Ba
aBTOMaTH3MpaHa rnepuToHeanHa auanmsa (APD). HaunnbT Ha neuenne moxxe aa ce nmpomenn ot APD na
CAPD, axo He(hpoJIoTbT cyeTe TOBa 32 HEOOXO0IMMO.

lIpogunakmuxa na epun: IlpenopbruBa ce KOPUTHpaHe HA J03aTa IPU Bb3PACTHH U IOHOIIHN (Ha
BB3pacT ot 13 10 17 roguHu) ¢ yMEpEeHO WM TEXKKO ObOPEUHO YBpPEKIaHE, KAKTO HOAPOOHO €
IPEeACTaBEeHO B TaOIUIaTa mo-1071y.

KpeaTHHMHOB KJINPBHC ITpenopbunTeIHA 1032 32 NPOPHIAKTHKA
> 60 (ml/min) 75 mg BEAHBXK JTHECBHO
> 30 o 60 (ml/min) 30 mg (cycneH3us WM KarcyJin) BeAHBK JHEBHO
> 10 o 30 (ml/min) 30 mg (cycneH3us Win KarcyJin) npe3 JIeH
<10 (ml/min) He ce npenopbuBa (HAMa JaHHH)
[MTarmenTr Ha XeMoIuanM3a 30 mg ciieq; Bceku BTOPHU CEaHC Ha XEMOUaIN3a
[TanieHTH Ha IepUTOHEATHA Juanu3a™® 30 mg (cycrieH3us Win KarcCyJsi) BeHBXK CEAMHUYHO

* JlaHHH, TIONYYEeHH OT TIPOYYBAHUS [PU MAIMEHTH HA TIPOIBIDKUTENHA aMOYIATOPHA IIEPUTOHEAIHA IUATN32
(CAPD); ouakBa ce KIMPHHCHT Ha 03€JTAMUBHP KapOOKCHUIIAT Ja € MO-BUCOK, KOTaTo CE H3MOI3Ba
aBTOMaTH3MpaHa rneputoHeanHa auanmsa (APD). HaunnbT Ha neuenne moxke aa ce nmpomenn ot APD na
CAPD, ako He(poJIoTbT cyeTe TOBa 32 HEOOXOIMMO.

Hsima nocrarbuHo KIMHUYHY AaHHY NPU KbpMaueTa U Jiena (Ha Bb3pacT 12 roauHy 1 o-Maliku) ©
OBOpeYHO yBpEXKIaHE, 3a 1a MOXKE Jla Ce HANPABAT MIPEHOPBHKU 32 I03UPOBKATA.

Cmapuecka év3pacm
He ce n3uckBa xopurupase Ha 703aTa, OCBEH aKO HsAMa JIaHHU 32 YMEPEHO MM TEXKO ObOpedHo
YBpEXKIaHE.

HmyHokomnpomemupanu nayuenmu

Jleuenue: 3a 1edeHue Ha TPUIL, IPENOPBUNTEIHATA IPOABIKUTEIHOCT IIPH UMYHOKOMIIPOMETHPAHU
nanuenTy € 10 qaum (Bx. Touku 4.4, 4.8 u 5.1). He ce Hanara xkopurupasne Ha fo3ara.JleueHuero
TpsIOBa /1a ce 3ar0YHe BH3MOXKHO Hai-Obp30 B paMKUTE Ha ITbPBUTE [jBa JHH OT MOsIBaTa Ha
CHUMIITOMUTE Ha TPUIIL.

Cezonna npoguraxmuxa’ Tlpy ”MyHOKOMIIPOMETHPAHH TMAIUEHTH € OllCHSBAaHA TO-TIPOIBIIKUTETHA
ce3onHa npoduiakTuka 10 12 cenqvurm (Bx. Touku 4.4, 4.8 u5.1).

Hauwun Ha npunoxeHue

3a npuiIoKEeHHE B OMTaKOBKAaTa € MoCTaBeH nepopasieH no3arop ot 3 mlu 10 ml.

Ipenoppusa ce Tamiflu mpax 3a nmepopaniHa cycrieH3ust 1a ce IPUroTBU OT (hapMaLeBT MPE/IU J1a Ce
OTITyCHE Ha MalfeHTa (BX. Touka 6.6).
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4.3 TlpoTuBOMOKA3AHUA

CBpPBXYYBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WM KBM HSIKOE OT MMOMOIIHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

4.4 CneuuajaHu nperynpe:KIeHus ¥ Mpeana3Hd MePKH NP ynoTpeda

OsenTamuBHp € eukaceH camo cpellly 3a00JIIBaHe, IPUUMHEHO OT I'PUITHU BUpycH. Hsama nannu 3a
e(MKaCHOCT Ha 03eJITaMUBHp IIpU 3a00J1s1BaHe, MPEIU3BUKAHO OT JPYTU NPUUUHUTEIN OCBEH
BHUpPYCHTE Ha rpumna (BX. Touka 5.1).

Tamiflu He 3amecTBa npoTHBOrpHIHATA BakcHHaius. Ynorpebara Ha Tamiflu ue TpsiOBa na nmosnusBa
Ha OIIEHKaTa Ha Xopara 3a e)KeroJJHO BAKCHHUPAHE MPOTHUB IPUIL 3allUTaTa CPelly IPUII IPOIbIKaBa

camo jiokaro ce nprwiara Tamiflu. Tamiflu Tpsi6Ba na ce usnon3sea 3a jgedeHne u npoduIakTuKa Ha
TPHII CaMO, KOTATO HAISHKIHH CIHICMHUOIOTUYHN JTaAHHH TI0OKa3Bar, 4 B OOIIECTBOTO [UPKYJIUpa
IPUIICH BUPYC.

VY CTaHOBEHO €, Y€ YyBCTBUTEITHOCTTA HA IIUPKYJIHPAIIMTE [IIAMOBE TPHITHA BUPYCH KbM 03€JITAMHBUP
Bapupa 3HaunTenHo (BK. Touka 5.1). [Topaau ToBa, KoraTo perasar gajiu aa usmoiassar Tamiflu,
IpeIMCBAIUTE JIeKapH TPsIOBa 1a B3eMaT MPEIBH/] Hali-CKOPOIIIHATA HATMYHA HH(OpMAIHs 32
XapaKTepPUCTHKUTE Ha YyBCTBUTEIHOCT KbM O3€ITAMUBHD Ha LUPKYJIUPAIINTE B MOMEHTA BHPYCH.

TeXKo ChbOBTCTBANIO ChCTOSHUC

Hsama undopmars 0THOCHO Oe30macHOCTTa U e(PUKACHOCTTA Ha 03eJITAMUBHUD MIPH IMAUEHTH C
TOJIKOBA TEXKKO WIJIM HECTAOMITHO OOJIECTHO CHCTOSIHUE, Y€ Ja CE CUUTAT U3JIOKEHH Ha HETIOCPEICTBEH
PHUCK, KOWTO Hajlara XOCHHUTaTU3aIHS.

VIMyHOKOMIPOMETUPAHH HALIEHTH
E¢ukacHocrta Ha 03eATaMUBHP MPH JICUCHUE UM NPOPHUIAKTHKA Ha TPUI [IPH UMYHOKOMIIPOMeE-
THpaHU TIAIMEHTH HE € KaTerOpUYHO yCTaHOBeHa (BXK. Touka 5.1).

CopieuHo/pecnupaTopHo 3a0osBaHe

EduxacnocTTa Ha 03e1TaMUBHUp MPH JICYUCHHUE HA JIMIA C XPOHUYHO ChPJCYHO 3a00JIIBaHE W/WIN
pecnuparopHo 3aboinsBaHe He € ycTaHoBeHa. He e HaOmomaBaHa pasnuka B yecToraTa Ha
YCIIOKHEHUSITA MEXJTy TPYIIUTE Ha JICYCHUE U Ha IUIane0o Mpu Ta3u nomynanus (Bx. Touka 5.1).

IlenaTpryHa MOMyIaIs
ITonacrosiiem HsMa TaHHU, KOUMTO J1a TIO3BOJISIT JIa CE HANpaBU MPENOPHKa 3a TO3UPOBKaTa MPU
HEJIOHOCEHHU Jielia (TIOCTKOHIICIIHOHHA BB3PacT < 36 CeMMUIIN ).

Texko ObOpeUHO yBpexIaHe

IIpenopbuBa ce KOpUTHpaHe Ha J03aTa 3a JeUeHUe U MPOoQHIaKTHKA [P FOHOIIM (Ha Bb3pact oT 13
1o 17 ronuHn) 1 BB3PACTHHU C TEXKO OBOpedHO yBpexkaaHe. Hsima gocTaThyHO KIMHUYHYU JaHHU TIPH
KbpMadeTa u jielia (Ha Bb3pacT | ToJIMHa WK MO-TojIeMH) ¢ ObOpeYHO yBpeKaaHe, 3a Jia MoraT Jia ce
HaIpaBsAT MPENOPBKH 32 T03UpOBKaTa (BK. Touku 4.2 u 5.2).

HeBpo-nicuxuyHu crouTHS

Nma cpoOreHns 3a HeBpO-TIICUXHYHH CHOUTHS 110 BpeMe Ha npuitoskeHne Ha Tamiflu npu nanueHTH ¢
TpUIl, 0COOEHO TIPH JIela U FoHOIIN. Te3u chOUTHsI ca HabII0AaBaH| ChINO W MPH NAIMEHTH C Tpul 0e3
NPUIOKECHUE Ha o3enTaMuBHp. [lanmenTure TpsiOBa BHUMATEITHO /1a ce HaOJr01aBaT 3a MPOMEHH B
HIOBEJICHHETO, KaTo TOJI3UTE U PUCKOBETE OT IPOIBKABAHE HA JICUCHUETO TPSIOBa BHUMATEITHO J1a Ce
IpEIEeHBAT IPU BCEKU MAIMEHT (BXK. TOUKa 4.8).

IIoMoOIIHN BEIIECTBA
To3u nexkapcTBeH NPOAYKT ChIIbprka copouTon. [larmenTu ¢ HacaencTBEHA HETOHOCUMOCT KbM

¢dpykroza (HH®D) He TpsiOBa na npremar To3u JIEKapCTBEH MPOIYKT.
CopOuTOIIBT MOKE J1a TIPUYMHH CTOMAIITHO-YPEBEH TUCKOM(OPT U MMa ci1ad JIaKCaTUBEH €(eKT.
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To3u J1ekapcTBeH MPOAYKT ChAbprKa HaTpreB OeHnzoar. Harpuesust 6enzoar (E211) Moxe na 3acunu
KBITCHHIIATa PH HOBOPOIeHUTE (10 4-ceMUIHA BB3PacT).

45 B3auMmoneiicTBHE ¢ IPYTH JIeKAPCTBEHH MPOAYKTH U APYru (popMu HA B3auMo/IelcTBIE

B®3 ocHOBa Ha (hapMaKOKHHETHYHUTE CBOMCTBA HAa 03eTITAMUBHUP, KATO HUCKATa CTETICH Ha CBHP3BaHE
C TIPOTEHHHUTE U MeTabonu3bpM, HezaBucuM oT CYP450 u rimokypoHHIa3HATE CUCTEMH (BK. TOUKA
5.2), MO3e J1a ce PEATOIIONKH, Ye KIMHUYHO 3HAYUMUTE JICKApCTBEHH B3aUMOJICHCTBUS Upe3 Te3H
MEXaHH3MH HE Ca BEPOSITHH.

[IpobGenenun
He ce usuckBa kopurupase Ha J03aTa, KOraTo ¢e mpuiara ¢IHOBPEMEHHO ¢ MPOOSHEIUI IPU

NaIveHTH ¢ HopMaiiHa 0b0pedna GyHkius. EqHOBpeMeHHOTO pHItoskeH e Ha MPOOSHEI /T, MOIICH
WHXHOMTOP HAa aHMOHHUTE ITBTUINIA HA OBOpedHara TyOyJHa CeKpenusi, BOJIH 0 0JIM30 ABYKPATHO
YBEJIMUCHUE Ha eKCIO3HULIMSTA Ha aKTHBHHS META0OMT Ha 03€ITaMHUBUD.

AMOKCUIIVITHH
OzenTamMuBHp HAMA KWHETUYHO B3aUMOJIEHCTBHE C aMOKCHUIIMIIMH, KOWTO C€ EIMMUHUPA TI0 CHIIUS

II'bT, KOCTO IIOKA3Ba, 4c B3aPIMO,Z[eI>iCTBHCTO Ha O3CJITaMUBHP C TO3U IIBT € c1abo H3pa3CcHO.

br6peuno enumuHMpane
KiMHMYHO 3HAUMMM JIeKapCTBEHH B3aMMOJICHCTBHS, BKIIOYBAIM KOHKypHpaHe 3a ObOpeyHaTa

TyOyJIHA CEKpelHrs, ca MAJIKO BEPOSTHHU ITOPaIi U3BECTHATA IPAHUIIA HA OE30TIACHOCT Ha MTOBEYETO OT
TE3H JICKapCTBa, CBOMCTBATA HA CIIMMHHUPAHE HAa aKTUBHUS META0OIUT (TIIOMEpyJTHA (QHITPAIUS U
aHMOHHA TyOyJIHa CEeKpelys) U Bb3MOXKHOCTHTE Ha Te3H IIBTHINA 3a eKckperus. TpsOBa na ce
BHIMaBa 00aye, KOraTo ce MpeIrcBa 03eITaMUBHp Ha JINIA, KOUTO MPUEMAaT JICKapCTBa C TECHH
TEepaneBTUYHU IPAHULM, EKCKPETHUPAILY CE 110 CHIIMTE IBTHIIA (HAIp. XJIOPIPOINAMHU/I, METOTPEKCAT,
(hennnOyTaszon).

JombiaHuTenHa nHQOpManus

He ca nabnronaBanu hapMaKOKMHETHYHU B3aMMOCHCTBUS MEXTY 03CITAMUBUD WU TJIaBHUS MY
MeTabOoJUT, KOraTo 03eJTaMHUBHUP CE NPHJIara eJHOBPEMEHHO C [TapaleTaMod, aleTHICATHINIOBA
KU CEJIMHA, IIAMETUINH, aHTHAUIU (MarHe3ueB ¥ aTlyMUHHUEB XUIPOKCU U KAIIUEBU KapOOHATH),
puUMaHTaIuH WK BaphapuH (pH JTUIa, CTAOUITHU TIPH JieueHre ¢ BappapuH 1 0e3 rpuir).

46 @epTUINTET, DPEMEHHOCT H KbPMEHe

Bpemennocr
I'punbT ce cBBp3Ba ¢ HEKENaH U3X0]] 32 OPEMEHHOCTTA U 3a TUI0JIa C PUCK OT 3HAYUTEITHH BPOJICHU

MasipopMalyu, BKIIOYUTEIHO BPOACHHU chpacuHu Aedektu. ['onsam o6eM ganH 32 OpeMEHHH JKEHHU C
eKCITO3UIIMS Ha 03EJITAMUBUD OT IIOCTMAapKETUHIOBH ChOOIIEHHS M 00CEPBAIIMOHHHU ITPOYYBaHus (3a
u3xo/a Ha noseue ot 1 000 ciyyasi ¢ eKCIO3HIMSI TIPE3 TbPBHS TPUMECTBP) HE MOKa3BaT
MasiopMaTuBHA WK (erarHa/HeoOHaTaIHa TOKCUYHOCT Ha 03€NITaMHUBHUD.

B enno obcepBanonHo npoyuBaHe, o0aue, Makap ¥ 0e3 MOBHUIIICHUE Ha OOIIUS PHCK OT
MashopMaIym, pe3yITaTUTe 32 3HAYUTSITHA BPOJICHU ChPACYHU Ne()EKTH, THaTHOCTUIINPAHH B
pamkuTe Ha 12 Mecela OT paXKIaHeTo, He ca yoeauTenHu. B ToBa mpoy4BaHe yecToTara Ha
3HAYUTEIIHU BPOJICHH ChPJICUHH Ae(DEKTH CIIe]] eKCIIO3HUIIMS Ha 03eITAMUBHP 0 BpeMe Ha IIbPBHUS
tpumecTsp € 1,76 % (7 xppmavera ot 397 OpemenHoctH) B cpaBaenue ¢ 1,01 % npu GpeMeHHOCTH
6e3 excrio3uius ot odmara nomysarus (Odds Ratio 1,75, 95 % nosepurenen untepsan 0,51 1o 5,98).
HsiMa sicHOTa OTHOCHO KJIMHUYHATA 3HAYMMOCT Ha Ta3d HAXOJIKa, Thil KaTO MPOYYBAHETO € C
OrpaHMYeHa CTaTHCTHYeCcka MOIHOCT. ChIIO TaKa TOBA MPOYYBAHE € TBHPE MAJIKO, 32 JIa C€ OLCHST
HaJISK/IHO OTACIHUTE BUIOBE 3HAUUTEIHU Masipopmariui. OCBEH TOBA, JKEHHUTE C EKCIIO3UIIHS Ha
03€JITAMUBHD M KEHHU 0€3 SKCIIO3HUIIMS He MOrarT Ja ObIaT HAITbIIHO CPABHUMH, 0COOSHO MO TOBA AU
ca UMaJIi TPUII WK HE.

[MpoyuyBanusTa MpH KUBOTHU HE TIOKA3BAT PENPOYKTUBHA TOKCUYHOCT (BK. ToUKa 5.3).
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ITpu HEOOXOAMMOCT MOXKeE [a ce 0OMUCTH [a ce mprioxu Tamiflu mo Bpeme Ha GpeMeHHOCT U citeq
KaTo c€ B3eMe I10]] BHUMaHUe HaIMYHaTa HH(OpMAaIHs 3a 0€30IMacHOCTTAa U 3a 1moszaTa (3a JaHHU
OTHOCHO I10j13aTa IpH OPEeMEHHH KEeHH MOJIs, BIOKTE Touka 5.1 ,,JIeueHue Ha rpum npu OpeMeHHH
KeHHU”), U TATOreHHOCTTa Ha [IUPKYJIUPAIIHs [IaM TPUIICH BUPYC.

Kspmene
OzenraMuBHp ¥ aKTHBHUST META0OIUT CE EKCKPETUPAT B MIISIKOTO Ha IUTEXOBE C JIakTarums. Mma

MHOT'O OrpaHrdeHa HHQopMaIHs 3a Jiela, KbPMEHH OT MaliKi, KOUTO MPUEMAT 03eJITAMUBHD, U
OTHOCHO EKCKpEIHsTa Ha 03eITaMUBHp B KbpMaTa. OrpaHUYEHU JTaHHU MOKA3BaT, 9€ 03CITaAMUBUD U
AKTUBHHSIT My MeTa0OJIUT c€ OTKPUBAT B KbpPMaTa, HO HMBATa ca HUCKHU, KOETO OU JTOBEJIO 0 MPUEM
Ha cyOTepaneBTHYHA /1032 OT KbpMadeTo. Karo ce mma npensuy Ta3u nHQOpMAIs, TaTOreHHOCTTa Ha
UUPKYIUPAIIUS 1[aM Ha TPUITHUS BUPYC M OCHOBHOTO CHhCTOSIHHE Ha KbpMeIlaTa keHa, MOKe Ja ce
0OMMCITH TIPUITO’KEHUE HA 03ENITAMUBHD, KOTATO MMa KaTeTOPUYHA TTOTECHITUATTHA 110132 32 KBPMEIINUTE
MalKu.

Depruiurer
B®3 ocHOBa Ha HEKJIMHUYHKTE JJAHHU, HAMA J0Ka3aTesicTBa, 4e Tamiflu okasa eekt BbpXy MBKKHS

WM XKEHCKHS QepTuiuTeT (BX. Touka 5.3).

4.7 EdexkTu BbpXy CIOCOOHOCTTA 32 I0(HpaHe U padoTa ¢ MALIUHU
Tamiflu He noBiMsiBa ciocobHOCTTA 3a MIOpHUpaHe U padboTa C MaIIMHH.
4.8 HexejlaHU JIEKAPCTBEHHN PeaKIIUH

O060061eHre Ha mpoduita Ha 6e30MacHOCT

OouwsT npodun Ha O6e3omacHoct Ha Tamiflu ce ocHoBaBa Ha manHU OT 6 049 BB3paCTHH/IOHOIIM U
1 473 nenuatpuyHy NanKeHTH, JiekyBanu ¢ Tamiflu wim ruiame6o 3a rpur, 1 Ha TAHHH OT

3990 BB3pacTHM/tOHOIIH U 253 TIeAHMATPUYHH ITAUEeHTH, norydaBanu Tamiflu win miae6o/6e3
JieYeHHUe 3a MPO(UIAKTHKA HA TPUII 10 BpeMe Ha KIMHHYHUTE poy4yBaHus. B nombnHenue, 245
UMYHOKOMITPOMETHUPAHHU MAIMEeHTH (BKIFOYUTENHO 7 foHomm u 39 nena) momyyasar Tamiflu 3a
JIedeHNe Ha TPpHIL, a 475 UMyHOKOMIIPOMETHUPAHH TalleHTH (BKIIounTeNHO 18 mena, ot kouto 10 Ha
Tamiflu u 8 Ha rutae6o0) ca nomy4yaanu Tamiflu win mianedo 3a npodrIakTHKa Ha TPUIL.

[Tpu BB3pacTHHU/FOHOIIM HaH-4eCcTO ChOOIIaBaHUTE Hexeanu peakiuu (HP) ca ranene u moBpbInane
B IIPOYYBAHUSATA 32 JICUCHNUE, U TaJIeHE B MPOy4YBaHUATA 3a npoduiakTuka. [loBeyero ot Te3u HP ce
CHOOIIABAT B NMHUYHU CITyYar TPe3 IIbPBUS UM BTOPHUS JACH OT JICUEHUETO U OT3BYyYaBaT CIIOHTAHHO
no 1-2 nuu. [Ipu mena Hai-uecTo choOIlaBaHaTa HeXKEIaHa peakiys € moBpbinaHe. [Ipu mopeueTo
nanueHTy, Te3u HP He ca moBenu 10 npeycraHoBsiBaHe Ha jgedenuero ¢ Tamiflu.

CrenHuTe CEpHO3HU HEXKEIIaH! PEaKIMH ca ChOOIIaBAHH PSJIKO CIIE IMyCKaHEeTO Ha 03eNTAMUBHP Ha
nasapa: aHa(QUIaKTHYHU U aHA(DWIAKTOWIHHA PEaKIMK, YepHOIPOOHN HapyieHus (yIMUHAHTEH
XeIaTuT, HapyIlIeHne Ha YepHOIpoOHaTa (PyHKIHS U KBITEHUIA), aHTHOHEBPOTUYEH OTOK, CHHAPOM
Ha Stevens-Johnson u TokcuuHa enuaepMaliHa HeKpOJIn3a, CTOMAIIHO-YPEBHO KbPBEHE U
HEBPOIICUXUYHU HAPYIIEHUSL.

(OTHOCHO HEBPOTICUXUYHUTE HAPYLIEHUS BXK. Touka 4.4.)

TabnyyeH cnUChK Ha HEXKEJIAHUTE PeaKyy

N30poenute B Tabmunute no-xony HP ciazat kbM crieiHuTe Kareropuu: MHOTO dectd (> 1/10), yectu
(= 1/100 o < 1/10 ), meuecru (> 1/1 000 g0 < 1/100), penku (> 1/10 000 mo < 1/1 000) u MHOTO peaKH
(< 1/10 000). HP ce BIrOYBAT B CHOTBETHATA KATETOPUSI B TAOIUIIUTE CLIOPE COOPHHUS aHAIU3 OT
KIMHUYHNATE IPOYYBaHUS.
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Jleyenue u npogpunakmuxa Ha pun npu 6b3pacmuu U IOHOUIU.

[Tpu npoyuBanusiTa 3a ieueHre U MpoduIakTHKa npu Bh3pacTHr/toHomH, HP, KouTo Bh3HUKBAT Haii-
YecTo MpH NpenopbUnuTenHara 103a (75 mg 2 mbTy AHEBHO 3a 5 THU 3a JIe4eHue u 75 My BEIHBX
JTHEBHO B ITPOIBJIKCHUE Ha 6 CeIMUIIM 3a IPpOo(UIIaKTHKA), ca IToka3aHu B Taonuna 1.

[MpodmbT Ha GE30MACHOCT MPH JIUIIA, KOUTO Ca TOJy4YaBalu MpenopbunuTenHaTa go3a Tamiflu 3a
npodurakTaka (75 My BeAHBXK THEBHO B TPOIBIIKCHIE HA 6 CEMHUIIN ), € KAYEeCTBEHO MOJ00CH Ha
TO3H, HAOMIO/IaBaH MIPY TIPOYUBAHUSATA 32 JICUCHHE, HE3aBUCHMO OT MO-TOJIIMAaTa TIPOJIBIIKUTEITHOCT
Ha MPUJIOKEHUE MPH MPOYIBAHUATA 32 IPOQPUITAKTHKA.

Ta6anma 1 Hexenanu peakuuu Npu npoy4BanusTa, usciensamm Tamiflu 3a nevenne u
NpouIAKTHKA HA T'PUII IPH BH3PACTHH M IOHOLIH WJIM 10 BpeMe Ha
NMOCTMAPKETUHIOBOTO HA0II0IeHHE

Cucremo- HesxeslaHu peaknuy crope 4ecToTraTa
OpPraHeH KJiac MHoro yecTn Yectu Heuectn Peaxu
(COK)
Nudpexunn u Bbponxur,
uHGecTaUMHU Xeprec
CUMIUIEKC,
Hazodapunrur,
Undexupn Ha
TOpPHUTE
JUXaTeITHH
I'BTHUINA,
Cuny3sur
Hapyuwienus Ha TpombonuTonenus
KpPbBTa U
JaumHaTa
CHCTEMA
Hapyuwienus Ha Peaknus Ha AnapunakTHIHHA
HMYHHATa CBPBXUYBCTBHUTEN | PEAKINH,
cucTeMa HOCT AnaduiakTonHu
peakuuu
Ilcuxnanmn Ackuranus,
HapyLIeHHs OTkioHeHUs B
[IOBEJICHUETO,
TpeBoXkHOCT,
O0mbpKBane,
Hanynnocru, lenup,
XaronuHaIms,
Kommapu,
CamonapaHsBaHe
Hapyumienust Ha | I'maBoGomnue bescraue IIpomeneHo HUBO
HepBHATa Ha Ch3HAHHE,
cucreMa I'spyoBe
Hapymienus Ha 3purenaHo
o4uTe HapylIeHne
Chpaeunn Copaueuna
HapyLIeHHsI ApPUTMHUS
Pecnnupatopun, Kanumna,
IrPBAHU U Br3naneno
MeAHACTHHAJIHHA I'bpJIo,
HapyUIeHHUsA Punopes
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Cucremo-

Hexenanu PE€aAKIHMHU CIIOpea YecToTaTa

OpPraHeH KJiac MHoro yecTn Yectu Heuectn Peaxu
(COK)
CromaiHo- T'anene IToBpsbiIane KspBene ot
4peBHHU Kopemna 6onka CTOMAIIIHO-4YPEBHUS
HApyLIeHHSs (BKJ1. OoNiKa B TpaxT,
rOpHATa 4acT Ha XemoparuueH
Kopema), KOJIUT
Jucnencus
XenarodumapH IToBumenn DyIMUHAHTEH
W HapyILUeHHsI YepHOIPOOHU XeIaTuT,
€H3UMHU UepHoapoOHa
HEl0CTaTbYHOCT,
Xenatut
Hapyuwienus Ha Ek3ema, AHTHOHEBPOTHYEH
KOKATa U Hdepmarur, OTOK,
NMOIKOKHATA O0pus, Eputema
TbKaH Yprukapus mynTudopme,
Cunapom Ha
Stevens-Johnson,
TokcuuHa
enuiepMalHa
HEKpOJIn3a
O0m boinka
HApYLICHHS U 3amaiiBane (BKIL.
edexTn Ha CBETOBBPTEK),
MACTOTO HA YmMmopa,
NPUJIOKEeHHE IMupexcus,
bonka B
KpalHHULIATE

Jleuenue u npogpunaxmuxa na zpun npu oeya.

O6mo 1 473 pena (BKIIOYMTETHO HHAYE 37paBH Jiela Ha Bh3pacT 1-12 roaunu U ena ¢ actMa Ha
BB3pacT 6-12 roMHN) ca y4acTBa M B KIMHUYHH MPOYYBAHUS HA 03ENTAMUBHD 32 JICUCHUE Ha TPUIL
Or Tix, 851 nmena ca monyvyaBany JedeHue ¢ 03enTaMuBHp cycreHsus. Oomo 158 nena ca momydaBanu
npenopbunTenHara n103a Tamiflu Beaubx qHEBHO B Tpoy4BaHe 3a MPOQUITAKTHKA CJIC/ SKCIIO3UIHS B
nomakuHcTBaTa (N = 99), 6-ceIMIUYHO TeUATPUYHO MTPOYUYBAHE 3a Ce30HHA podwiakTuka (N = 49) u
12-ceqMuyuHO MEAUATPUYHO MIPOYYBAHE 3a CE30HHA NPO(HIAKTUKA TPU UIMYHOKOMITPOMETHPAHH JINLA

(n=10).

Tabnuua 2 mokasBa Hali-uecto choOmasanute HP ot nequarpuiynnTe KTMHUYHN TPOYYBAHHSL.
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Tadmuna 2 HeskeslaHH peakuy MPH MPOYYBAHUSATA, H3CIeABAIIN MPHIO:KeHneTo Ha Tamiflu

3a JleYeHre U MPO(PUIAKTHKA HA T'PUI NPH Jela (103MPOBKa criope]

Bb3pactTa/Teryioro [30 mg 10 75 My BeAHBK THEBHO])

CI/ICTeMO-OpFaHeH

Hexenanu P€aKIHMHU CITopea YecTtoraTta

kiac (COK) MHoro yecTn Yectn Heuectn Penxn
Nudexunn n Otut Ha

uHecTannu CpPEIHOTO YXO

Hapymenus Ha ['maBoGonue

HEPBHATa CHCTEMA

Hapymenns Ha KoHtoHKTHBUT

oJuTe

(BKJI. 3a4epBEHU
OYH, CEKpEeLus
OT OKOTO H
00JIKa B OKOTO)

Hapymenust Ha

bonxka B yxoto

Hapymenue Ha

YX0TO U JJa0MpUHTA ThIIaHYEBaTa
MeMmOpaHa
PecniupaTopun, Kamnna, Punopes
IPBLAHMA U Haszanna
MeAUACTHHAJIHHI KOHT€CTHS
HAPYIICHHS
CromamHo-ypeBHn | [loBpwinane Kopemna Gonka
HAPYILICHUS (BkJ1. OONKa B
ropHaTa yacT Ha
Kopema),
Hucnerncus,
I'anene

Hapyumienus na
KOKaTa u
MOJKOKHATA ThKAH

Jepmarut (BKII.

AJICPruiuCH U
aTOIINYCH

JIEPMATHUT)

Onucanue Ha I/I36DaHI/I HCXCITaHU pCaKIINH

THcuxuunu HapyweHus U HApPYWeHUS HA HePBHAMA CUCTeMA

['puIrbT MOJKeE J1a € CBBbP3aH C Pa3IMYHU HEBPOJOTMYHHU U TIOBEICHYECKH CUMIITOMHU, KOUTO MOTaT Jia
BKITIOYBAT CHOMTHS KaTO XATIOIUHAIMHY, ICTUPUYM U HEOOMYAHHO MOBEICHHE, B HAKOU CTyYan
BOJICIIIN JIO JICTAICH U3X01. Te3u ChOUTHS MOJKE J1a Bb3HUKHAT MPU HATWYKE HAa CHIC(HATUT HITH
eHieaonarys, HO MOXKe J1a ce HaOJIroaaBaT 0e3 BUIMMO TSKKO 3a00IIsIBaHE.

ITpu manueHTH ¢ rpui, Kouto ca npuemanu Tamiflu, iMa mocTMapkeTHHIOBY CHOOIIEHHUS 38 T'BPUOBE
U ICTUPUYM (BKITFOYUTEITHO CHMIITTOMH KaTo MPOMsIHA B Ch3HAHUETO, 00BbPKBaHEe, HECOOMIANHO
MIOBE/ICHHE, HATTYTHOCTH, XaTIOIHMHAIINH, aXKUTAIIHs, TPEBOKHOCT, KOIIMApH ), KOUTO B MHOTO MaJIKO
OT CJIyYauTe Ca JOBEJH JI0 CaMOHapaHsBaHe WK JIeTaleH u3Xoa. Te3n chOMTHs ce ChoOIIaBar
IPEIMMHO TIPH [IeUATPUYHH MAIMEHTH U FOHOIIN M Y€CTO MMAT BHE3AITHO HAYasio U Obp30
or3ByuaBane. [IpurochT Ha Tamiflu 3a Te3u crOMTHS € Hens3BecTeH. TakuBa HEBPO-TICHXHUYHU
CHOMTHS ca CHOOIIEHH ChIIO U NMPHU MAIMEHTH C TPHIT, KOUTO He ca npremanu Tamiflu.

Xenamobunuapru napywenus

Hapyienus Ha xernaToOuinapHara CHCTeMa, BKITIOUUTEIHO XEIaTUT M TIOBUIIICHH YePHOIPOOHH
€H3UMM TIPU TAIMECHTH C TPUIIONOA00HO 3a00msBane. Te3u ciyvyan BKIIOYBAT JIeTAIeH (yJIMUHAHTEH
XeNaTUT/9YepHOAPOOHA HEJOCTATHYHOCT.
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Jlpyry cuenyaiHy Ionyaluu

Tleouampuuna nonynayus (Kepmawema Ha 6b3pacm nOO eOHA 200UHA)

B 1Be npoy4Banus 3a Xapakrepu3upane Ha hapMaKOKHHETHKaTa, (papMakoMHaMHUKaTa u nmpoduia Ha
0€30MacHOCT Ha JICYUCHUETO C 03eNTaMUBHP Npu 135 3apa3zeHu ¢ IpHIl era Ha Bb3pacT Mo eaHa
roJiuHa, MPo(UIBT Ha 0€30MACHOCT € OWIT CXOJIeH MEXIY KOXOPTUTE IO BB3PACT KaTo Hal-4ecTo
ChOOIIABAHNTE HEXKEIaH! PEaKIMH ca IMOBPBIIaHe, 1MapHus 1 0OpUB OT TejeHH (BXK. Touka 5.2). Hama
JIOCTaThYHO JJAHHU MPH KbpMayeTa ¢ MOCTKOHIICTIIMOHHA Bh3PACT MO/ 36 CEIMHUIIH.

Hannynarta nndopmarius 3a 6€30macHOCT Ha 03eJITAMUBUD, TIPHJIOKEH 32 JICUSHUE Ha TPUII IIPH
KbpMayeTa I10]] €AHOTOAMIIIHA BB3PacT, OT MPOCHEKTUBHU U PETPOCIIEKTUBHU 00CepBalMOHHN
npoyuBanus (o00xBamamy o6mio noseue ot 2 400 geua ot Ta3u Bh3pacToBa rpymna),
eMMUEMHUOJIOTMYHO U3CiIeBaHe Ha 06a3a-TaHHU U MOCTMAPKETHHIOBH CHhOOIIEHN Mpe/roarar, ue
npoduIbT Ha 6€30MaCHOCT IIPU KbpMadeTa Ha Bb3PACT MO/l €lHa TOArHA € TIOJ00EH Ha YCTAHOBEHHUS
npodui Ha 6€30M1aCHOCT IPH JIella Ha Bb3pacT €Ha FOANHA U O-TOJIEMH.

Xopa 6 cmapuecka 6v3pacm u nayuenmu ¢ XxpOHUYHO CbPOEYHO U/UNU PeCRUPAMOPHO 3a0016aHe
[Tomynarusra, BKJIIOYEHA B IPOYYBAHUATA 32 JICUCHUE HA TPUIL, CE CHCTOU OT MHAYE 3paBU
BB3PACTHH/IOHOIIY U “PUCKOBK’’ MA[UEHTH (ITALIUEHTHU C TO-BUCOK PHUCK OT PA3BUTHE HA yCIOXKHEHHUS,
CBBP3aHU C TPUIIA, HAIIP. XOpa B CTapyecka Bb3paCT U NMALMEHTH ¢ XPOHUYHO ChPJEYHO WU
pecnmparopHo 3abonsaBane). [To npuHImm, npogurbT Ha 6€30MaCHOCT MPU “PUCKOBUTE’ MALMEHTH €
Ka4eCTBEHO M0100€H Ha TO3H NP MHAYE 3ApaBU Bb3PACTHU/IOHOILIH.

HMyHOKOM}’ZPOMemup(ZHu nayuermu

JleueHHeTO Ha TPHIT IPU UMYHOKOMITPOMETHUPAHH NAIMEHTH € OLICHEHO B JIBE MPOYYBAHHS C
NoJTydaBaHe Ha CTaHJapTHA J03a WM BUCOKOI030Ba cxeMa ([BoiHa min TpoiiHa no3a) Tamiflu (Bx.
touka 5.1). [lpodurbt Ha 6e30omacuoct Ha Tamiflu, HabmromaBan B Te3u mpoydYBaHUsI, ChOTBETCTBA Ha
npodwuiia, HaOMIOAaBaH B MPEIUIITHN KIMHAYHU U3MUTBaHUs, B kKouto Tamiflu e mpuiaran 3a nevenue
Ha TPHII [IPU UMYHO-HEKOMIIPOMETHPAHU MAIMEHTH BbB BCHYKK Bb3PacTOBH IPyNH (HHAYE 3ApaBU
MAIUCHTH WU MALUEHTH ,,B PUCK [T.€. JIHIa ¢ peCIupaTOpHH U/ WIIH ChbPCYHHU CHIIBTCTBALIN
3abossBanusi]). Haii-uecrara HexenaHa peakius, ChoOIaBaHa Mpu UIMyHOKOMIIPOMETHPAHH JIella, €
nospbiLane (28%).

[pu enno 12-ceqmuyHo npoyuBaHe 3a npodunakTuka npu 475 UMyHOKOMIPOMETHPAHH MALlUEHTH,
BKJIIOUUTENTHO 18 ema Ha Bb3pacT oT 1 10 12 roguHu u no-rojieMu, IpopuiIbT Ha 0€30MacHOCT MPU
238-Te manmeHTH, KOUTO ca IMOTyYaBalli 03eNTaMUBUDP CHOTBETCTBA Ha TO3H, HAOIIOAaBaH PeaIn TOBA
npH KIMHAYHKUTE npoyuBanus Ha Tamiflu 3a npodnakruka.

leya cve cougecmsysawa OpoHxUaIHa acmma
o npuHIMIT, TPOGUIBT Ha HEKETAHUTE PEAKIIUHU TIPHU JCLa ChC ChIIECTBYBalla OpOHXHUAIHA acTMa €
KaueCTBEHO MO/I00SH Ha TO3M MPH WHAYE 3[IPABUTE JEIIa.

Cpo011aBage Ha OJ03UPAHU HEXKEJIaHU PEAKIIHH

Cro011aBaHeTo Ha MM0I03UPaHH HEXKEJIAHU PEAKIIUU clie]] pa3peliaBaHe 3a ynorpebda Ha JIeKapCTBEHHUSI
MPOAYKT € BakHO. ToBa 1Mo3BoJIsiBa Ja MPOABIKA HAOII0IEHUETO Ha ChOTHOIIEHHETO MOJI3a/PUCK 32
JIeKapCTBEHUS POAYKT. OT MEAUIIMHCKUTE CIIEUAIMCTH CE U3KUCKBA J]a ChOOIaBaT BCSKA
MOJI03MpaHa HeXKellaHa peakilis Ype3 HallMOHAIHA CUCTeMa 32 ChOOIIaBaHe, MOCOYeHa B
IIpunoxenue V.

49 Ilpeno3upane
[Tosyuenu ca choOIICHUS 3a ipeno3upane ¢ Tamiflu ot KTMHUYHY U3NUTBAHUS U

MOCTMAPKETHHTOBHUS OMHUT. [Ipy MOBEYETO OT CITyUanTe Ha MPE03UPaHe He ca ChOOIICHU HEXEIaHN
CHONUTHS.
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Hexenanute ChOUTHsI, CHOOIICHH CIIE]T MPEI03UPaAHE, Ca MOJ00HH M0 XapaKTep U Pa3npoCTpaHEeHHE
Ha Te3u, HaOIoMaBany pu TepaneBTiunu g1o3u Tamiflu, omucanu B Touka 4.8 Hexxenanu
JICKapCTBEHHU PEaKIIUH.

He e u3BecTeH criermudeH aHTHIOT.

[eauarpudna momynaus

I[To-4yecto ce chOOMIABAT CITyYan Ha MPEIO3UpaHe MPH Jela, OTKOIKOTO TP BH3PACTHH M FOHOIIIH.
[Tpurotsinero Ha Tamiflu mepopanna cycnencus TpsOBa ia cTaBa BHUMATEIHO, KAKTO
npuioxenneto Ha Tamiflu mpu gena.

5.  ®APMAKOJIOTMYHU CBOVICTBA
5.1 dapmakogUHAMHYHH CBOHCTBA

®dapMakoTepaneBTUIHA TPyIa; AHTUBUPYCHU CPECTBA 3a CHCTEMHO MPUIOKEHNE, HHXHOUTOPH Ha
neBpamunugazata ATC kom: JOSAHO2

OzentamuBup Gocdat e npeaIekapcTBO Ha aKTUBHUS METa0O0IUT (03€ITaMUBUP KapOOKCHIIaT).
AKTUBHUST METa0OJIUT € CEJICKTUBEH MHXHUOUTOP HA HEBPaMHUHUJA3HUTE CH3UMH Ha BUPYCa Ha TPHIIA,
KOUTO TPECTABIISBAT TITFOKOIPOTSHHH, HAMHUPAIIH CE Ha TIOBBPXHOCTTA HA BUPYyca. AKTUBHOCTTA Ha
BHUPYCHHSI HEBPAMHUHU/IA3¢H CH3KUM € Ba)KHA KAKTO 32 HABJIM3aHETO HAa BUPYCa B HEMH(PEKTUPAHUTE
KJICTKH, TaKa U 32 OCBOO0XKIABAHETO Ha CKOPO 00pa3yBaHUTE BUPYCHH YACTHIIM OT 3apa3CHUTE KIIECTKU
¥ 32 M0-HATaTBIIHOTO Pa3NpOCTPaHEHHE Ha BUpyCHATa MH(EKIIMS B OpraHu3Ma.

OsenTaMuBHp KapOOKCHIAT HHXUOMPA IN Vitr0 HeBpaMUHKJa3UTe HA TPUITHUTE BUPYCH TUll A u B.
OsenramuBup hochat HHXHOMpPa HHOEKTUPAHETO U PEIUIMKAIMATA HA TPUITHUS BUPYC IN Vitro.
O3enTaMuBHp, MPUIOKEH MEPOPATHO, HHXUOUPA IN VIVO peruTMKalusITa U MTaTOTEeHHOCTTa Ha
TPUITHHATE BUPYCH TUI A 1 B ipy ®UBOTHHCKHY MOJIENN Ha TPHUITHA WH(EKIMSI IPY aHTUBUPYCHA
€KCIO3UIIMs, TOJ00HA Ha Ta3H, MOCTUrHATa IPY YOBEKa ChC 75 mg Ba IIBTH JHEBHO.

AHTHBHpYCHaTa aKTUBHOCT Ha O3€JITaMUBHP KbM I'PUITHUTE BUpYCcH THII A 1 B e Onia moakpeneHa ot
eKCIEpPUMEHTAITHY MTPOBOKAIIMOHHH MTPOYYBAHUSI IPH 3/IPaBU JTOOPOBOJIIIH.

Croitrnoctute Ha IC50 Ha HEBpaMUHHUTA3HUS €H3UM 32 03€JITAMUBUP MPHU KIUHUYHO H30JIUPaH TPUTICH
Bupyc Tul A ca Bapupanu ot 0,1 nM o 1,3 nM, a 3a rpunen Bupyc tun B ca 6unu 2,6 nM. Ilo-
BrcokH croitHocTr Ha IC50 3a rpunen Bupyc tun B no meanana ot 8,5 nM ca 6unu HabI0AaBaH
py Iy OJIMKYBaHU MPOYYBaHHSL.

KnHu4yHY npoy4uBaHus

Jleuenue na spunna ungexyus

ToBa nmokasaHue ce 0CHOBaBa Ha KIIMHUYHY IIPOYYBAHMS IIPU €CTECTBEHO BB3HUKHAJI TPUIL, TIPU KOWTO
npeoOnagaBaniara nH(eKuUs e rpureH Bupyc tui A. O3entaMuBup € eeKTUBEH camMo Cpeliy
3a00JIsIBaHNs1, IPUYMHEHH OT rpurneH Bupyc. [lopaau ToBa ca nmpencTaBeHN CTaTUCTHUECKN aHATTU3H
caMo 3a JIMIIA, 3apa3eHHu ¢ rpull. B cOopHaTta mormynarys Ha Ipoy4YBaHETO 3a JIEYEHHE, KOSITO €
BKJIIOYBAJIA ¥ TPUI-TIONIOKUTETHU 1 oTpruaTenuu uaansuau (ITT), nepBuunara egukacHocT € Oumna
HOHM>KEeHA MPOTIOPIIMOHATHO Ha Oposi Ha IPHUIT-OTpULIATEIHUTE JHuna. B obmara momysnanus, Ha KOSTO
€ TIPIJIOKEHO JieueHHe, rpunHara nHeKuus e ouna notespAeHa npu 67% (c rpanuim 46% no 74%)
oT HabpaHuTe nanyeHTu. 64% ot MuIara B crapuecka Bh3pacT U 62% OT Te3u ¢ XPOHUYHO CHPJICYHO
W/WIN pecCIMpaTopHO 3a00JIs1BaHe ca OMIIM rpUn-mojokuTentu. [Ipu Bcuuku npoyuBanus dasza Il ¢
11eJ1 JICYeHUEe MallMeHTUTe ca OMaM HaOMpaHU caMo Ipe3 HepHo/ia, KoraTto TpUI'bT € IUPKYIUpall cpelt
MECTHOTO HaceleHHE.
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Bw3pacmuu u ionowm na 13-200uwina sv3pacm u no-zonemu: Ilanmenture ca Ouiay n306upanu 3a
ydacTHe, ako ca cho01aBaiy 0 36 yaca ciej mosiBata Ha CHMITOMUTE, aKO €A UMAJI BUCOKA
temneparypa > 37,8 °C, npuipykeHa Haif-Mallko OT €MH PEeCIIUPATOPEH CUMIITOM (KallLIUIIA,
Ha3aJJHU CUMIITOMH WK OOJIKM B I'BPJIOTO) U HAl-MaJIKO €IMH CUCTEMEH CUMITOM (MUAJTHs, CTyACHN
TPBIKH/U3NOTSABAaHE, HEPA3MOI0KEHNE, yMOpa WM ri1aBodoiue). B cOopeH aHanu3 Ha pe3ynTaTtute ot
BCHUYKH TPUIT-TIOJIOKUTETHU Bb3pacTHH U FoHOIM (N = 2 413), BKIFOYSHH B IPOYUYBAHUSATA 32
JieYeHue, 03eTaMUBHP 75 mg /1Ba IIBTH THEBHO B NIPOIBKEHNE HA 5 THU € HaMallMJI MEIMaHaTa Ha
MPOABIKUTEITHOCTTA HA TPUITHOTO 3a00JIsBaHe MPUOTU3UTEITHO ¢ eIWH JeH, oT 5,2 nau (95%
JoBepuTeseH uurepsai 4,9 — 5,5 mau) B rpynara c miane6o 10 4,2 auu (95% noepureneH HHTEpBal
4,0 - 4,4 num; p <0,0001).

[IporeHTHT Ha JIUIIaTa, KOUTO ca Pa3BUJIM ONPEACICHN YCIOKHEHNS OT CTpaHa Ha JOJHUTE AUXATEITHU
nbTUIA (IPEJUMHO OPOHXHT), IEKYBAaHH C aHTUOMOTUIHM, € OrJ1 HamaieH ot 12,7% (135/1 063) B
rpynara c miane6o Ha 8,6% (116/1 350) npu nmomynarmsTa, JekyBana ¢ ozenramusup (p = 0,0012).

Jleuenue na epun npu nonyrayuu ¢ eucoxk puck: Meauanarta Ha IPOIBIKATEITHOCTTA Ha 3a00JIIBAHETO
OT TPHII MPH JIKIIA B CTApUYECcKa Bb3pacT (= 65 TOAMHU) U MIPH JIUIIA C XPOHUYHO CHPACYHO U/WITH
pecrpaTopHoO 3a00JIsIBaHe, OTyYaBaIy 03eITaMUBUD 75 Mg JBa ITBTH AHEBHO B POJIBIDKEHUE HA 5
JTHY, He e Ouita 3HaunMo HaMaseHa. O0Iara npobKUTeTHOCT Ha (pedpunuTera e Ouia HamaleHa ¢
€/IMH JICH B TPYNIHUTE, JIGKYBaHH C 03eNTaMUBHD. [IpH TPHUIT-TIOJI0KUTEITHATE JIUIIA B CTApUECKa Bb3pacT
03eNITAMHUBUP 3HAYMMO € HAMAJIUIT YeCTOTara Ha OTpe/IelICHH YCIIOXHEHUS OT CTpaHa Ha JIOJIHUTE
JIMXaTeTHH MHTUIA (TPEIUMHO OPOHXUT), JIEKyBaHU ¢ aHTHOMOTHIH, OT 19% (52/268) B rpymara ¢
ane6o Ha 12% (29/250) npu nomynanusra, JexyBasa ¢ o3entamusup (p = 0,0156).

[Ipu rpUn-NIOJ0KUTEIHH MAITUEHTH ¢ XPOHUYHO CHPACYHO U/UIIH PECTIMPAaTOPHO 3a00JIsBaHe,
KOMOMHHpaHaTa 4ecToTa Ha YCIOXKHEHHS OT CTpaHa Ha JIOJHUTE IUXaTeIHHU MbTUIIA (TIPeIMMHO
OpOHXMT), JIEKyBaHU C aHTHOMOTHULH, € 6mna 17% (22/133) B rpynarta ¢ miaueto u 14% (16/118) npu
nomyJiaiusra, iekyBana ¢ ozenramuup (p = 0,5976).

Jleuenue na epun npu d6pemennu dicenu: He ca mpoBeXXIaHN KOHTPOJIMPAHH KIIMHUYHU TPOYYBAHUS 32
yrorpedaTa Ha 03eITAMUBUP TP OpEMEHHU JKEeHH, BBIIPEKH Ue UMa J0Ka3aTesIcTBa OT
MMOCTMAPKETUHTOBY U PETPOCIIEKTUBHHU 00CEpBAI[MOHHHN POYYBaHU S, KOUTO TIOKAa3BaT 110133 OT
HacTosIIaTa cXxeMa Ha JI03UpaHe MPH Ta3u MalMeHTCKa MOIyIalis, B YCIOBHITA HA HACKA
MOPOUIHOCT/CMBPTHOCT. Pesynratute oT (hapMaKOKHHETHYHHUTE aHAJM3HU TI0Ka3BaT HUCKA
€KCITO3UIIUS Ha aKTUBHU METa00JIUTH, BBIIPEKH Y€ HE CE MPeropbuBa KOPUTHPAHE Ha J103aTa IPU
OpeMeHHM JKEeHH TIPH JISYCHNETO WK Mpo(UITaKTHKaTa Ha Tpura (Bx. Touka 5.2, dapMaKOKHHETHKA,
CreuyanHy NOITyJIalum).

Jleuenue na epun npu deya: B KMTMHUYHO U3MIUTBaHE NP WHAYeE 3apaBu Aeua (65% rpur-
MIOJIOXKUTENHH ) Ha Bh3pacT oT 1 1o 12 roxunm (cpeiHa Bb3pacT 5,3 TOAMHH), KOUTO ca MIMald BUCOKA
temreparypa (= 37,8 °C) mwitoc Kalumia Wik puHuT, 67% OT IpUI-NI0JI0KUTETHUTE TAI[UEHTH ca
0w 3apaseHu ¢ rpuneH Bupyc tin A u 33% c rpunen Bupyc tun B. JleueHueTo ¢ o3entamMuBup,
3amoyHalo A0 48 yaca OT mosiBara Ha CUMIITOMHUTE, 3HAYUMO € HAMAIHJIO BPEMETO 3a 03/IpaBsiBaHe
(ompeneneHo KaTo eJHOBPEMEHHO BB3BPBIIAHE KbM HOPMATHOTO 3PABOCIOBHO CHCTOSIHUE U
aKTHBHOCT U CIIaJlaHe Ha BUCOKaTa TeMIleparypa, o0JeK4aBaHe Ha KalUIMIaTta u puHuTa) ¢ 1,5 tHu
(95% nosepurenen untepsai 0,6 — 2,2 qau; p < 0,0001) B cpaBHeHue ¢ muane6o. O3eaTaMuBHp €
HaMaJIWJI 4e€CTOTaTa Ha OCTBP OTUT HA CPEHOTO yXO0 OoT 26,5% (53/200) B rpynara ¢ miane6o 10 16%
(29/183) npu neuara, nekyBanu ¢ o3entamusup (p = 0,013).

BTopo npoyuBane e 6mito 3aBbpiieHo mpu 334 mena ¢ acTMa Ha Bh3pacT ot 6 710 12 roMHu, OT KOUTO
53,6% ca Ouin rpun-MONOKUTENHN. B rpymnara, nexyBaHa ¢ 03el1TaMUBHp, MeaHaTa Ha
MPOABKUTEITHOCTTA Ha 3a00JIsIBAHETO HE € Onila HamalieHa 3HauuMo. J1o aeH 6 (IIOCISIHUAT IEH OT
neuennero) FEV:1 ce e mosummin ¢ 10,8% B rpynara, 1exkyBaHa ¢ 03e1TaMUBHp, B cpaBHEHHE C 4,7%
oT Ta3u nomyJanus ¢ mwiaebo (p = 0,0148).

a7



EBporeiickara AreHIus 1o JieKapcTBara oTjiara 3abDKCHHETO 3a MPEI0CTaBsIHE Ha PE3yJITATUTE OT
npoyuBanusaTa ¢ Tamiflu B eqHa win noBeye NoArpyIy Ha MeIUaTpPUYHATA MOIYJIAIKS IPU TPHUIL.
Bkre Touka 4.2 3a nHGOPMAIUSA OTHOCHO yHOTpeOa B MeHATPUSITA.

[TokazaHueTO MpU KbpMaveTa Ha BB3pacT 1oj] | rofiMHa ce OCHOBaBa Ha SKCTPAIOJIAIMS Ha TAHHUTE
3a e()UKACHOCT TPH MO-TOJIEMH JIeIa, a MPEOPBUYUTEITHATA TOBUPOBKA CE OCHOBABA HA JJAHHH OT
(hapMaKOKHHETHYHO MojearpaHe (BK. Touka 5.2).

Jleyenue na ungexyus ¢ epunen supyc mun B: O61mo, 15% oT rpun-noioxurenHarta moIyJamnus e
6wna nHdexTUpaHa ¢ rpureH Bupyc TuI B, karo npoueHTsT € 6ui B rpanuim ot 1 10 33% npu
OTIETHUTE NpOyUBaHMsl. MeauaHaTa Ha MPOABIKUTEIHOCTTA Ha 3a00Js1BAaHETO NPH JIUIA, 3aPa3eHU C
rpulleH Bupyc TiI B, He ce e paznuyaBana 3HaUMMO MEXy pa3IMuHUTE IPYIU Ha JCUEHHUE B
otaenHure npoyusanus. Jlanaurte ot 504 nuua, 3apaseHu ¢ rpuneH Bupyc tin B, ca ounm cs0panu ot
BCHYKH IIPOYYBaHMA 3a aHATK3. O3enTaMUBUp € HAMAJIUI BPEMETO /10 00JieKJYaBaHe Ha BCHUKU
cumnromu ¢ 0,7 mau (95% nosepurenen unrepsai 0,1 — 1,6 agau; p = 0,022) 1 IpoaBIKUTETHOCTTA
Ha (peOpmutera (> 37,8°C), kanutumara u puHuta ¢ enus jaeH (95% noseputenen uarepsai 0,4 —

1,7 nau; p < 0,001) B cpaBHEeHHME ¢ TU1aNEe00.

Jleuenue na epun npu umynoxkomnpomemupanyu nayuenmu: EXHO_paHIOMU3APAHO, TBOWHOCISIIO
NpOy4YBaHe 32 OLIEHKA Ha OE30IMacHOCTTa M OXapaKTepu3hpaHe Ha eheKTHTe Ha 03eTAMUBHp BBPXY
Pa3BUTHETO Ha PE3UCTCHTEH TPUIICH BUPYC (IIBPBUYCH aHATK3) TIPU 3apa3eHU C TPHIT
UMYHOKOMITPOMETHPAHU NalMeHTH BKII0YBa 151 Bb3pacTHH NaryeHTH, 7 I0HOIM | 9 Jena,
HO/IXO/ISIIIM 32 OLICHKA Ha e(PUKACHOCTTA Ha 03eITaMUBHp (BTOPUUCH aHAIH3, O3 J0CTaTh4uHA
CTaTHCTHYECKa MOIIHOCT). [Ipoy4YBaHEeTO BKIFOYBA MAMCHTH C TPAHCIUIAHTAIMS HA COJTUIHA OPTaH!
[SOT], maumentu ¢ TpaHCIUTIaHTAIMSI HA XeMaTOMOSTHYHU cTBOJIOBH KiteTku [HSCT], monoskurenHu
3a HIV nmanuentu ¢ 6poit na CD4+ knerku <500 kmeTkr/mm3, manueHTH Ha CHCTEMHA
UMYHOCYTIPECUBHA TE€PATHsI i TAKHBA C XEMATOJIOTUYHH 3TOKAaYeCTBEHH 3a00sIBaHUs1. Te3u maueHTr
ca paHJOMHU3UPAaHU 3a JIeUCHUE B paMKUTe Ha 96 yaca OT mosiBaTta Ha CHMIITOMHUTE 3a Tieprof ot 10
nuu. TeparneBTUYHHUTE CXEMH ca: CTaHIapTHA 103a (75 My Wik KopUrupaHa CpsiMo TEJIECHOTO TEIJI0
IpH Jela) JBa mbTH JHEeBHO (73 BB3pacTHH NAlMEHTH, 4 FOHOIIU U 4 1ela) ui JBoiHa no3a (150 mg
WM KOPUTUPaAHA CIIPSIMO TEIECHOTO TETJIO MPH Jielia) JBa MTH THEBHO (78 Bb3pacTHU MalMeHTH, 3
IOHOILM | 5 [Ie11a) 03eNTaMUBHD.

Menuanara Ha BpeMeTo 3a oT3By4aBaHe Ha cummtomute (TTRS) mpu Bb3pacTHU U OHOIIH € MOI00HA
B Ipymnara c¢bce cranaaptHara n1o3a (103,4 yaca [95% nosepurenen unrepsain 75,4-122,7]) u rpynata ¢
nBoitHa no3a (107,2 yaca [95% mosepurenen unrepsain 63,9-140,0]). TTRS mpu nera Moske 1a Bapupa
Y MHTEPIIPETAUATA € OTpaHWIeHa OT MAJIKHS pa3Mep Ha U3BaakaTa. [IpoleHThT NalueHT! ¢
BTOpUYHU MH(EKIIMK B rpyrara chCc CTaHIApTHA 1032 U B TPyIaTa ¢ JABOiHA 103a € cpaBHuM (8,2%
crpsimMo 5,1%). Ipu fenia v FOHOIIIH, CaMO €/IMH MalMeHT (FOHOIIIA) B TpyIaTa ChC CTaHIapTHa /1032 €
pasBui BropuuHa HHEKIus (OakTepraicH CHHY3HT).

[TpoBeneHo e nmpoy4yBaHe OTHOCHO (papMaKOKWHETHKATA U (hapMaKoJMHAMHUKATA TIPH TEKKO
uMyHOKoMIpomerupanu jena (< 12 roxunu, n=30), kouto monyvasar cranaapTra (75 mg wim
KOpHUI'HpaHa CIpsMO TEIJIOTO JBa II'BTH AHEBHO) CPELLy TpoiHa 103a (225 MY Uiu KOpUrupana
CIIPSIMO TETJIOTO JBa ITTH JTHEBHO) O3C/TAMHUBHP 3a aIallTUBSH ITEPHO/ Ha puiaraHie ot 5 10 20 qHu
B 3aBUCHMOCT OT NPOIBDKUTETHOCTTA Ha OTACIISIHE Ha BUpYyca (MeJUaHa Ha IPOIBIKUTEIHOCTTa Ha
nedenue: 9 qau). HUTO equH MalMeHT B CTaHAapTHATA IpyIia M 2 MalueHTH B I'pyrarta ¢ TPOiHa 1032
chOOIIABAT 32 BTOpMYHA OakTepuanHa nHpeKus (OpOHXUT U CUHY3UT).

Ipogpunaxmuxa na epun

EduxkacHocTTa Ha 03enTaMUBHUp 32 PO(UIAKTHKA Ha €CTECTBEHO Bh3HUKHAIIO TPUITHO 3a00JIsBaHE €
JIOKa3aHa B MPOYYBAHE 3a MOCTEKCITO3UIMOHHA MPO(QHIAKTHKA B JOMAKHHCTBATA U JBE ITPOYUYBAHHUS C
1eN ce30HHa npodunakTuka. [TbpBrYHaTa KpaiiHa TOuKa 32 e(PUKACHOCT TIPU BCHUKH TE3U
pOyYBaHus € OrjIa yecToTaTa Ha 1ab0paTopHO MOTBBPACHH CITyYau Ha TPHIl. BupyseHTHOCTTA Ha
TpUITHATA CMTUACMUS HE € MPEABUINMA U Bapyrpa B PAMKUTE Ha 00JacTTa U OT CE30H Ha CE30H, TIOPAIH
TOBa OpOSAT JIMIIA, KOUTO € HeoOxoaumo na ce jiekyBar (BHJI), 3a n1a ce nmpenoTBpaTH enuH ciydai Ha
TPUITHO 3a00JIsBaHe, € Pa3IuyicH.
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Ilocmexcnosuyuonna npogurakmuxa: B mpoydBaHe IpH J1Iia B KOHTAKT C U30JIMPaH CIIydai Ha TpUIl
(12,6% BakcuHMpaHU CpeILy TPHUIT), TPUIOKESHUETO HA 03eITaMUBHD 75 Mg BEAHBK THEBHO €
3aroy4HalIo J0 2 AHU OT MOsIBaTa HA CUMIITOMHUTE IPH 3apa3eHUs C IPUII U € MPOABIDKHIIIO CEIEM THH.
I'pun e 6w notBbpaeH npu 163 ot 377 oraennaun ciydas. O3eNTaMUBHP 3HAYUTEITHO € TIOHMIKHIT
YyecToTaTa Ha KIIMHUYHO MPOSIBEHO TPHUITHO 3a00J1sIBaHe, Bb3HUKHAIO IPU KOHTAKTHUTE JIMLA, IPU
KOUTO € IOTBBpJICHO 3abo0msBaneTo, oT 24/200 (12%) B rpymara ¢ mianedo Ha 2/205 (1%) B rpynara ¢
o3entamuBup (92% namanenue [95% nosepurenen untepsan 6 — 16; p < 0,0001]). bposit nuna, kouto
e owio Heobxomumo ja ce iekysar (bHJI) B KoHTakT ¢ uCTUHCKHM ciayvau Ha rpurt, € omt 10 (95%
JoBeputesieH naTepBan 9 — 12) u e 6mn 16 (95% noseputenen uarepBai 15 — 19) B nsmara
nomynauus (ITT), He3aBUCHMO OT CHCTOSIHUETO HA MH(EKIUATA B OTACIHUS CITyvai.

EduxacHocTTa Ha 03e1TaMUBHUp 32 IPEJAOTBPATIBAHE HA €CTECTBEHO BH3HUKHAIIO TPUITHO 3a00JIsBaHe
€ JIoKa3aHa B MPOYYBaHe 32 TIOCTEKCIIO3UIIMOHHA PO(UITaKTHKA B TOMAaKWHCTBATa, KOETO €
BKJIFOYBAJIO BB3PACTHH, FOHOIIN H JIela Ha BB3pacT oT | 10 12 rouHu, KakTo KaTo OTISITHH CIIydau,
TaKa M KaTo KOHTAKTHH B ceMelcTBOTO. [lokazaremnsr 3a mppBUYHA €(PUKACHOCT B TOBA IIPOYYBAHE €
YyecToTara Ha J1a00opaTopHO-TIOTBEPICH KIMHIUYHO MPOSIBEH IPUIl B JoMakuHCTBaTa. [Ipodunakrukara
Cc o3enTaMuBHp € npoaskmia 10 gau. B oOmaTa nomynamys e mMaio MOHMKeHHE B 4eCTOTaTa Ha
n1abopaTOpHO-TIOTBBP/ICH KIMHUYHO TIPOSIBEH TPHIl B ToMakuHcTBata oT 20% (27/136) B rpynara,
KOSITO HE € noiyyaBaia npodunaktuka, Ha 7% (10/135) B rpynara, xoaTo e nony4yaBana
npoduiakTrka (Hamanenue ¢ 62,7% [95% nosepurenen unrepsan 26,0 - 81,2; p = 0,0042]). B
JIOMaKHHCTBAaTa, KBJIETO € UMAJIO OT/JEIHHU CIy4au Ha MH()EKTHPAHU C TPHUII, € HAOII01aBaHO
MOHWKEHHUE Ha YecToTaTa Ha 3a00eBaeMoCT OT rpull oT 26% (23/89) B rpymnaTta, KoATo HE €
nony4aBaia npodunaktuka, Ha 11% (9/84) B rpynara, nomyudaBana npoduinakTuka (HaMajJeHHe C
58,5% [95% nosepurernen untepsai 15,6 — 79,6; p = 0,0114]).

Crnopen noArpynoB aHajiu3 MpHU Aela Ha Bb3pacT oT 1 10 12 ronuHu, yecToTara Ha JIabopaTOpHO-
MOTBBPACH KJIIMHUYHO ITPOSBEH TPHII CPEI JellaTa € HaMalleHa 3HauuTe)HO oT 19% (21/111) B
rpymara, KOsiTo He € Iojy4asaja npodunaktuka, Ha 7% (7/104) B rpynaTa, noxydaBaia
npodunaktuka (64,4% namanenue [95% noeeputenen uateprai 15,8 — 85,0; p = 0,0188]). IIpu
Jierara, KOUTO B HAYaJIOTO Ha U3MMTBAHETO OILE HE OTACNST BUPYca, YeCToTaTa Ha 1adopaTopHO-
MOTBBPJCH KIMHUYHO MPOsIBeH rpul € Hamasuia ot 21% (15/70) B rpynara, KosTO He mofyyaBaia
npodunakTrka, Ha 4% (2/47) B rpynata, nojydasaia npodurakruka (80,1% Hamanenue [95%
noseputeneH natepsai 22,0 — 94,9; p = 0,0206]). BHJI 3a nsmata nenuatpuyusa nomynamms € 9 (95%
JoBeputeseH uuTepBan 7 — 24) u 8 (95% moBeputeneH uHTEpBal 6, rOpHATA TPaHUIIA HE € U3MEpEHa)
3a usnata nomyaanus (ITT) u cboTBeTHO NpH AenaTa, KOHTAKTHU C OTACTHA HHPEKTUPAaHHU CIyvan
(ITTh).

Ipodunaxmuka na epun cied excno3uyus npu Kvpmavema nod 1-2oouwina 6vb3pacm no epeme Ha
nandemus: [Ipodunakrikara mo BpemMe Ha MaHAeMUs Ha TPUIl HE € IPOyYBaHa B KOHTPOJIUPAHH
KJIMHAYHY U3MUTBAHUS NP Jelia Ha Bb3pact oT 0-12 mecena. Brkre Touka 5.2 32 moapoOHOCTH
OTHOCHO CHUMYJIAIHSTA Ha EKCTIO3UITHSL.

IIpodhunaxmuxa no epeme na epunua enudemus 8 obwecmsonio: B cbopeH aHamu3 Ha JiBe IpYTH
MPOYYBAHMs, MPOBEACHH MTPU HEBAKCUHUPAHH, HHAYEC 3/[PABU BH3PACTHH, 03CITAMUBHUD 75 Mg BEIHBIK
JTHEBHO, TIpMJIaraH B MPObKEHUE Ha 6 ceIMUIM, 3HAUMMO HaMaJlsiBa 4YeCTOTaTa Ha KITMHUYHO
MPOSBEHOTO TPUITHO 3a0omsBaHe oT 25/519 (4,8%) B rpynara ¢ miane6o Ha 6/520 (1,2%) B rpymara ¢
o3entamuBup (76% namanenue [95% nosepurenen unrepsain 1,6 —5,7; p = 0,0006]) mo Bpeme Ha
rpunHa enuaemus B oomiectsotro. bHJI npu ToBa mpoyuBane e 28 (95% moepurenen uateppai 24 —
50).

[Tpu npoy4BaHe Ha XOpa B cTapuecka Bh3pacT B JIOMOBE 3a BB3PACTHU X0pa, KbjeTo 80% ca Ounn
BAaKCHHHUPAHHU TPE3 CE30Ha Ha MPOYUYBAHETO, O3CATAMUBHP 75 mg BEHBK THEBHO, IPUJIaraH B
MPOABIDKCHUE Ha 6 CEIMUIIN, 3HAYMMO HaMaJlsiBa YeCTOTaTa Ha KIMHIUYHO TPOSIBEHOTO TPUITHO
3abonsBane ot 12/272 (4,4%) B rpynara ¢ mane6o Ha 1/276 (0,4%) B rpynara c o3entamMuBup (92%
Hamanenue [95% nosepurenen uaTepBan 1,5 — 6,6; p = 0,0015]). BHJI npu ToBa mpoyuBane e 25
(95% noseputernen unteppai 23 — 62).
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lIpounakmuka na epun npu umyHokomnpomemupanu nayuermu: IIpoBeeHoO € TBOHHO-CIIANO,
1ane6o KOHTPOIMPaHO, PAaHIOMU3UPAHO U3MHUTBAHE 3a CE30HHA NMPOQHIAKTIKA Ha TPHII IPH

475 umyHOKOMITpOMeTHpaH! narreHTH (388 maimenTy ¢ TpaHCIUTAHTALKUS Ha COJHIICH OpraH

[195 mnane6o; 193 o3entamuBup], 87 MalMeHTH ¢ TPAHCIUIAHTAIIMS HA XEMOIIOCTUYHHU CTBOJIOBH
KieTkd [43 mane6o; 44 o3enTaMuBHp |, HAMa TALUESHTH C IPYT'H UMYHOCYTIPECUBHU ChCTOSHHUS),
BKIrOunTeNnHO 18 mena Ha Bb3pacT oT 1 10 12 ronunu. [IspBryHaTa KpaiiHa TOUKa IPU TOBA KITMHUYHO
M3IHUTBAHE € YeCTOTaTa Ha JJAO0PaTOPHO MOTBBP/ICH KIMHIUYHO MPOSIBEH TPUII, ONPEICIICH Ype3
KyJITUBHUpAHE HA BUPYCH W/WITK YeTHPUKpaTHO noBuiieHre Ha HAl anturenara. YecroTara Ha
J1a00paTOPHO MOTBBP/ICH KITMHUYHO TposiBeH rpun ¢ 2,9% (7/238) B rpynara c miare6o u 2,1%
(5/237) B rpynara ¢ o3enramusup (95% JIU -2,3% — 4,1%; p = 0,772).

He ca ITPOBEKTaHN CHCLII/I(I)I/ILIHI/I Ipoy4YBaHUs 3a OCHKA HAa HAMAJICHUETO Ha PUCKA OT YCJIOKHCHU .

Pe3ucmenmnocm Kvm 03enmamueup

Knunuunu npoyusanus: PUCKBT OT 10sIBa HAa TPUITHU BUPYCH C HAMaJICHA YyBCTBUTEITHOCT HIIH
U35IBEHA PE3MCTEHTHOCT KbM 03€JITAMUBHUP € M3CIIE/IBaH 110 BpeMe Ha crioHcopupanu ot Roche
KJIMHUYHA M3MUTBaHUS. Pa3sBUTHETO Ha BUPYC, PE3UCTEHTEH KbM 03€ITaMUBHP, 10 BpeMe Ha
JICYCHHUETO € M0-YeCTO MPH Jella OTKOJIKOTO IIPH Bb3PACTHH, KaTo TOBa Bapupa ot noj 1% npu
BB3pactHuTe 10 18% mnpu kppmaderara Ha Bb3pacT noj 1 ronuna. Jlenara, npu KOUTO € yCTaHOBEHO,
Yye ca HOCHTENIN Ha BUPYC, PE3UCTEHTEH KbM 03eJITAMUBHP, IO IPUHIIMI OTJEIAT BUpYycCa HO-
IPOJBDKUTEITHO BpEME B CPAaBHEHHE C JIMIATA C YyBCTBHUTENICH BUPYC. Pe3ucTeHTHOCTTa KbM
03eITaMMBHD, Bb3HHUKBAIIIA T10 BpEME Ha JIedeHue, 00aue He MOBIHUABAa OTTOBOPA KbM JICUEHHETO U HE
NpeM3BUKBA yIbKaBaHE HA CUMIITOMHTE Ha TPHIIA.

Karo 115710 1mo-BrUCOKa 4eCTOTa Ha PE3UCTEHTHOCT KbM O3€ITAMHUBHP € HAOIIOIaBaHa MpH Bh3PacTHU U
FOHOIIIM UMYHOKOMIIPOMETHPAHH TTAIlHEHTH, JICKYBaH! ChC CTaHIAPTHA 1032 HIIH C BOMHA 1034
o3enTamuBHp B npoabkerne Ha 10 gau [14,5% (10/69) B rpynara cbe crangapTHa 103a u 2,7%
(2/74) B rpynara ¢ aBO¥iHa 703a], B CPABHEHHE C JaHHU OT IPOYYBAHHUS C JIEKYBaHH C 03EITAMHUBUP
WHAYE 37paBU FOHOIIM U BH3PACTHHU MallUeHTH. [10-rojsMara 4act OT Bh3PaCTHUTE MAIUCHTH, KOUTO
pasBMBAT PE3UCTEHTHOCT, Ca PEIMITHEHTH Ha TpaHciuianTar (8/10 maipeHTH B rpymara che
CTaH/apTHA J03a U 2/2 malMeHTy B IpyIara ¢ JIBoiHa 103a). [oBe4eTo OT MAMeHTHTE C PE3UCTEHTEH
Ha 03eJITAMHUBHP BUPYC ca HH(PEKTUPAHHU C TPHIT TUITA U UMAT PO IBKATEHO OT/IEISIHE Ha BUpPYyCa.

YecroraTta Ha pe3UCTEHTHOCT KbM O3€ITaMUBHP, HaOII0aBaHa MPH UMYHOKOMIIPOMETHPAHHU Jiena (<
12-roauiHa BB3pact), aekyBanu ¢ Tamiflu B 1Be mpoy4BaHus 1 OLleHEHHU 3a Pe3UCTEHTHOCT, ¢ 20,7%
(6/29). Ot mecTTe IMyHOKOMIIPOMETHUPAHHU JIETla C PE3UCTEHTHOCT KbM 03¢ TAMUBHP, Bb3HUKHAIIA 10
BpeMe Ha JICYEHHETO, 3 MAMeHTH MOTyJaBaT CTaHJapTHA 1032 U 3 TMAaIlMeHTH — BICOKa /103a (IBOMHA
WJIM TPO¥iHAa J103a). MHO3MHCTBOTO MMaT ocTpa JuMdoOiacTHa JeBKeMUs U ca < 5-TOJUIIIHA Bb3pacT.

YecrToTa Ha PE3UCTEHTHOCT KbM 03€¢JITAMUBUP B KIIMHHYHUTE IIPOYIBAHUA

IlanmenTH ¢ MyTalK HA pe3UcTeHTHOCT (%)
®eHoTUNIM3UPAHE™ I'eno- n
IMonyJanusi nanMeHTH (¢eHoTHIIMZHpPAHE™
Bb3pactHu U 10HOIIH 0,88% (21/2 382) 1,13% (27/2 396)
Hena (1-12 rogunm) 4,11% (71/1 726) 4,52% (78/1 727)
Kbpmauera (<1 roauna) 18,31% (13/71) 18,31% (13/71)

*IIbIHO FEHOTUNU3KMPAHE HE € GHII0 U3BBPIIEHO BbB BCHYKU [POYYBAHUS.

IpodunakTiKa Ha TPHIT

HsiMa naHHU 3a M0siBa Ha JIeKapCTBEHA PE3UCTEHTHOCT, CBhp3aHa ¢ ynorpebara Ha Tamiflu mpu
KJIMHUYHATE W3MMTBAHUs, IPOBEICHH J0Cera IPH IPYITH Clie eKCro3uIius (7 JHH), TIPH TPYIIH CIIC]T
eKCITo3uIus B ToMakMHCTBOTO (10 mHK) U ce30HHA (42 1HU) NpOo(UITaKTHKA Ha TPUII IPU
UMYHOKOMITETCHTHH maieHTd. He e HabroiaBana pe3sucTeHTHOCT 1Mo Bpeme Ha 12-ceMUdHO
Npoy4BaHe 3a MPOQUIAKTHKA TIPH UMY HOKOMIIPOMETHPAHH MAIlMCHTH.
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Knunuuny dannu u dannu om nabniodenue: OTKPUTH ca €CTECTBEHU My TallUK, CBBP3aHH C HAMaJlleHa
YYBCTBUTEIHOCT KBbM O3eTaMUBHD IN Vitro mpu Bupycu tan A u B, usonupanu ot nanuentu 6e3
SKCITO3HIIMS Ha 03eTaMUBUP. PE3UCTEHTHH 1IIaMOBE, CEJICKTUPAHH 110 BPEME Ha JICUCHHUE C
03eJITAMHUBHUD, Ca U30JUPAHH KAKTO OT MMYHOKOMITETCHTHH, TaKa U OT UMYHOKOMITPOMETHPAHH
nanueHTH. MIMyHOKOMIIPOMETHPAHHUTE MAIMEHTH U MAJIKHUTE JIela ca W3JI0)KEHN Ha Haif-BUCOK PHCK OT
Pa3BUTHE HA PE3UCTCHTHHU HA 03CJITAMUBHP BUPYCH IO BPEME Ha JICUYCHHUETO.

Y CTaHOBEHO €, Y€ Pe3UCTCHTHU Ha 03€ITAMUBHP BUPYCH, H30JMPAHH OT MALMECHTH, JICKYBaHH C
03CJITAMHUBHUP, ¥ PE3UCTECHTHU HA 03CITAMUBHP J1A00PATOPHH IIAMOBE Ha TPUITHUTE BUPYCH, ChIBPIKAT
mytanuu B N1 u N2 HeBpamunuasute. FiMa TeHICHIMS MyTallMKUTE 32 PE3UCTCHTHOCT J1a OhaT
cnenuduuny 3a BupycHust noarum. Ot 2007 r. cmopauvHO ce OTKPUBA €CTECTBEHO BH3HUKBAIIATA
PE3UCTEHTHOCT, cBhp3aHa ¢ MmyTtamwmsita H275Y npu cezonnnte mjamoBe HIN1. UyBcTBUTETHOCTTA
KBbM O3EITaAMHBHP U IIMUPOKOTO PA3NPOCTPAHCHUE HA TE3U BUPYCH U3IJICKIA BApUPAT CE30HHO U
reorpadeku. [Ipe3 2008 r. H275Y e 6una otkpura npu > 99% ot nupkynupammte HIN1 rpunam
uzonatu B EBpona. IIpe3 2009 r. rpunanst Bupyc HIN1 (“cBUHCKM Tpuit”) € OWI MOYTH eTHAKBO
YYBCTBUTEJICH KbM 03CJITAMUBUP, KATO € UMAJI0 CaMO CIIOPAIUYHU ChOOINCHHS 32 PE3UCTCHTHOCT BhB
BPB3Ka KaKTO C TepalleBTHYHH, TaKa U C MPOGIIAKTUYHH CXEMH Ha MpHjiaraHe.

52 ®apMakoKMHETHYHH CBOCTBA

OO611a nadbopMays

Abcopbyus

OsentamuBup ce abcopOupa J00pe OT CTOMAITHO-YPEBHUSI TPAKT CIICI IIEPOPATHO MPUIIOKCHUE Ha
osentamMuBup ochat (mpekypcop) u ce MeTaboJU3Kpa B rojisiMa CTEIICH KaTo Ce MPEBPhIIa B
AKTUBHHUS METa0OJUT (03eITAMUBUP KapOOKCHIIAT) MPEIMMHO C ITOMOIITA Ha YePHOAPOOHHUTE
ecrepasu. Haii-manko 75% oT nepopaiHara 703a I0CTUTra CHCTEMHOTO KPBBOOOPAIEHHE O]
(dbopmaTa Ha aKTHBeH MeTaboIUT. EXCrIo3unusTa Ha MPEe/yICKapCTBOTO TI0 OTHOIICHHE HA aKTUBHUS
MeTaboNuT ¢ mo-Manka ot 5%. [l1asMeHuTe KOHIICHTPAIMY Ha IPEKYypcopa U Ha aKTHUBHUS METa0OIUT
ca MPOMOPIIMOHATHU Ha J03aTa U HE Ce TIOBJIHUBAT OT ¢THOBPEMEHHO MPUJIOKCHUE C XPaHa.

Pasnpeoenenue

CpennusT o0eM Ha pa3npelie/ieHHe B CTAllHOHAPHO ChCTOSHUE Ha 03€ITAMUBUD KapOOKCHUIIAT MPU
Xopa e IprONMM3HuTEeNTHO 23 MUTpa — 00eM, EKBUBAICHTECH Ha EKCTpalleyIapHaTa TeJleCHa TeUHOCT.
Twit KaTO HEBpaMHHHU/Ia3HATA AKTUBHOCT € SKCTpallenyiapHa, 03eITAMUBHP KapOOKCHUIIAT Ce
pasmpeners BbB BCHUKU MECTa Ha pa3npoCTPaHEHHE Ha TPUITHUS BUPYC.

CBBp3BaHETO HA 03EITAMUBHD KapOOKCHIIAT € IUIA3MEHHUTE IIPOTEUHH P XOpa € He3HAYUTEITHO
(mpubmmsurenHo 3%).

buompancghopmayus

O3zenraMuBHp € TOJJIOKEH HA €KCTEH3MBHO MPEBPBILAHE 10 03eNTAMUBHDP KAPOOKCHIIAT OT
ecTepasuTe, HAMHUPAIIX Ce MPEIMMHO B uepHus apod. [IpoyuBanus in Vitro ca nokasanu, ye HUTO
03eNTaMHUBUP, HUTO aKTUBHUAT My METa0OIUT ca cyOCTpaTy MM HHXUOUTOPH Ha OCHOBHHUTE
uzodopmu Ha nutoxpom P450. He ca uaentudumpany in vivo koHtoratu ot $aza 2 Ha HUTO €HO OT
JBETE ChEIHEHHUS.

Enumunupane

AOGCOpOUpaHHAT 03eNTaAMUBHP C€ eTMMUHUPA NpeauMHO (> 90%) upe3 npeBpbhIIaHEeTO MY B
o3entamMuBup KapOokcuiat. Cries ToBa TOH He ce MeTaboIM3upa MO-HATAThK U CE EITMMUHHIPA C
ypuHara. [lnkoBuTe MmIa3MeHn KOHIEHTPAIWK Ha 03eITaMUBHpP KapOOKCHIIAT HaMaJIsBaT C MOYKHUBOT
oT 6 10 10 yaca rpy TOBEYETO UHAMBUIU. AKTUBHUST METa0OJUT CE SIMMUHUPA U3LISJIO Ype3
0b0peuna exckperst. brOpeunusar xknupbHC (18,8 I/h) npeBuinasa crenenTa Ha rIIoMepyiIHa
dbuntparus (7,5 1/h), kxoeto mokasBa, ue OCBEH IJIOMEpY/IHa (PUITpalKs Ce U3BBPIIBA U TyOyTHA
cekpenus. [lo-manko ot 20% oT nepopanHara 6eisi3aHa 103a ce eTMMHUHIPA ¢ (pekanuuTe.
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Jlpyry cuenyaiHy momyaiun

Ileouampuuna nonynayus

Kvpuauema na ev3pacm nod 1 eoduna: ®apmakokHeTHKaTa, apMaKoJMHAMHIKATA U OE30M1aCHOCTTA
ua Tamiflu ca ouenenu B 1B HEKOHTPOJMPAHU OTBOPEHHU MIPOYYBAHKSI, BKIIOUBAILM 3aPAa3€HH C IPUII
JIeT1a Ha Bh3pacT 1o ejaHa roauna (N=135). CkopocTTa Ha KIMPBHC Ha aKTHBHUS META0O0JTHUT,
KOpPHUTHpaHa 3a TEJIECHOTO TEINI0, HaMaJIsBa MPU BB3pacT oA eaHa roauHa. Excriozunusra Ha
MeTaboHTa CHILO € O-MPOMEHIINBA IPU HA-MaIKUTEe KbpMadeTa. HanmmaHuTe JaHHM 1TOKa3Bar, 4e
eKcro3uusTa ciies 103 3 mg/Kg npu kepmadera Ha Bb3pact 0 — 12 Mecelia OCUIypsiBa eKCIIO3HIIUH
Ha MpeJIeKapcTBOTO U METa00IINTa, KOUTO CE 0YaKBa Ja ObaaT euKacHH, ¢ Mo Ha OE30MacHOCT,
CPaBHHM C TO3H IIPH MTO-TOJIEMH JIella ¥ BB3PACTHH, MOTyYaBaIH 0JJ00peHaTa /103a (BXkK. TOUKU 4.1
4.2). CroOIIIeHnTE HEeXKETaH! PEaKINy ca B ChOTBETCTBUE C yCTaHOBEHMS MPOQIIT Ha O€30MacHOCT
IIpY N10-TOJIEMH JIeT1a.

JluncBar JaHHY NPY KbpMaydeTa Ha Bb3pacT 1oJ | roanHa 3a nmpouiIakTHKa Ha TPHII CIe[
excno3unus. [Ipodunaktukara nmo BpemMe Ha rpUITHA €MKUEMHUS B OOLIECTBOTO HE € IPOYYBaHa MpH
Jlera Ha Bb3pact nojt 12 roauHu.

lIpounakmuxa na epun cned excnosuyus npu Kvpmaiema noo I-200una 6b3pacm no epeme Ha
nandemus: CuMyalysaTa Ha IPUIIOKEHNE BEIHBXK JHEBHO Ha 3 MQ/KQ npu kppMauera < 1 rojuHa
MOKa3Ba €KCHO3MLMS B CHIIUTE TPAHULM WX TIO-BUCOKA OT Ta3H MPHU NPUIOKEHHUE BEIHBK THEBHO
Ha 75 mQ npu Bb3pacTHU. Excrio3uniyusra He mpeBHIlIaBa Ta3u MpH JeueHne Ha KbpMadera < 1 roguHa
(3 mg/kg 1Ba IBTH JHEBHO) U CE OYAKBa Jia JIOBEIE 10 CPAaBHUM MPOGui Ha 0€30MacHOCT (BXK. TOUKA
4.8). He ca nmpoBexnaHn KIMHAYHU U3MUTBAHUS ¢ TPO(UIAKTHKA TIPU KbpMadeTa Ha Bh3pact < 1
TOJUHA.

Kvpmauema u deua na sv3pacm 1 2o0una wi no-zonemu: PapMakOKHMHETHKATA HA 03EITAMUBHD €
OIICHSBaHA BbB (PapPMAKOKMHETUYHHU MPOYUYBAHUS C €THOKPATHO NPUIIOKEHUE NIPU KbpMadeTa, Jena U
IOHOIIH Ha BB3pacT oT 1 1o 16 roquan. dapMakoKMHETHKATa IPH MHOTOKPATHO MIPUJIOKEHUE € Ona
poyyeHa MpU MaIbK Opoi Jlera, BKIIOUEHH B KIMHUYHO U3NUTBaHE 3a eukacHocT. [lo-mMankurte
Jieria ca OTIEIIIM IPeUIeKapCTBOTO U aKTUBHUS My METAa0O0IMT MO-0BP30 OT BB3PACTHUTE, KOCTO €
JIOBEJIO JI0 MO-HUCKA eKCIO3MIMS 3a JajaeHa no3a B mg/kg. Jlo3u ot 2 mg/kg naBat eKcro3uuyy Ha
03eITaMHUBUP KapOOKCHUIIAT, CPAaBHUMH C TE3H, IIOCTUTHATH IIPU BB3PACTHH, MOTyYaBaly eTHOKpaTHA
no3a ot 75 mg (mpubnusurento 1 mg/kg). @apmakokuHeTHKaTa Ha 03€ATAMUBUP NPH JIela U IOHOIIN
Ha BB3pacT 12 rouHu Wix Mo-roJieMHy, € moJ00Ha Ha Ta3u NPH Bb3PACTHHUTE.

Cmapuyecka év3pacm

Excrnosumusra Ha akTHBHUS METa0O0JIUT B CTAIIMOHAPHO ChCTOsIHUE € 25 10 35% Mo-BUCOKa P Xopa
B CTapuecka Bb3pacT (Ha Bb3pacT oT 65 10 78 roAWHN) B CpaBHEHUE C BB3PACTHU MO 65 TOJUHU CIIe]
MIPUIOKEHUE HA CPABHUMH JI03H 03eITaMUBUP. [10yKUBOTHT, HAOMIOaBaH MPHU XOpa B CTapuecKka
BB3pAcCT € N0J00EH Ha TO3W, HaOMI0AaBaH MPHU MIIaJu Bb3pacTHHU. Bb3 OCHOBa Ha JieKapCcTBeHATa
€KCIIO3UIMS U IOHOCUMOCTTA, HE € He0OX0JMMO KOPUTHpaHe Ha J03aTa IIPY Xopa B CTapuecKa
BB3PACT, OCBEH aKo HsMa JaHHU 32 YMEPEHO WM TeXKO ObOpEeuHO yBpekaaHe (KpeaTHHIUHOB
kupbHE o7 60 ml/min) (Bx. Touka 4.2).

bvbpeuto yspesxcoane

[Mpunoxenuero Ha 100 mg o3enTamuBup docdar qBa MBTH JHEBHO B MPOIBIKEHHE HA 5 THU TIPH
MAI[UCHTH C pa3IyHa CTeNeH Ha OLOPEYHO YBPEKIAHE MOKa3Ba, Ye CKCIO3UIIUATA Ha 03CTaAMUBHP
kapOoKcHIar € o0paTHO MPOTOPIIMOHATTHA HA HAMAJICHHETO Ha ObOpeuHaTa GpyHKuus. 3a q03upoBKaTa
BIDKTE TOUKa 4.2.

Yeproopobro yspescoane

IMpoyuBanwus in Vitro ca noka3sasm, 4e He ce 0YaKBa 3HAYMMO IMOBHIIIABAHE HA CKCIIO3HIMSATA HA
03eNITaMHUBUP, HAUTO IIbK 3HAYMMO HaMalleHHe Ha EKCTIO3UIMSITAa Ha aKTUBHUS METa0OIUT MPH
MAUEeHTH C YepHOAPOOHO yBpexaaHe (BxK. Touka 4.2).
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bpemennu orcenu

O060011eH nomyaoneH (hapMaKOKMHETHYCH aHATU3 [TOKa3Ba, 4e cxemara Ha npuiarane Ha Tamiflu,
onwcaHa B Touyka 4.2 ,,JIo3upoBKa ¥ HAYMH Ha MPIIOKEHUE”’, BOIH J0 TO-HICKa ekcro3utus (30%
Cpe/lHa BEJIMYHHA 32 BCUYKU TPUMECTPH ) HA aKTUBHUS MEeTabOJUT IIpy OpeMEHHH KEeHU, B CPaBHEHHE
¢ JKEHH, KOUTO He ca OpeMeHHU. [To-HUCKaTa OYaKBaHA SKIO3UITHS 00aue OCTaBa HaJl MHXHUOUTOPHUTE
kouueHrparuu (IC95 cToiiHOCTH) U B TpaHHUIIMTE HA TEPAIICBTUYHOTO HUBO 33 PEIUIla II[aMOBE Ha
rpumHus Bupyc. OCBEH TOBa, UMa JJaHHU OT 00CEPBAIMOHHH NPOYYBAHUS, TTOKA3BaIlM MOI3aTa OT
HacTosIIaTa cCXeMa Ha MpHjlaraHe npy Ta3w NomyJanus maiuenTd. CiaeloBaTeNHo, He ce MpenopbyBa
KOpHUTHUpaHe Ha JI03aTa 32 OpeMEHHHM JKCHH ITPH JICUCHUE WU MPO(PHIAKTUKA Ha TPUII (BXK. TOUKa 4.6
depTUnuTeT, OPEMEHHOCT M KbpPMEHE).

HmyHnoxomnpomemupanu nayuenmu

[MomynarmonnH GapMaKOKMHETHIHN aHATU3K TIOKa3BaT, ue JICYCHHETO Ha Bh3PACTHH U NETIUATPUIHH
(< 18-roauirHM) IMYHOKOMIIPOMETHPAHH MAIIUSHTH C 03eNTaMUBUP (KAKTO € OMUCAHO B TOYKa 4.2,
J103upOBKa ¥ HAYMH Ha MPUIOKEHKE) BOIH JI0 MOBHUIIICHA IIPOTHO3HA €KCHO3UIHMS (0T MPUOTHU3UTETHO
5% 1o 50%) Ha aKTUBHUS META0OJIUT B CPABHEHHE C UMYHO-HEKOMIIPOMETHPAHH MAIMEHTH ChC
CPaBHHMM KpEaTHHUHOB KIMPBHC. [lopaan mmpokuTe rpaHuiy Ha 0e30IacHOCT Ha aKTHBHHS
MeTaboIuT 0baue He € HeOOXO0IMMO KOPUTHPaHEe Ha J03aTa MPH NalMeHTUTE 3apaiu
UMYHOKOMITPOMETUPAHUS UM cTaryc. [Ipr IMyHOKOMIIPOMETHPaHH MAIMEHTH ¢ OBOPEYHO YBpEkKIaHe
obaue f03uTe TpsiOBa J]a ce KOPUIHpaT, KAKTO € OMUcaHo B Touka 4.2. JIo3upoBKa U HauMH Ha
NPUIIOKESHHE.

DapMaKOKHHETHIHHTE U (PapMaKOJMHAMUYHUTE aHATU3H OT ABE NPOYUBAHUS IIPH
MMYHOKOMIIPOMETHPAHH MAlEHTH OKa3BaT, ye HAMa 3Ha4MMa JOII'BIHUTENHA 110132 OT EKCIIO3HINH,
II0-BUCOKHU OT ITIOCTUTHATUTE ClIe]l IIPUIIOKEHUETO Ha CTaHJapTHATA J103a.

5.3 TlpeaxkaMHUYHYU JAHHU 32 §€30TACHOCT

HexnuanuauTe 7aHHU He MOKa3BaT 0cOOEH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHATTHUTE
(hapMakoIOTHYHH MPOYYBAHUSA 32 0€30MACHOCT, TOKCHYHOCT NMIPU MHOTOKPATHO NPHJIAraHe U
TeHOTOKCHYHOCT. Pe3ynTature 0T KOHBEHIIMOHATHH IPOYYBaHUS 32 KAPLIMHOTEHHOCT MPH IPU3adn
IMOKa3BaT TCHACHIMA KbM J103a-3aBUCHUMO IMOBUIICHHWEC HA Y€CTOTATa Ha HAKOU TYMOPHU, KOUTO Ca
TUNHWYHHM 33 U3M0JI3BaHUTE BUAOBE rpru3adn. Kato ce umMar npenBua rpaHULIUTE HA €KCIIO3ULUS 110
OTHOIIICHHE Ha OYaKBaHATa €KCIIO3UIIUS IPH YIIOTpeda MpH Xopa, Te3H JaHHHU HE TPOMEHSIT
CBHOTHOLIEHHETO Moa3a/puck Ha Tamiflu mpu ogoOGpeHnTe TepaneBTUYHYU MOKA3aHUSL.

TeparonoruuHuTE NPOYUBAaHUS Ca IPOBEACHU BBPXY ILTHXOBE U 3ailIM B 103U CHOTBETHO 10

1 500 mg/kg/nueBno n 500 mg/kg/mueBHo. He e HabnronaBan eekT BbpXy (HETATHOTO pa3BUTHE.
[IpoyuBane Ha epTunuTeTa NMpu wWIrbxose B 1034 10 1 500 mg/kg/nHeBHO He € moKa3ano HexXenaHu
peakimu BbpXy ABara nosa. [Ipu npe- 1 HoCcTHaTaTHUTE NPOYUYBAHMS P ILTBXOBE € OTOEIA3aHO
yabxkaBane Ha paxaanero npu 1 500 mg/kg/mHeBHo: rpaHuiiaTa Ha 0€30IaCHOCT MEXKIY
eKCIO3ULUATA PU XOpa U Hall-BUCcoKaTa 103a 0e3 edexr (500 mg/kg/nHeBHO) MpH ITBXOBE €
cboTBeTHO 480 BT 32 03eNTaMHUBUD U 44 IBTH 32 aKTUBHUS MeTaboauT. DeTanHara eKCIo3UIs PU
IUTBXOBE U 3aiuu e npudnusutento 15 no 20% ot Ta3u Ha Maiikara.

ITpu IBXOBE C JAKTAIUS 03EITAMUBHP M aKTUBHUSAT META0OJIHNT Ce EKCKPETUPAT B MIISIKOTO.
OrpaHWYeHU TaHHY TTOKA3BAT, Y€ 03CJITAMUBUD U AKTUBHUAT META0OJINT Ce EKCKPETUPAT B KbpMaTa
pu xopa. [Ipu ekcTpamnonmpane Ha JaHHUTE OT KMUBOTHHU C€ MOJTy4aBaT CTOMHOCTH OT

0,01 mg/nuerHo 1 0,3 mg/MHEBHO 3a CHOTBETHUTE ChEIUHCHUS.

HabmroaBan e moTeHIman 3a KO>KHO CeHCHOMIM3UpaHe KbM 03eNITaMUBHP B "maximisation” Tect
BBPXY MOpcku cBuHYeTa. [Ipubnusurento 50% 0T KUBOTHUTE, TPETHPAHU CAMO C aKTHBHOTO
BEIIIECTBO, MOKA3BaT epuTeMa Clie]] IPOBOKAIIMS Ha MHAYIIMPaHH KMBOTHU. HabmronaBaHo e oOpatumo
JIpa3HEHE Ha 04 Ha 3ailid.

Brnpexn 4e MHOTO BHCOKH €THOKPATHH MEPOPATHHU JI03H 03enTaMUBHp Qocdar nox popmara Ha o,
110 Haii-BHUCOKaTa u3cienana no3a (1 310 mg/kg), Hamar HexeNnaHu peakiuy MPU Bb3PaCTHU
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IUTHXOBE, TE3H J03H Ca NPeAN3BUKATH TOKCHYHOCT, BKIIIOUUTEIHO CMBPT, IIPH MAJIKH 7-IHEBHU
rbxyera. Tesu peakimu ca HabmrogaBaHu npu 1034 ot 657 mg/kg u mo-pucoku. [Ipu 500 mg/kg He
ca YCTaHOBEHH HEXEIIaHU PEaKIUH, BKIFOYHTEIHO U Clie[ XpOoHU4HO Tperupane (500 mg/kg aueBHO,
npwiarady ot 7 10 21 JeH cief paKaaHeTo ).

6. ©DAPMALIEBTUYHU JAHHU

6.1 Chnucbk Ha MOMONIHATE BelleCTBA

Copowuton (E420)

Harpues muxunporen murpar (E331[a])

Kcanranona ryma (E415)

Hatpues 6enzoar (E211)

3axapuH HaTpuii (E954)

Turanos auokcun (E171)

Apomar Ha 110/10B€ (BKJIIOUBAIIM MaJITOAECKCTPUHH [LIapeBHLIa ], IPOMMIIEH IIIMKOJI, TyMa apabuka
E414 u narypanHO WJCHTHYHU apoOMaTH [CHCTOSIIIM Ce MMPETUMHO OT apoMar Ha OaHaH, aHaHAC U
MpackoBal).

6.2 HecbBMecTHMOCTH

Henpunoxxumo

6.3 Cpoxk Ha rogHocT

4 ronqunu

Crnen nmpurotBsHe, Aa ce chxpanssa mog 25°C 3a 10 guu.

6.4 CnenmaJjHu ycJOBHS HA CbXPaHeHHe

Ja He ce cpxpanssa Hax 30°C.
3a ycioBusATa Ha ChXPaHEHHE CIIE MPUTOTBSIHE Ha JeKapCTBEHHS ITPOIYKT BHXKTE TOUKA 6.3.

6.5 Buau chIbpikaHHe HA ONAKOBKATA

Byrunka or 100 ml, oT TEMHO CTHKIIO (C TOTUTIPOTIFIICHOBA, 3alIUTEHA OT JIela Karnadyka Ha BUHT,
BBHHIIIHA YacT: TOJIMETHIICH; BBTPEITHA YacT: MOJMIPOITMIICH; IOKPUTHE: TIONHeTHIeH) ¢ 13 g mpax 3a
NepopaiHa CyCleH3usl, INIACTMACOB aAanTop (IIOMMETHIICH ¢ HUCKA IUTBTHOCT ), IIJIACTMACOB
nepopasnen go3arop ot 3 ml (¢ menenus ot 0,1 ml) u mepopanen mo3atop ot 10 ml (¢ genenus ot

0,5 ml) (wumHIBp ¥ OyTAaNO: MOTUIPONMICH, 3areyarBal] IPbCTEH Ha OCHOBATA HA CHIIMKOH) U
MJ1aCTMAacOBa MEPUTEIHA YallKa (HOJIUIPOIIMIEH ).

OnaxkoBka 0T eHa Oy THIIKa.

6.6 CnenmajHu mpeana3Hu MepKHU MPH U3XBBPJsiHE U padoTa

[TpenopwuBa ce Tamiflu nepopainHa cycrneH3us qa ce NPUroTBH OT (hapMarieBTa, IPeIH Ja Ce OTIyCHE
Ha MalUeHTa.

Cren npurotssie ¢ 55 ml Boja, n3non3saemMusT 00eM Ha MepopaHaTa CyCIeH31s M03BOJISBA
uarerisHero Ha 06mmo 10 go3u mo 30 Mg ozentamuBHp.
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[IpuroTBsiHe Ha HepoOpaAIHATA CYCIICH3US

1.  Tlotymaiite neKko 3aTBOpeHaTa OyTHIIKA HAKOJIKO ITBTH, 32 JIa C€ pa3poxKa MpaxsbT.

2. Ormepere 55 ml Bojia, KaTO HAITBIHUTE MEPUTEIHATA YAIIIKa 10 03HAYCHOTO HUBO
(MepuTeIHATA Yalllka, IPHJIOKEHA B KYTHSITA).

3. Jlo6asere Bcuukute 55 ml Boga B OyTHiKara, 3aTBOpPETE OTHOBO OYTHIIKATA C KallayKara u
paskiatere Jo0pe 3aTBOpeHaTa OyTUIIKA B POIB/DKEHUE Ha 15 ceKkyH/Iu.

4.  Cpajsiere Kamaykara ¥ MoCTaBeTe aJlanTopa B IbPJIOTO Ha OyTHIIKATA.

5 3arBopere IUIBTHO OyTHUIIKATA ¢ KanadkaTa (BbpXy ajanTtopa Ha OyTuinkara). ToBa 1ie mokaxe,

4e aJlanTopbT MPHUIsLTa NPaBIIHO B OyTHIIKATA.

Cren paztBapsiHe Tamiflu pax 3a mepopaiHa cycrieH3us 1IIe MPeCTaBIsaBa Henpo3padna Osiia 10
CBETJIO-KBJITA CYCIICH3HS.

Hewnsmon3BaHusT MPOAYKT WK OTIAIFYHUTE MATEPHUAIHA OT HETO TPSIOBA J1a CE U3XBBHPJIIAT B

CBHOTBETCTBUE C MECTHUTE U3UCKBAHUSI.

7. TIPUTEXATEJ HA PASPELHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

I'epmanus

8.  HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

EU/1/02/222/005

9. JATA HA TbPBO PASPEIIABAHE/IIOJHOBSIBAHE HA PABPEHIEHUETO 3A
YIIOTPEBA

Jata Ha mppBO paspemanane: 28 HoemBpu 2011 1.

JaTa Ha mocnemHo momHOBsIBaHe: 22 Maii 2012 .

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[oxpo6Ha nHopmanys 3a TO3M JEKapCTBEH NPOIYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBponeiickara
areHIus 1o Jiekapceraara http://www.ema.europa.eu
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INPUJIOXKEHME 11

NPOU3BOJAUTEJL, OTTOBOPEH 3A OCBOBOKJIABAHE
HA ITAPTHUIN

YCJIOBUA WIHK OI'PAHUYEHUSA 3A JOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUA U N3UCKBAHUS HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJIOBUSA NWIN OT'PAHUYEHUA 3A BE3SOITACHA U

E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA
NPOAYKT
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A.  TNPOU3BOJUTEJIL, OTTOBOPEH 3A OCBOBOXK/JIABAHE HA ITAPTHUAN

Hme m agpec HA IPOUM3BOIUTENSA, OTTOBOPEH 32 0CBOOOKIABAHE HA MAPTHJINATE

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

b. YCJIOBHUA NWIN OT'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MPOJIYKT C€ OTITyCKa IO JIEKAPCKO MPEAUCaHHUE.

B. JAPYI'M YCJIOBUS U UBNCKBAHUS HA PASPEIIIEHUETO 3A YIIOTPEBA
o IMepuoauyHy aKTyaaM3upaHu 1okjaaau 3a 6ezonacHoct (ITAAB)

NzuckBanusra 3a nonasane Ha [IAJ[b 3a To3u iekapcTBeH MPOAYKT ca MOCOYEHH B CITUCHKA C
pedepentauTe Aath Ha EBponeiickust cbto3 (EURD crmcenk), mpeasuzeH B wi. 1078, an. 7 ot
Hupexrusa 2001/83/EO u BbB BCUUKH CIIEBAILIM aKTyaIU3allH, Ty OJIMKyBaH Ha €BPOICHCKUS
yeOmopTan 3a JeKapcTsa.

° YcaoBust niM orpaHuyeHus 3a 0e3onacHa u egeKTHBHA yIOTpeda Ha JIeKapCTBeHUS
NMPOAYKT

[TPY TpsOBa na rapaHTupa, 4e IpH MyckaHeTo Ha naszapa Ha Tamiflu 6 mg/ml npax 3a nepopanna
CYCIEH3Hs, Ha BCHYKH JICKapH, KOUTO CE OYaKBa Ja MpeAcBaT i nsnons3sar Tamiflu e
npenocraseHo [Ipsiko chobmienue a0 meaunuHckute crnenuanucta (IICMC), unidTo Tekcr e
npuioxeH KpM Onenbunus goknan vHa CHMP. TTPY tps6Ba ia ceriacyBa maHa 3a pa3npocTpaHeHne
Ha [ICMC c HanMoHaHKSI KOMIIETEHTEH OPraH Ha JIbp)KaBUTE YWICHKH, KBAETO IIe Ce PaspOoCTpaHsBa
CHOOLLEHUETO.

r. YCIOBUsA WIN OI'PAHUYEHMUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUA IMTPOAYKT

° Inan 3a ynpasienue Ha pucka (IITYP)

[Mpurexarenst Ha pasperierue 3a ynorpeda (ITPY) tpsOBa 1a n3BbpILIBA H3UCKBAHUTE ACHHOCTH U
JISHCTBUS, CBBP3aHU C TIPOCIIE/sIBaHe Ha JieKapcTBeHaTa Oe30MacHOCT, mocoueHu B o/100peHust [TYP,
npeacraseH B Moayn 1.8.2 Ha pazperieHnero 3a ynorpe0a, KakTo U IPH BCUUKH CIICABAILIH
ChIVIACYBaHU akTyanu3auuu Ha ITYP.

Axrtyanusupas ITYP ce nogasa:
e 110 UCcKaHe Ha EBpomneiickara areHus no JeKapcTBara,
® BHHAru, KOraTo ce M3MeHs CUCTeMaTa 3a YIpaBJeHUE Ha pUCKa, 0COOEHO B PE3yiITaT Ha
MoJTy4yaBaHe Ha HOBA MH(OpMaLKs, KOSITO MOXKeE 12 JOBEJE 0 3HAUNMU MPOMEHHU B
CHOTHOIIEHUETO T0J133/PUCK, WM CJIe/ IOCTUI'aHEe Ha BayKEH eTall (BbB Bpb3Ka C
HpOCIieIBaHe Ha JICKapCTBEHaTa 0€30MaCHOCT WITH CBEXK/IAHE Ha PHCKA JI0 MUHUMYM).
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NIMPUJIOKEHMUE 111

JAHHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JJA CbIAbPKXA BTOPUYHATA OITAKOBKA

KapTOHeHa OImaKoOBKa

1.

HUME HA JIEKAPCTBEHUA INPOAYKT

Tamiflu 30 mg TBBpaM Kancyau
03e/ITAMUBHD

2.

OBSIBSIBAHE HA AKTUBHOTO(UTE) BEIIIECTBO(A)

Bcesika TBBpIA Kancyna chabpika o3entamuBup docgar, ekBuBageHTeH Ha 30 My o3eaTaMuBHUD.

| 3.

CIIMCBK HA IOMOIIIHUTE BEINECTBA

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

10 tBBpaM Kancynu

5.

HAYUH HA TPUJIO)KEHUME U ITbT(UIA) HA BbBEXK/IAHE

[Ipenu ynotpeba mpoyerere JIMCTOBKATA
[lepopanno npuinoxeHue

6.

CIIEMAJIHO NPEAYHPEXXJAEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT NNOTJIEJA U IOCEI'A HA IELIA

IIa CC CbXpaHsBa Ha MACTO, HCAOCTBIIHO 3a AC1ia

7.

APYI'Y CHEHUAJIHU ITPEAYIIPEXKJAEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA U3TUYAHE HA CPOKA HA IT'OAHOCT

I'onen mo:

o,

CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

[Ha e ce cpxpansaBa Hax 25°C

10.

CIIELIMAJIHU ITPEAITASHU MEPKU ITPU U3XBBHPJISASHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WK OTHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. HUME U AJJPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen

I'epmanus

‘ 12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/02/222/003

| 13. MAPTHJEH HOMEP

ITapt. Ne

14. HAYMUH HA OTITYCKAHE

HeKapCTBeHI/ISIT MIPOAYKT CC OTILYCKa 110 JICKAPCKO NPpCANMCaHuC

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAJIOBA A3BBYKA

tamiflu 30 mg

‘ 17. YHUKAJIEH UWIEHTU®UKATOP — JIBYU3MEPEH BAPKO/

<JIBym3mepeH 0apKoj ¢ BKIOUEH YHUKAICH HICHTU(UKATOP>

‘ 18. YHUKAJIEH UAEHTU®UKATOP — IAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrepu

| 1. HMME HA JIEKAPCTBEHUS ITPOJYKT

Tamiflu 30 mg kamncynu
03eJITAMHUBHD

| 2.  HMME HA TIPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJJHOCT

EXP

| 4. TAPTHUJAEH HOMEP

Lot

|5.  JIPYIO
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JAHHHU, KOUTO TPABBA JJA CbIAbPKA BTOPUYHATA OITAKOBKA

KapTOHeHa OImaKoOBKa

1.

HUME HA JIEKAPCTBEHUA INPOAYKT

Tamiflu 45 mg TBepaM Kancyau
03e/ITAMUBHD

2.

OBSIBSIBAHE HA AKTUBHOTO(UTE) BEIIIECTBO(A)

Bcesika TBBpIA Kancyna chabpika o3enTamMuBup docgar, eKBUBaJICHTEH Ha 45 MQ 03e1TaMUBUD.

| 3.

CIIUCBK HA IOMOIIIHUTE BEINECTBA

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

10 tBBpaM Kancynu

5.

HAYUH HA TPUJIO)KEHUME U ITbT(UIA) HA BbBEXK/IAHE

[Ipenu ynotpeba mpoyerere JIMCTOBKATA
[lepopanno npuinoxeHue

6.

CIIEMAJIHO NPEAYHPEXXJAEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT NNOTJIEJA U IOCEI'A HA IELIA

IIa CC CbXpaHsBa Ha MACTO, HCAOCTBIIHO 3a AC1ia

7.

APYI'Y CHEHUAJIHU ITPEAYIIPEXKJAEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA U3TUYAHE HA CPOKA HA IT'OAHOCT

I'onen mo:

o,

CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

[Ha e ce cpxpansaBa Hax 25°C

10.

CIIELIMAJIHU ITPEAITASHU MEPKU ITPU U3XBBHPJISASHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WK OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. HUME U AJJPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen

I'epmanus

‘ 12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/02/222/004

| 13. MAPTHJEH HOMEP

ITapt. Ne

14. HAYMUH HA OTITYCKAHE

HeKapCTBeHI/ISIT MIPOAYKT CC OTILYCKa 110 JICKAPCKO NPpCANMCaHuC

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAJIOBA A3BBYKA

tamiflu 45 mg

‘ 17. YHUKAJIEH UWIEHTU®UKATOP — JIBYU3MEPEH BAPKO/

<JIBym3mepeH 0apKoj ¢ BKIOUEH YHUKAICH HICHTU(UKATOP>

‘ 18. YHUKAJIEH UAEHTU®UKATOP — IAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrepu

| 1. HMME HA JIEKAPCTBEHUS ITPOJYKT

Tamiflu 45 mg kancymnu
03eJITAMHUBHD

| 2.  HMME HA TIPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJJHOCT

EXP

| 4. TAPTHUJAEH HOMEP

Lot

|5.  JIPYIO
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JAHHHU, KOUTO TPABBA JJA CbIAbPKA BTOPUYHATA OITAKOBKA

KapTOHeHa OImaKoOBKa

1.

HUME HA JIEKAPCTBEHUA INPOAYKT

Tamiflu 75 mg TBepau Kancyau
03e/ITAMUBHD

2.

OBSIBSIBAHE HA AKTUBHOTO(UTE) BEIIIECTBO(A)

Bcesika TBBpIA Karcyna chabpika o3entaMuBup Gocdat, eKBUBATEHTEH HAa 75 MJ 03eNTaMUBHP.

| 3.

CIIUCBK HA IOMOIIIHUTE BEINECTBA

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

10 tBBpaM Kancynu

5.

HAYUH HA TPUJIO)KEHUME U ITbT(UIA) HA BbBEXK/IAHE

[Ipenu ynotpeba mpoyerere JIMCTOBKATA
[lepopanno npuinoxeHue

6.

CIIEMAJIHO NPEAYHPEXIAEHUE, YE JTEKAPCTBEHUAT IMNPOAYKT TPABBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT NNOTJIEJA U IOCEI'A HA IELIA

IIa CC CbXpaHsBa Ha MACTO, HCAOCTBIIHO 3a AC1ia

7.

APYI'Y CHEHUAJIHU ITPEAYIIPEXKJAEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA U3TUYAHE HA CPOKA HA IT'OAHOCT

I'onen mo:

o,

CIIEIlMAJIHA YCJIOBUA HA CbXPAHEHUE

[Ha e ce cpxpansaBa Hax 25°C

10.

CIIELIMAJIHU ITPEAITASHU MEPKU ITPU U3XBBHPJISASHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WK OTHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. HUME U AJJPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen

I'epmanus

‘ 12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/02/222/001

| 13. MAPTHJEH HOMEP

ITapt. Ne

14. HAYMUH HA OTITYCKAHE

HeKapCTBeHI/ISIT MIPOAYKT CC OTILYCKa 110 JICKAPCKO NPpCANMCaHuC

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAJIOBA A3BBYKA

tamiflu 75 mg

‘ 17. YHUKAJIEH UWIEHTU®UKATOP — JIBYU3MEPEH BAPKO/

<JIBym3mepeH 0apKoj ¢ BKIOUEH YHUKAICH HICHTU(UKATOP>

‘ 18. YHUKAJIEH UAEHTU®UKATOP — IAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrepu

| 1. HMME HA JIEKAPCTBEHUS ITPOJYKT

Tamiflu 75 mg kancymnu
03eJITAMHUBHD

| 2.  HMME HA TIPUTEXATEJIS HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJJHOCT

EXP

| 4. TAPTHUJAEH HOMEP

Lot

|5.  JIPYIO
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JAHHHU, KOUTO TPABBA JJA CbIAbPKA BTOPUYHATA OITAKOBKA

KapTOHeHa OImaKoOBKa

1.  HWME HA JIEKAPCTBEHUSA IPOJAYKT

Tamiflu 6 mg/ml npax 3a nepopaiHa cycrneH3ust
03e/ITAMUBHD

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

1 6yTuika cbabpika 390 mg o3entamuBup. KpaitHusat obem Ha OyTuiikara cies pasrapsHe e 65 ml.
Bcexn MUTUITHTBD CyCIIeH3Us ChABPKA 6 Mg 03eNTaMUBHP.

3. CIIMCBK HA ITIOMOIIHUTE BEHIECTBA

ChbIbpika ChIIO COPOUTOI.
3a moBede nHGOpPMAIHS BIKTE JIMCTOBKATA.

4.  JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

1 6yTmika
Coabpxa u 1 mmacTMacoB aganTtop 3a OyTiikara, 1 macrMacoBa MepuTenna yaiika (55 ml),
1 mmacTMacoB mepopaeH go3atop ot 3 Ml u 1 mactmacos nepopaies gosarop ot 10 ml

5. HAYMH HA IIPUJIOKEHUE U TbT(UIIA) HA BbBEK/JIAHE

[Ipenu ymoTtpeba nmpoyerere JIMCTOBKaTA

3a nepopaHo NPUIIOKEHHE CIIE/T Pa3TBapsiHE

IIpenu ymotpeba pasknarere qo0pe OyTUiIKaTa
Buumanwue: 103atopbT € rpagyupad B MATMIATPY (ml)

6. CHELMAJHO IMPEJIYNPEX/JIEHME, YE JEKAPCTBEHMST MPOAYKT TPSIEBA
JIA CE CbXPAHSIBA HA MSICTO JIAJIEYE OT MOTJIEJIA M IOCET'A HA JIEIIA

I[a CC CbXpaHsABa HAa MACTO, HCAOCTHIIHO 3a JACHa

| 7. JIPYTY CHEIMAJIHY OPEJY TIPEJKIEHUSI, AKO E HEOBXOUMO

‘ 8. JTATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen nmo:
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‘ 9. CIEHLUAJIHU YCJI0OBUSA HA CbXPAHEHUE

ITpax: /la ve ce cpxpansBa Han 30° C
Crien mpuroTBsiHe, 1a ce cbxpaHsaBa noj 25° C B npoabmkeHue Ha 10 mHI

10. CHEIWMAJIHM NPEJAITASHU MEPKU ITPU U3XBBPJISIHE HA HEU3I1IOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WA OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJJPEC HA IPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH
Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen
I'epmanus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/02/222/005

13. TTAPTUJAEH HOMEP

IMapt. Ne

14, HAYUH HA OTITYCKAHE

JlekapCTBEHUSAT IPOIYKT ce OTIyCKa IO JIEKAPCKO MpeIricaHne

‘ 15. YKA3AHUNSA 3A YIIOTPEBA

| 16. MH®OPMALMSI HA BPAIJIOBA A3BYKA

tamiflu

‘ 17. YHUKAJIEH UAEHTU®UKATOP — IBYU3MEPEH BAPKO/I

<JIBym3mepeH 0apKoj ¢ BKIOUEH YHUKAICH HICHTU(DUKATOP>

‘ 18. YHUKAJIEH UNJEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPKXAT MAJIKUTE EJJUHUYHU
II'bPBUYHU OITAKOBKHA

ETuker Ha OyTHJiIKaTa

‘ 1. HME HA JIEKAPCTBEHUS NPOAYK U IbT(UILA) HA BbBEXK/IAHE

Tamiflu 6 mg/ml npax 3a nepopasHa cycreH3us
03€JITAMHUBHD

2. HAYMH HA TPUJIOKEHUE

3a mepopaiTHO TIPUIIOKEHHUE CIIEN pa3TBapsHE
IIpenu ymoTtpeba pasknarere qo0pe OyTHiIKaTa

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOJJHOCT

T'onen nmo:

4, TIAPTUJEH HOMEP

ITapt. Ne

‘ 5. CBABPKAHUE KATO MACA, OGEM WJIX EJIMHULIN

OO0eMbT Ha MPUTOTBEHATA CyCIeH3us € 65 ml
1 ml ceampxa 6 MQ 03enTaMUBUD

6. JPYIO

[Ipax: /la ve ce cpxpansiBa Hag 30° C
ITepopanna cycnensust: Jla ce crxpansBa o 25° C B npoabikenre Ha 10 qaI
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b. JUCTOBKA
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JlucroBka: nHdopmanus 3a noTpeduTeIst

Tamiflu 30 mg TBbpaAN Kancym
o3entamuBup (0seltamivir)

IIpoyeTeTe BHUMATE/IHO LslJIaTa JMCTOBKA, IIPeIH 1A 3all0YHETE Ja IpHueMaTte TOBA JeKapcTBo,
ThH KaTo T ChABbP:Ka BaxkHAa 32 Bac nndopmanus.

o 3amasere Ta3u JUCTOBKA. MOXe Aa ce HAJIOKH J1a sl IPOYETeTe OTHOBO.
o AKO MaTe HAKAKBU JOITBIHUTEIHNA BBIPOCH, MonuTaiTe Bamms nexkap nin ¢apmanesT.
. ToBa nexapCTBO € NpEeANnUCcaHo eIUHCTBEHO U JINYHO Ha Bac. He ro npeorcrenBaiite Ha Apyru

xopa. To Moke J]a UM HaBpeJH, HE3aBUCHUMO Y€ MMPU3HAINTE Ha TSXHOTO 3200JIIBaHE Ca CHIIUTE
KkaTto BammTe.

° AKO TIONTy4YuTe HIKAKBU HEXKEJIaHH JIEKAPCTBEHU PEaKIliy, yBefomere Bars nexap uim
¢dapmariet. ToBa BKITIOUYBA U BCUYKH BB3MOKHH HEXKEIIaHH PEaKIIUK, HEONTMCAHH B Ta3H
JMcToBKa. Brokre Touka 4.

Kakso CbABbPiKa Ta3u JIUCTOBKA

Kakspo npencraBasiBa Tamiflu u 3a kakBo ce n3noJ3Ba
Kakgo TpsiOBa n1a 3Haerte, npenu Aa npuemerte Tamiflu

Kak na npuemate Tamiflu

Bb3MOKHH HeKeJJaHH peakIuu

Kaxk na cexpansiBate Tamiflu

CbabpikaHHe HA ONIAKOBKATA U J0NbJIHUTETHA HHpopManus

oukrwnE

1. Kaxkso npeacrasisia Tamiflu u 3a kakBo ce u3noJ3Ba

o Tamiflu ce u3non3ea npu BH3pacTHH, FOHOIIIH, JIella U KbpMadeTa (BKJIOUYUTEITHO JOHOCCHH
HOBOpOJIeHH OeOera) 3a JiedeHne Ha rpunl (ungnyenya). Toii MOXKe Jla ce U3I0JI3BA, KOraTo
MMaTe CUMIITOMH Ha TPHII U € U3BECTHO, Y€ TPUITHUAT BUPYC LIUPKYJIMpPa B OOLIECTBOTO.

o Tamiflu moxe chI110 1a ce mpeanucBa Npu Bb3pacTHH, FOHOIIH, KbpMaveTa U JIelia Ha Bb3pacT
Haj | roguHa 3a Mpo¢MIAKTHKA HA TPUIN CIIOpE]] KOHKPETHUS CIy4aii - HapuMep, ako CTe
OWIM B KOHTAKT C HSKOW, KOWTO MMa TPHIL

o Tamiflu moxe 1a ce nmpeanucpa npu Bb3pacTHH, FOHOIIH, JIella U KbpMadeTa (BKIIOYUTEITHO
JIOHOCEHU HOBOPOJICHU 0ebeTa) KaTo MPo¢UIaAKTHYHO JedeHne TP U3KITIOYUTEITHH
00CTOSTENCTBA - HATIPUMEP, aKO MMa riio0aHa enuaeMusi OT Tpul (TPUITHA naHoemMus) U
CEe30HHATA IPUIIHA BAKCHHA HE OCUTYpsIBa IOCTATHYHA 3aIIUTA.

Tamiflu ceappixka o3enTaMuBHp, KOMTO CE OTHACS KbM IpyIia JICKApCTBA, HAPSUCHH UHXUOUMOPU HA
Hegpamunuoazama. Te3u IeKapcTBa MPe0TBPaTsBaT Pa3pOCTPAHEHUETO Ha TPUITHHS BUPYC B
opranu3Ma. Te momarar 3a oOJeKuaBaHe WM MPEIOTBPATIBAHE HA CHMIITOMHUTE HA TPUITHATA BUPYCHA
WHQEKITHSL

Wndnyennara, 0OMKHOBEHO Hapu4aHa IpHIl, € HH(EKLus, NpuIrHeHa oT Bupyc. [IpuszHanuTe Ha
rpuIla YeCTO BKIIIOYBAT BHE3AITHO MOBUIIIEHA Temreparypa (Han 37,8°C), kauumua, Xxpema,
r1aBo0omre, MyCKyJIHH OOJIKM M1 MHOTO CHJTHA yMOpa. Te3u CUMITOMU MOKe Ja ca IPEIU3BUKAHU U
oT Apyru nHpexuuu. McTrHckara rpunHa HHGEKIUS ce MOosABsABa caMo 0 BpEME Ha €KEeTOHUTE
eIMHUIEMHH, KOTaTo TPUIIHATE BUPYCH C€ pa3NpoCTpaHsBaT B O0MIECTBOTO. V3BbH enuaeMUYHUTE
MePHUOIU TPUIIONOJOOHHUTE CUMIITOMU OOMKHOBEHO C€ IPUYMHSBAT OT Pa3InyeH BUJ 3a00JsIBaHE.
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2.  Kakso TpsioBa 1a 3HaeTe, npenu 1a npuemete Tamiflu

He npuemaiite Tamiflu

J AKO CTe aJIEPrUYHH (CEPBLXUYECMEUMENHU) KbM 03eITaAMUBHUP WIH KbM HSAKOSI OT OCTAHAIUTE
cberaBku Ha Tamiflu, u3dpoenu B Touka 6.

I'oBopete ¢ Banms jexap, ako ToBa ce oTHacs A0 Bac. He mpuemaiite Tamiflu.

Ipexynpe:xnenns u npeanasHu MepKu
Ipenu na npuemere Tamiflu, HenpeMeHHO yBeOMETE JieKapsi, KOWTO TO MPEIIHCBa

. aKo CT€ aJIePruYHu KbM JPYTH JIeKapcTBa

. aKo uMare npoodJiemu ¢ ObOpenuTe. B TakbB cirydail Moke 1a € HeoOoxoauMo Jo3ata Bu na ce
KOpUrupa

° aKO MMAaTe TEe3KKO 3a00JIIBaHe, KOETO Hanara He3a0aBHO IMOCTHIBAHE B OOTHHUIA

° ako umyHHaTa Bu cuctema He padotu

° aKO MMaTe XpOHUYHO ChPAeYHO 3a00JIsiBaHe WY 3200/ 151BaHe HA IMXAaTeJHUTE NHTUINA.

ITo Bpeme Ha sieuenueto ¢ Tamiflu, yBenomere j1exapsi He3a6aBHO:

o aKo 3a0esIexuTe IPOMEHH B TOBEICHUETO HITH HACTPOCHUETO (He8pONnCUXUYHU CoOUmusi),
0cobeHo mpu Jera U roHoum. ToBa MosKe [1a ca PU3HALY Ha PEKU, HO CEPHO3HU HEKEaHH
peaxmyy.

Tamiflu He e BakCHHA MPOTUB I'PHUTT

Tamiflu He e BakcuHa: ToOl JTeKyBa HH(EKIMATA UM MPEIOTBPATABA PA3IPOCTPAHCHUETO HA TPUITHHSI
Bupyc. Bakcunara Bu naBa antutena cpenyy Bupyca. Tamiflu Hsima 1a npoMeHn eeKTHBHOCTTA Ha
NPOTUBOTPHITHATA BaKCHHA M Bammsar nexap MoKe 1a BH TPEIIHIIE U IBETE.

Jpyru aekapera u Tamiflu

HNudopmupaiite Bammst tekap wim ¢apMaiieBT, ako nprueMare JpyTrH JeKapcTBa, Wil HACKOPO CTe
npueMany Takusa. ToBa BKITIOUBA JIEKapCTBa, OTIycKaHH Oe3 perenta. ClieHUTE JeKapcTBa ca
0COOEHO Ba)kKHHU:

. XJIoprnporamus (M3MoJi3Ba ce 3a JIieueHHe Ha Tuaber)

. MeToTpeKcar (M3Mo37IBa Ce 3a JICUCHUE HAIp. Ha PeBMATOUJICH apTPUT)
. (hennnOyTa30oH (M3M0I3Ba ce 3a JieueHHEe Ha OOJIKA U BB3MATICHHUE )

. npoOeHenw (M3MoJI3Ba Ce JICUeHUE Ha Tojiarpa)

BpemeHHoCT U KbpMeHe
Tps6Ba na yBenomure Bamms inekap, ako cte OpeMeHHa, cMsITaTe, 4e MOXKe Jia cTe OpeMeHHa WIn
TUTaHUupaTe OPEMEHHOCT, 3a 1a MOXe JIeKapsT Aa pemn Aaau Tamiflu e moaxonsmr 3a Bac.

Edexrure BEpXy KbpMaueTaTa Ha €CTECTBEHO XpaHEHe He ca U3BecTHH. TpsOBa ja yBenomure Bamms
JeKap, aKo KbPMUTE, 32 Ja MOKe JeKapAT J1a pemn fanu Tamiflu e moaxomsiy 3a Bac.

IToceBerBaiiTe ce ¢ Bamms nexap wim (apManeBT npeu yrnorpedaTa Ha TOBA JICKAPCTBO.

IModupane u padoTa ¢ MALLIMHU
Tamiflu asiMa edext BBpXy criocoOHOCTTa 32 modupaHe Wik padoTa ¢ MaIlHY.

Tamiflu cbabpxa HaTpmii

ToBa jiekapcTBO ChabPKa Mmo-Maiko ot 1 mmol matpwuii (23 Mg) B eiHa KarcyJia, T.e. MOXe Jia ce
KaXke, Ue MPAaKTUICCKH He ChIIbpPKA HATPUIA.
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3. Kak na npuemare Tamiflu

IIpuemaiitTe TOBa JIEKAPCTBO TOYHO KakTO Bu e xa3an Bammsdr nexap. AKo He CT€ CUTYpHHU B HELIO,
nonurtanTe Baims iekap wiu gpapmarieBT.

Bzemere Tamiflu konkoTO € BH3MOKHO MO-CKOPO, Hali-oOpe B paMKHTE Ha JiBa JIHA OT HAYaJI0TO Ha
TPUTTHATE CUMIITOMH.

IIpenopbunTeHU 1034

3a JiedeHHe HAa TPHUI, IpHeMaiiTe 1Be 103U qHeBHO. OOMKHOBEHO € yI00HO /1a ce IpreMa eHa J103a
CYTpPHH U elHa Bedep. BaskHo e 1a ce 3aBbpIIN 1eJMsl S-AHeBEH Kypc, 0P U ako Obp30 3arl0YHEeTe
Jla ce 9yBcTBaTe mo-100pe.

[Mpu marueHTH che cnaba MMyHHA cUCTeMa JICYSHHUETO I1ie MPOoIbku 10 JHu.

3a nmpoduiIaKTHKA HA TPUN WJIM CJIe[l KATO cTe OMJIU B KOHTAKT ChC 3apa3eHo JIMIle, TIpHeManTe
e/lHa J103a THEBHO B npoabkeHue Ha 10 quu. Hait-noOpe e 1a s B3eMaTe CyTpUH ChC 3aKyCcKara.

[pu cienman‘y CUTYaINny, KaTo NIMPOKO Pa3NpoCTpaHeHHEe Ha TPHIIa WK MTPH NaIMEeHTH Che claba
MMYHHA CUCTEMa, JICYEHUETO 1LIE MPOABIKH JI0 6 Wi 12 cenmuiy.

IIpenopbunTeIHATA 1032 Ce OCHOBABA HA TeJIECHOTO TerJio Ha nauMenTa. TpsOBa 1a usnonssare
KOJIMYECTBOTO KalCyJIH 32 NEPOPATHO NPUIIOKEHNE WIN CYCIIEH3U, KOeTO By e mpennucano ot

JeKapsl.

B1)3pacnm u 1oHOIIM Ha 13 TOAMHHU U IMO-TOJIEMH

TenecHo JleyeHue Ha rpum: Jleyenune Ha rpun IIpopunakTuka Ha rpum:
TerJio 71032 (MMYHOKOMNPOMETHPAHH | J1032
3a 5 OHu MANHEHTH): 3a 10 onu
J103a
3a 10 onu™
[Toseue oT 75 mg*™* nBa rbTH JHEBHO | 75 MQ*™* nBa mbTH JHEBHO | 75 MQ*™ BeAHBK JHEBHO
40 kg

*3a nayuenmu cvc ciaba umynHa cucmema edeHuemo e 10 onu
**75 mg moorce 0a ce nanpasu om kancyia om 30 mg naroc kancyra om 45 mg

Jlena ot 1 no 12 ropman

TesecHO Terjo

JleyeHue Ha rpum:

JleyeHnue Ha rpun

IIpopunakTuka Ha

11034 (MMYHOKOMIIPOMETHPAHU | TPHIL:
3a 5 oHu nanueHTn): 71032
J103a 3a 10 onu
3a 10 onu™
10 1o 15 kg 30 mg aBa IBTH THEBHO 30 mg 1Ba NBTH THEBHO 30 mg BenHBXK
JTHEBHO
Hanx 15 kg u mo 23 kg | 45 mQ aBa mrbTH JHEBHO 45 mg 1Ba IbTH JHEBHO 45 mg BenHBK
ITHEBHO
Hanx 23 kg u mo 40 kg | 60 mg aBa mrbTH AHEBHO 60 mg nBa I'bTH JHEBHO 60 mg BenHBK
ITHEBHO

Ham 40 kg

75 mg*™* nBa IbTH THEBHO

75 mg*™* nBa IbTH THEBHO

75 mg*™* BeaHBK
JTHCBHO

*3a deya cve cnaba umynna cucmema neveHuemo e 10 onu
**75 mg moorce 0a ce nanpasu om kancyia om 30 mg naroc kancyra om 45 mg
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Kbpmauera nox 1 roquna (0 xo 12 mecena)

IMpunoxennero Ha Tamiflu mpu kepMadeTa Ha BB3pacT mox 1 roauHa, 3a Mpo(UIIaKTHKA Ha TPHII 10
BpEMe Ha IpHITHA euaeMHust, TPsIOBa Ja ce OCHOBaBa Ha MpelleHKaTa Ha JieKapsl, CJIe/l KaTo ce B3eMe
npeIBU/I TIOTSHIMATHATA 10132 CIPSAMO MOTCHITHAIHUS PUCK 32 KbPMaYeTo.

TesaecHo terso | Jleuenue Ha rpum: JleyeHue Ha rpun IIpoduiaakTuka Ha
n03a (MMYHOKOMNIPOMETHPAHU | TPHUIL:
3a 5 OHu NAlMeHTH): 7032
no3a 3a 10 onu
3a 10 onu™
3 kg mo 10+ kg | 3 mg Ha kg Tenecuo 3 mg nHa kg tenecHo 3 mg Ha kg**,
TEMIO**, Ba IBTU JHEBHO | TErJIO™*, 1Ba IT6TH JHEBHO | BEIHBK JHEBHO

*3a kvpmavema cvce craba umynna cucmema iedenuemo e 10 onu
**mQ na Kg = My 3a écexu kunozpam om meiecHomo me2io Ha kKepmavemo. Hanpumep:
Ako edno 6-meceuno kopmaue mescu 8 Kg, dozama e

8 kg x 3mg ra kg = 24 mg

Ha4yux Ha npuiIoKeHne
[TorrpiiaiiTe KancyJaure 1eny, ¢ Boaa. He dynere u He IbBUYETE KaIICYJIUTE.

Tamiflu moxe Ja C¢ npucMa CbC U 0e3 XpaHa, BBIIPCKU Y€ MPUCMAHCTO MY C XpaHa MOXKC a
HaMaJIi BEPOATHOCTTA OT raICHC UJIM IIOBPBIIAHEC.

Xopa, Ha KOUTO UM € TPY/IHO /1a MPHeMAT KAICYJIH, MOKe J[a U3I0JI3BaT TeIHO JekapcTBo Tamiflu
nepopanna cycnensus. Axo umare Hyxmaa ot Tamiflu mepopanna cycrnensus, Ho BbB Barara anreka
HsIMa TaKkaBa, MOXKe J1a HarpaBuTe TeyHa gopma Ha Tamiflu ot Te3u kancynu. Buxkre “Ilpucomesane
Ha meuen Tamiflu exvuyu” Ha npyrara crpanuiia.

AKO CcTe mpHeJIM nmoBeye oT HeodxoaumaTa jo3a Tamiflu

Crpere npuema Ha Tamiflu u ce cBbpxeTe He3a0aBHO ¢ JieKap WK (apMaieBT.

B noBeuero citydan Ha Ipeo3upaHe MallMeHTHTEe He ChOOIIaBaT 32 HEeXKEeJIaHH! JIEKAPCTBEHU PEAKIIUH.
Koraro ca q1oK/ia/iBaHi HEKENAaHU PEaKIMH, Te ca OMIM MOJOOHH Ha TE3H KaTo PH HOPMAITHUTE 103U,
KOHUTO Ca OIMUCAHU B TOYKa 4.

[Mo-yecTo ce choOILIaBaT CyYan Ha MPEA03UPaHe MPHU Jelia, OTKOIKOTO MPU BB3PACTHHU U FOHOIILIH.
[puroTesiHeto Ha Teuen Tamiflu TpsiOBa na craBa BHUMATENHO, KAaKTO U mpuioxeHuero Ha Tamiflu
Karncynu win tedeH Tamiflu mpu nera.

AKo cTe npomycHaJm 1a npuemere Tamiflu
He B3emaiite aBolHA 1033, 3a Ja KOMIIEHCUPATE MPOITyCHATA KaICyJa.

Axo crte cripesin mpuema na Tamiflu

Hsima Hexenanu peaknuu, korato cnpere npuema Ha Tamiflu. Ho ako Tamiflu ce cnipe mo-pano
OTKOJIKOTO Bammmsr siexkap Bu e kazan, cMkMOTOMUTE Ha TpUIla MOKE Jia c€ BbpHAT. BuHaru
3aBBpIIBANTE Kypca Ha JEUECHUE, IpeNIcal OT Bamms ekap.

AKO MMaTe HIKAKBHU JIOMBIHUTEITHA BBIPOCH, CBBP3aHU ¢ yIoTpebara Ha TOBA JIEKAPCTBO, MOTUTANTEe
Bamust siekap wiu gapmarienT.

4.  Bb3MOKHM He:KeJIaHHM PeaKkuu

Kakro Bcuukwm jIekapcTBa, TOBA JEKAPCTBO MOJKE JIa MPEIU3BHKA HE)KEJIaHU PEAKIMH, BBIIPEKU Ue He

BCEKHU T'Hl [TOJTy4aBa. MHOTO OT HEXXEJaHUTE peaKnu, N30pOeHH T0-10ITy, MOXKE Ja ca PeAn3BUKaHU
CBIIO U OT TpHUIIa.
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CreqHUTE CEpHO3HU HEXKEIIaH! PEaKIMK ca ChoOIaBaHu psijiko, otkakro Tamiflu e Ha mazapa:

e  AHadunakTHYHH ¥ aHAQUIAKTOUTHH PEAKIMH: TEKKH aJICPTHIHU PEAKIUH C TIOyBaHEe HA
JIMIETO U KOXaTa, ChpOSII 00pHB, HUCKO KPHBHO HAIISITAHE U 3aTPYHEHO JUIIAHE

e UYepHoapoOuu HapyiieHus (GyIMAHAHTEH XEATUT, HAPYIIICHUE HA YepHOIpOOHATa (DYHKIIUS
¥ XKBJITCHUIIA): TIOKBIITSIBAHE Ha KOKaTa M OSUTOTO Ha OYMTE, IPOMSHA Ha IIBeTa Ha
U3MPAXKHEHHUITA, IPOMSIHA B TOBEICHHETO

e  AHIMOHEBPOTHYCH €/IEM: BHE3AITHO TEXKKO MMOyBaHE Ha KOXKaTa OCHOBHO B 00J1acTTa Ha
rJIaBaTa | IIHSITa, BKITFOYUTEITHO OYUTE U €3UKa, ChC 3aTPYTHEHO JUIIAHE

e  Cunapom Ha CTuBBHC-/[PKOHCHH U TOKCHYHA CMHACPMaTHA HEKPOJTH3a: TeKKa
KUBOTO3aCTpalIaBaIla alepruuHa PeaKilysi, TeKKO Bb3ITAICHIE HA KOXKATa U JINTABHIIATE,
3aII0YBAlIO C TPECKa, Bh3MAICHHE HA IbPJIOTO, yMOPa, KOKHUA OOPUBH, KOMTO BOJST JI0
HosBaTa Ha KOYKHU MEXypH, 00€/IBaHe, CBIIMYaHEe Ha TOJIEMH OBBPXHOCTH OT KOXKa,
BB3MOKHH 3aTPYIHCHHS B AMIIAHETO U HUCKO KPBBHO HAJISTaHE.

e  KbpBeHe 0T CTOMAIIHO-YPEBHHSI TPAKT: MPOIBIKUTEIIHO KbPBEHE OT JI60ETI0TO YePBO HITH
IUTFOCHE Ha KPBB

e  HeBporcHXu4HM HAPYILICHNUS, ONIUCAHHU [0-I0TTY.

AKo 3a0eJ1e:KUTe HAKOH OT Te3u CHUMIITOMH, IOTHPCETE He320aBHO MeIUIUHCKA MOMOIII.

Haii-dyecto (MHOTO YeCTH M YeCTH) ChOOIIABAHUTE HEXeNaH! peakiuu Ha Tamiflu ca ragene wim
MOBpPBIIAHEe, CTOMAIIHN OOJIKH, CTOMAIITHO Pa3cTPOMCTBO, I1aBoboue u 6oska. Te3u HexenaHu
peaxImu ce HabIroJaBaT MPEAMMHO CIIe]] TbpBaTa J103a OT JIEKapCTBOTO M OOMKHOBEHO CIIMPAT C
MPOIB/KABAHETO Ha JiedeHreTo. YecToTaTa Ha Te3H PEakiiy Ce HaMallsiBa, aKO JICKAPCTBEHUST
MPOYKT C€e TIPUEMa C XpaHa.

Peaku, HO CepHO3HH peaKUu: MOThPceTe BeHATa JeKapCKa MOMOII
(Te mooice oa 3acecnam oo 1 na 1 000 dywu)
ITo Bpeme Ha siedenue ¢ Tamiflu, *Ma CHOOIICHNUS 3a PEAKN CHOUTHSI, KOUTO BKIIOYBAT

o I"'bpuoBe U HEeNMUpUyM, BKIIOYATEITHO POMEHEHO HUBO Ha Ch3HAHHE
° O0BpKaHOCT, HEOOMUAITHO TIOBEICHHUE
. Hauy nHOCTH, XanonuHanmy, Bh30yaa, TPEBOKHOCT, KOIIMAPH

Te3u cr0uTHSI Ce ChOOIIABAT MPEIMMHO TPH JCIa ¥ FOHOIIN U YECTO 3al04BaT BHE3AITHO

oT3ByuaBat 0bp30. Hsakoiko ciyyas ca IoBelu 10 caMOHapaHsIBaHe, HAKOU OT KOUTO C (arajieH

u3xoJ1. TakvBa HEBPOIICUXUYHU CHOUTHS C€ CHOOINABAT CHINO U MPH MAIMEHTH C TPHUIT, KOUTO HE ca

mpuemanu Tamiflu.

. [NarmenTrTe, 0COOCHO JeTia 1 IOHOIIH, TPSOBa J1a ce HaOIIo/IaBaT BHUMATEITHO 32 TI0s1Ba Ha
OTMCAHUTE MO-TOPE MPOMEHH B MOBEJICHHETO.

AKo 3a0ej1esKnTe HAKOM OT Te3M CHMIITOMH, 0OCOOCHO MPH T0-MJIaJIM X0pa, MOThpPceTe He3a0aBHO

JIEKapcKa MmoMoIIl,

Bb3pacTHu 1 1oHOIIM HA 13 roAMHA U NO-TOJIEMH
MHOr0 YecTH HeKeJAHU peaKIuu
(moarce 0a 3aceenam noseue om 1 na 10 oyw)

e ['maBoOonne
o ['anewne.
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YecTu HekeJAHU peakunu
(moarce 0a 3aceenam oo 1 na 10 oywu)
e  bpoHxur
Xepnec Ha yCHUTE
Kanumia
3amaiiBaHe
Bucoka Temneparypa
Bbonka
bonka B kpaiHMLIUTE
Xpema
bescrHue
Ba3naneno repio
Cromarrna 605ka
Ymopa
[IpnHOTA B rOopHaTa 4acT Ha Kopema
WNudeximn Ha TOPHUTE UXATEHU TBTHINA (Bh3MAJICHHE Ha HOCA, T'BPIIOTO U CHHYCHUTE)
Jlomo xpanocMuiiane
[ToBpriane.

HeuecTn He:kelaHM peakuun
(moance 0a 3aceenam do 1 na 100 dyuur)
e AJleprUYHU pEAKUUU
IIpoMeHeHO HUBO Ha Ch3HAHUE
I'vpu
Hapymenus Ha cppaedHust puTbM
Jlexu 10 TeXXKW HapyIIEHUs Ha YepHOAPoOHaTa (DYHKITHS
Kox#u peakiuu (Bp3MaieHe Ha KOXaTa, YepBeH U ChpOsI 0OpUB, CBINYAHE HA KOXKATa).

Penxu Heskes1aHU peaKknuM

(moarce 0a 3aceenam oo 1 na 1 000 oyuur)
e Tpombormronenus (HUICHK OPOH TPOMOOIIUTH )
e 3puUTEIHU HAPYIICHUSL.

Jeua ot 1 10 12 rogunn

MHoro 4yecTH HeKeJAHHU PeaKIuu

(moorce 0a 3aceenam noseue om 1 na 10 oyuwiu)
o Kanumia
e 3amymiBaHe Ha HOcCa
e [loBprimane.

YecTH HEKEJIAHN PeaKIuu
(moarce 0a 3aceenam oo 1 na 10 oyuur)
o KOHIOHKTHBHT (3a4epBsBAHE HA OUYUTE U CEKPEIIUs UK OOJIKA B OKOTO)
Br3nanenne Ha yXOTO M APYTH HApYIICHHUS Ha yXOTO
I'maBoGonme
l'anene
Xpema
Cromarrna 6omka
[TbaHOTa B ropHaTa yacT Ha Kopema
Jlomo xpanocmunase.
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HeuecTn HeKeJJaHH PeaKIHU
(moarce oa 3aceenam oo 1 na 100 oywu)
e Bwr3naneHue Ha KoXkarta
e Hapymenue Ha ThIIaH4YeBaTa MeMOpaHa (THITAHYETO).

Kbpmayera nox 1 roguna

CroOnIeHnTe HeXKeNaH! peakiluy Tpy KbpMadeTa Ha Bb3pacT oT 0 o 12 Meceria, ca nperuMHO
NOJOOHH Ha HEXEJIaHUTE PEAKLHH, ChOOIICHH IIPH MO-TOJIEeMH Jiela (Ha Bb3pacT 1 roguHa uim 1mo-
rojemu ). OCBEH TOBa MMa ChOOIICHHS 3a Uapus 1 OOPUB OT TIENICHH.

AKO HSIKOS OT HE)KETIaHUTE JIEKAPCTBEHN PEaKIUH CTaHEe CepHO3HA I 3a0eexuTe ApyTH,
HEOIIMCAaH!U B Ta3M JIMCTOBKA HEKEIAHU peakiuy, yBegomere Bamms nexap wim dapmanent. Obaue,
e ako Bue nym BameTto aeTe NoBpbIIaTe MHOTOKPATHO WU
® aKO CMMITOMHUTE HA I'PHII Cce BJIOLIABAT, MJIM BUCOKATA TeMIlepaTypa NpoIb/LKaBa
YBenomerte Bammst Jiekap KOJKOTO € Bb3MOKHO I0-CKOPO.

Cho01aBaHe Ha HeKeJIAHW peaKuu

AKO ToJTyuuTe HIKAKBY HEKEITaHU JICKAPCTBEHU Peakinu, yBenomere Barmms nexap. Tosa BkitouBa
BCHYKH BH3MOXXHU HEOMHMCAaHH B Ta3M JINCTOBKA HEXKENIaHU peakiui. MoreTre ChIIo Ja ChoOIuTe
HEXENIaHU PeakIuy TUPEKTHO Upe3 HallMOHATHATA CUCTEMA 33 ChOOIaBaHe, MOCOYCHA B
[Mpunoxenue V. Karo crobiaBare HexkeNlaH! peaki[uy, MOXETe Jia JaJIeTe CBOSI PUHOC 32
NoJly4yaBaHe Ha moBede HH(popMalys OTHOCHO 6€30T1aCHOCTTa Ha TOBa JIEKapCTRBO.

5.  Kak na cexpansiBate Tamiflu
[a ce cpxpansBa Ha MSICTO, HEIOCTBITHO 32 JIENA.

He n3nomnssaiite ToBa JICKApCTBO CJIcA CpOKa HA TOAHOCT, oTOCINII3aH BBPXY KaPTOHCHATA OITAKOBKA U
6JII/ICTepa ciaen EXP/FO):[CH 0. CpOK’BT Ha TOAHOCT OTTOBAapA HAa NOCICAHUA ACH OT IIOCOUYCHUA MCCCII.

Ha ue ce cexpansiBa Hax 25°C.

He u3xBbpsiiTe IekapcTBaTa B KAaHATM3ALMATA WM B KOHTEHHEPA 32 JOMAIIHA OTHAAbIIH.
INonwmratite Bamus ¢hapMalieBT Kak Ja U3XBBPJIATE JeKapCcTBaTa, KOUTO BeUue He u3oiseare. Te3u
MEpPKH III€ CTIOMOTHAT 3a OTIa3BaHe Ha OKOJIHATA CpeJia.

6. CpabpikaHue HAa ONAKOBKATA M JONMbJIHUTETHA HH(OPMAIUS

Kakso cbabp:xa Tamiflu

° AKTHBHOTO BEIIECTBO €.
Bcesika TBBpIA Karcyna chabpika o3entaMuBup docdat, ekBuBaieHTeH Ha 30 Mg 03enTaMUBUD.
. [pyrure cbcraBku ca:

ChIbprKaHUE Ha KarcyJsarta: pexelaTHHU3UPaHO HUIIECTE, TANK, TOBUIOH, KPOCKapMeno3a
HATpUii 1 HaTpHUeB cTeapu Gymapar (Brokre Touka 2 ,,Tamiflu ceabpixa HaTpmit*)

00OBHBKa Ha KarlCyJara: JKeIaThH, XXBIT jkene3en okcup (E172), uepBen xenesen okcnn (E172)
u TutanoB quokcun (E171)

nedarapcko Mactuio: mesutak (E904), tutanos muokeun (E171) u FD u C Blue 2 (uaguro
kapMmuH, E132).

Kak u3raexna Tamiflu 1 kakBo chAbpxKa ONaKOBKAaTa

TewpraTa karcyma ot 30 My ce ChCTOU OT CBETIOKBITO, HEMPO3PAYHO TSIIO C OTIIEYATAH HAJIITHC
“ROCHE” u cBeTJIOXKBITO, HEMPO3payHO Karmade ¢ oTnedarad Haanuc “30 mg”. [legaTHute Haamucu
ca CUHU.

Tamiflu 30 mg TBbpaM Karcyau ce mpemiarat B OnucTepHu omakoBku mo 10.
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IIpuTte:xaTen Ha pa3pelieHHETO 32 yNoTpeda
Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

I'epmanus

IIpousBoanTen

Roche Pharma AG
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanus

3a nombaHUTEHA HHGOPMAITHST OTHOCHO TOBA JICKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHS
MpeJcTaBUTEN Ha TIPUTEXKATENs Ha pa3pelieHreTo 3a ynorpeoda:

Belgié/Belgique/Belgien, Latvija
Luxembourg/Luxemburg Roche Latvija SIA
N.V. Roche S.A. Tel: +371 - 6 7039831
Belgié/Belgique/Belgien

Tél/Tel: +32 (0) 2 525 82 11 Lietuva

UAB “Roche Lietuva”
Tel: +370 5 2546799
Bbuarapus
Pomr bearapust EOO/L
Ten: +359 2 474 5444

Ceska republika Magyarorszag
Roche s. r. 0. Roche (Magyarorszag) Kft.
Tel: +420 - 2 20382111 Tel: +36 - 1 279 4500

Danmark
Roche Pharmaceuticals A/S
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
EALada, Kompog Osterreich

Roche (Hellas) A.E. Roche Austria GmbH
EAMGS o Tel: +43 (0) 1 27739
TnAi: +30 210 61 66 100

Espafa 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) 1 47 61 40 00 Tel: +351 -21 4257000
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Hrvatska
Roche d.o.o
Tel: +3851 4722 333

Ireland, Malta

Roche Products (Ireland) Ltd.

Ireland/L-Irlanda
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

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

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

JlaTa Ha mocJeaHo npepasriexaane Ha jucrtopkata {MM /TTTT}.

[Monpo6Ha uHbopMalus 3a TOBa JIEKapCcTBO € TpeiocTaBeHa Ha yeOcaiita Ha EBpornieiickara areHims
10 JiekapcTBara | https://www.ema.europa.eu.
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HNudopmanus 3a norpeduTeIst

3a xopa, Ha KOUTO MM € TPY/IHO Ja MPHEMAT KaICyJiM, BKIIOUUTEITHO MHOTO MAJIKHU JIeIa, iMa
TeuHo JekapctBo Tamiflu nepopanna cycnensus.

AK0 UMaTe Hyk/1a OT TEYHO JIEKAPCTBO, HO HE pasroJiarate ¢ TAKOBa, CyCIICH3HsI MOXKE J1a Ce
npurotBy B anrekara ot Tamiflu kancymu (Buwxre Hughopmayus 3a meouyuncku cneyuanucmu). To3u
npernapar, IPUrOTBEH B alTeKara, ¢ MPeANOYNTAHUAT BapHAHT.

AXo0 HsIMa TIpernapar, IPUTOTBEH B alrTeKara, MoxXe Jia cu Harnpasute TedeH Tamiflu ot Te3u karcynu
BKBIIH.

Jlozara 3a neueHne 1 mpoduIakTHKa Ha TPUTI € eHaKBa. Paznukara e B TOBa, KOJIKO YeCTO ce
npujara.

IMpuroTBsine Ha Teuen Tamiflu Bkbu

. AKoO MMaTe TOYHATA KAaIcyJia 3a Heobxoqumara 703a (3a n1o3a ot 30 wim ot 60 mg), e
OTBOPHTE KallCyJjiaTa H I1ie pa30bpKaTe ChIbPKUMOTO M B €JHA YacHA JIBKUYKA (MK TI0-MaJIKO)
TIOIX OJISIII TIOJICITAICH X PaHUTENEeH MPOAYKT. ToBa OOMKHOBEHO € TIOAXOISIIIO 32 Jieria Haj 1
rojuHa. Bukre ykazanusra mo-rope.

. AKO MMaTe Hy’KIa OT M0-MAaJIKH 03H, IPUroTBsIHETO Ha TeueH Tamiflu ot kancynu BrirouBa
JOIBITHATEIHH CTHIKU. TOBa € MOIXOISIIO 32 MO-MaJIKH Jela U OebeTa: Te OOMKHOBEHO UMAT
Hyx71a oT 1o3a Tamiflu mo-masnka or 30 mg. Bu:kre yka3aHusita 1mo-10.y.

Jema ot 1 10 12 roquan

3a na npurorBuTe 103a ot 30 Mg uiau 60 Mg, umaTe Hy:KAa OT:
e Ejana uium aBe kancysam Tamiflu or 30 mg

OcTpu HOKUIK

Enna manka kyna

YaeHna JbkuuKa (JIbKHYKa oT 5 ml)

Bona

Cianka XxpaHa 3a IPUKpUBaHE Ha TOPYMBHS BKYC HA IIpaxa.
Hanpumep: mokoaagoB CHPOIT WIIM CHPOI OT YePEeln U JIECEPTHH 3aJIMBKU KaTO CHPOIT OT
Kapamen wim Hyra. Vi Moxke J1a IpUroTBUTE MOACIaieHa BOJa: CMEceTe eHa YaeHa
JTBXKUYKA BOJA C TpH 4eTBBPTH (3/4) yacHa TBKHUKA 3axap.

Crbnka 1: IlpoBepeTe 1211 103aTa e NpaBUJIHA

3a a2 HaMepuTe TOYHOTO KOJIMYECTBO, KOETO TPsIOBa J1a M3MO0II3BaTe, HAMEpETE TErIOTO Ha
MaIeHTa OT JISIBO HA Ta0IuIara.

[Norneanere B AsicHaTa KOJIOHA, 32 J]a IPOBEPUTE OPOS HA KAIICYJIMTE, KOUTO TPsiOBa Jia Jajiere
Ha MaIeHTa KaTo eHOKpaTHA 703a. KoH4ecTBOTO € €JTHO U ChIN0, HE3aBUCUMO JIAJTH € 33
JiedeHne WK po(uIakTHKa Ha TPHUIL.

Mo3a or 30 mg [ oo aomg
—

ﬂ03a oT 60 mg E ROCHE 30 mg E ROCHE 30 mg
) U — '
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TpsibBa na nznonspate camo karcymu ot 30 mg 3a go3u ot 30 mg u 60 mg. He ce onuTaiite na
MPUTOTBUTE 7032 OT 45 MQ wim 75 Mg, KaTo U3MoJI3BaTe ChIBPKUMOTO Ha Karcyu oT 30 mg.
BMecTo ToBa M3Mon3BanTe NOAXOASIIUTE KaIICYJIH.

Terao Ho3a Tamiflu Bpoii kancyan ot 30 mg

JTo 15 kg 30 mg 1 xarcysa
Hoseue-or15kgae | 45-m¢g He u3nonspaiite Kancy/m ot
23kg 30 mg

IToeeue oT 23 kg o | 60 mg 2 Karcyu

40 kg

Crpnka 2: M3cunere BCHYKHSA MPax B Kyna

Hpbxre kancyaaTa ot 30 My B U3NpaBEeHO MOJIOKSHUE HAJl KyIla 1 BHUMATEITHO OTPEKETe
3200JICHUSI BPBX C HOXKHIIH.

N3cunere BCuukus npax B Kylara.

OtBopere Bropa Karcyia 3a j1o3a ot 60 mg. M3cumnere BCHUIKHS pax B KyTaTa.
BHumMmaBaiite ¢ npaxa, 3al0To TOW MOKE Jla pa3/ipa3Hu Koxara u ounte Bu.

Crbnka 3: Iloacianere npaxa u gaiite 103arta

JloGaBeTe MaJIKO KOJIMYECTBO — HE TIOBEYE OT €/IHa YacHa JIHKMYKa - CIaJIKa XpaHa KbM IIpaxa B
KyIiara.

Toga e, 3a na ce npukpue ropurBus BKyc Ha Tamiflu npax.

Pas0sprkaiite nobpe cmecra.

JaiiTe nsyI0TO ChABbPKAHME HA KYTIaTa HA AMEHTA BEAHAra.

AKO € 0CTaHAJI0 MAJIKO OT CMeCTa B KyIiaTa, U3IUIAaKHETE s C MaJIKO BOAa U HaﬁTe Ha nanMucHTa
Ja s U3IIHE IisAj1aTa.

[ToBTOpeTe Tasu mporeaypa BCEKU IMbT, KOTATO TPsAOBA 1a AajeTe JIEKapCTBOTO.

Kbpmauera nox 1 roquna

3a Ja MPUroTBUTE NMO-MaJIKa €IMHUYHA 1032, UMATE HY KA OT:

Enna kancyna Tamiflu or 30 mg

OcTpu HOXKUIU

JBe Maaku Kynu (M3ron3BaiTe oOTaeIeH YU T KyIH 3a BCSKO JIeTe)

EnuH roisiMm nepopasieH 103aTop 3a U3MepBaHe Ha Bojara — jgo3aTop ot 5 wim 10 ml
Eun Masrbk nepopaJies go3atop c aenenus ot 0,1 ml 3a naBane Ha no3ata

YaeHa abkuYKa (JIbxuuKa ot 5 ml)

83



e Bona

e Cuiaaka XpaHa 3a IPUKPUBaHE Ha ropurBHUs BKyc Ha Tamiflu.
Hamnpumep: MI0K0JIa10B CHPOIT WIIK CHPOIT OT YEPEIIN U JSCEPTHH 3aJIMBKU KaTO CHPOIT OT
Kapamel1 Wid HyTa.
Wy Mo>ke J1a MpUroTBHUTE MOJICIaeHa BOJIA: CMECETe e/IHa YaeHa JIbKHYKa BOJA C TPU
yeTBbpTH (3/4) yaeHa TbKUUKA 3aXap.

Crpnka 1: M3cunere BCHYKHA Mpax B Kyna

Hpbxre kancyaarTa oT 30 My B U3NpaBEHO MOJIOKEHUE HAJ €IHATA OT KyIIUTE U BHUMATEIIHO
oTpeskeTe 3a00JICHHsI BPBX ¢ HOXKUIIM. BHMMaBalTe ¢ mpaxa: TOH MOXe Jia pa3Ipa3Hy Koxara u
ounte Bu.

M3cunere BCUUKUS Ipax B KyIaTa, KAKBATO U 1034 14 IPUTOTBSTE.

KonudecTBOTO € €IHO U ChINo, HE3aBUCUMO JIANIU € 3a JICYCHUE WIIM IPO(HUIIaKTHKA Ha TPHIL

Crbnka 2: JlodaBete Boaa, 3a 1a ce pa3pean JIEKAPCTBOTO

W3non3Baiite mo-roaeMus
J103aTOp, 3a Ja U3TErIIUTe
5 ml Boxa.

JloGaBeTe BojjaTa KbM
mpaxa B Kyrara.

Paz0nbpkaiite cmecta ¢
YyaeHaTa JTbKUYKA B
NPOABIKEHHE HAa OKOJIO
2 MUHYTH.

He ce HpHTeCHﬂBaﬁTe, aKO IIpaxbT HC CC pa3TBOPU HAIIBIIHO. Hepa3TBOpCHI/I$IT mnmpax CbaAbpiKa
CaMO HCaKTUBHHU CbCTaBKH.
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Crbnka 3: I/IsﬁepeTe NMPpaBUJIHOTO KOJIHIECTBO 3a BamieTo nere crniopen TerJoTo My

HOFJ'ICI[HCTC 3a TCTJIOTO HA ACTCTO OT JIsABaTa CTpaHa Ha Ta6n1/1uaTa.
Kononara ot JACHO Ha Ta6m/1uaTa II0Ka3Ba KOJIKO OT TCHYHAaTa CMEC TpSI6Ba Ja U3TCIJINTC.

Kbpmauera nox 1 roquHa (BKJIIOYUTEIHO JOHOCEHU HOBOPOIeHHU 0edeTa)

TerJio Ha 1eTeTO Koaxko cmec
(Haii-6,1M3K0TO) TpsidBa 1a U3TETJINTE
3 kg 1,5 ml

3,5 kg 1,8 mi

4 kg 2,0ml
4,5Kkg 2,3ml

5 kg 2,5 ml

5,5 kg 2,8 ml

6 kg 3,0 ml

6,5 kg 33 ml

7 kg 3,5 ml
7,5Kkg 3.8 ml

8 kg 40ml

8,5 kg 4,3 ml

9 kg 45 ml
9,5kg 48 ml

10 kg mu moBeue 5,0mi

Crpnka 4: 3Teriere Te4HATA CMeEC

YBCpCTe CC, UC UMATC MPAaBUIIHUSA pa3MEp A03aTOpP.

H3rereTe TOYHOTO KOJIMYECTBO T€UHA CMEC OT II'bpBaTa Kyr1a.
Hzrernere s BHUMATECIJIHO, TaKa Y€ Ja HE BKapaTe Bb3AyIIHU MEXYpUCTa.

BHumarenHo BIpbCKalTe TOYHATA /1032 BBB BTOpaTa KyIa.

Crbnka 5: [loacaaaere u 1aiiTe HA 1€TETO

JloGaBeTe MaNKO KOJIMYECTBO — HE TIOBEYE OT €/1Ha YaeHa JIHKHYKa - CJIaJKa XpaHa BbB BToparta
KyTia.

Toga e, 3a j1a ce mpukpue ropuuBus Bkyc Ha Tamiflu.

Pa30wpkaiite noOpe crankara xpana u Teunus Tamiflu.

JlaiiTe nsJI0TO ChAbP:kaHUe Ha Bropata Kyna (Tamiflu reuna cmec ¢ nobaBeHaTa ciaaka
XpaHa) Ha JeTeTO BeHAra.
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AKO e 0CTaHAJIO HellI0 0T CMeCTa BbB BTOPATA KyMNa, U3IUIaKHETE 5 C MAJIKO BOJIA U S JaiiTe
Ha JIETETO Ja s u3Mue Isu1ata. 3a Jela, KOUTO He MOrar /a MUAT OT KyTia, TaiTe C JIbKHYKA WIH
M3II0JI3BaNTe IIMIIE, 3a Ja JaJeTe Ha AETETO OCTaHaaaTa TeIHOCT.

JlaifTe Ha JIeTeTo Helllo 3a MUEHE.
HM3xBBpIIeTe HSJIATA HEN3MOJI3BAHA TEYHOCT, 0CTAHAJIA B IbPBATA KYIIA.

[ToBTOpeTe Tazu mporieaypa BCEKH BT, KOTaTO TPsiOBa /1a AajeTe JIeKapCTBOTO.
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I/IH(I)OpMaIIHH CaMo 32 MCIMIHMHCKHA CIICNHAJIUCTH

ITanueHTH, KOUTO HE MOTaT /1a MOTJIBbUIAT KATCYJIH

IMpomunuieHo mpoussenen Tamiflu 3a mepopanna cycnensus (6 mg/ml) e mpeAnOYNTaAHUAT TPOTYKT
3a MeUaTPUYHHU U BH3PACTHHU MALMEHTH, KOUTO UMAT 3aTPyIHCHHS IPH MPETITBIIAHETO Ha KaIlCyJIH,
WM KOTaTo ca HeoOXOIMMH MO-HKUCKH 7034. B ciyyaii, ye Hsama npomuiiuieHo npousseneH Tamiflu
npax 3a rnepopajiHa CycreHsus, (papManeBThT MOXKe J1a puroTBu cycnensus (6 mg/ml) ot Tamiflu
Karcyiu. AKO HsMa IMPOMHUIILICHO TPOU3BE/ICHA CYCIICH3HSI, MAMEHTUTE MOXKE /1a CH TIPUTOTBSIT
CYCIICH3HUSATA OT KarCyJIH BKBIIH.

3a mpuiarane Ha CyCIeH3HATa, IPUTOTBEHA B alTeKaTa U 3a MPOLEIYPHUTE 3a IOMAITHO MPUTOTBSHE,
TpsIOBa J1a ce MPEOCTaBAT MEPOPAIHH 103aTOPH (CIIPUHIIOBKH 32 IIEPOPATTHO MPUI0KEHHUE) C
noxxoasiy o0em u rpanyupane. B npara cinyvast mpaBuiHMUTE 00eMH TpAOBa Ja ca 0TONSI3aH! BBPXY
J103aTOpUTE. 32 IPUTOTBSIHE B JOMAIIHU YCIOBUS, TPSAOBA [1a CE OCUTYPST OTACIHH J03aTOPH 32
B3eMaHe Ha ITPaBWIHKS 00eM BOa M 3a m3MepBaHe Ha cMecta Tamiflu-Boma. 3a msmepsane ua 5,0 ml
BOJIa, TPsIOBa 1a ce u3nosssar qo3atopu ot 5 Ml wim 10 ml.

IMoaxoasimTe pa3Mepu Ha 1o3aropa 3a B3eMane Ha Tounus ooem Tamiflu cycnensus (6 mg/ml) ca
MIOKa3aHH T10-/10Ty.

Knpmauera noa 1 roquHa (BKJIAKOYUTEIHO JOHOCEHH HOBOPOJeHHU OedeTa):

Ho3a Tamiflu KoanuectBo Tamiflu Pa3mep Ha 103aTopa, KoWTO
CyCnieH3us Ja ce u3IoJj3Ba
(c neqenns ot 0,1 ml)
9mg 15 mi 2,0 ml (umum 3,0 ml)
10 mg 1,7 mi 2,0 ml (umu 3,0 ml)
11,25 mg 1,9 ml 2,0 ml (um 3,0 ml)
12,5 mg 2,1 ml 3,0ml
13,75 mg 2,3 ml 3,0 ml
15 mg 2,5 ml 3,0 ml
16,25 mg 2,7 ml 3,0ml
18 mg 3,0 ml 3,0 ml (wu 5,0 ml)
19,5 mg 3,3 ml 5,0 ml
21 mg 3,5ml 50 ml
225 mg 3,8 ml 5,0 ml
24 mg 4,0 ml 5,0 ml
25,5 mg 43 ml 5,0 ml
27 mg 45 ml 50 ml
28,5 mg 4,8 ml 5,0 ml
30 mg 5,0 ml 5,0 ml
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JlucroBka: nHdopmanus 3a noTpeduTeIst

Tamiflu 45 mg TBbpaAN Kancym
o3entamuBup (0seltamivir)

IIpoyeTeTe BHMMATE/IHO IslJIaTa JMCTOBKA, IPeIH 1A 3all0YHETE Ja IpueMaTte TOBA JeKAPCTBO,
ThH KaTo T ChABbP:Ka BaxkHa 32 Bac nndopmanus.

o 3amasere Ta3u JUCTOBKA. MOXe Ja ce HAJIOKH 11 sl IPOYETeTe OTHOBO.
o AKO MMaTe HAKAKBU JOITBIHUTEIIHNA BBIPOCH, NonuTaiTe Bamms nexap nin dapmarenT.
. ToBa nexapCTBO € NPEeANUCcaHo €IUHCTBEHO U JINYHO Ha Bac. He ro npeorcrenBaiite Ha Apyru

xopa. To MoXke Ja UM HaBpe/H, HE3aBUCHUMO Y€ MMPU3HAINTE Ha TSIXHOTO 3200JIIBaHE Ca CHIIHUTE
KaTto BammTe.

. AKO TIONTy4YuTe HIKaKBU HEXKEJIaHH JIEKApCTBEHU PEaKiliy, yBefomere Bars nexap uim
¢dapmareBr. ToBa BKITIOUYBA U BCUYKH BB3MOKHH HEXKEIIaHH PEaKIIUK, HEONMCAHH B Ta3H
JIMcToBKa. Brokre Touka 4.

Kakso CbABbPiKa Ta3u JIUCTOBKA

KakBo npencraBasisa Tamiflu u 3a kakBo ce n3noJ3Ba
Kakgo TpsOBa n1a 3Haerte, npenu Aa npuemerte Tamiflu

Kak na npuemate Tamiflu

Bb3MOKHH HeKeJJaHH peaKIuH

Kak na chxpansBate Tamiflu

CbabpikaHHue HA ONIAKOBKATA U JONbJIHUTETHA HHpopManus

oukrwnE

1. Kaxkso npeacrasisia Tamiflu u 3a kakBo ce u3no3Ba

o Tamiflu ce u3nosn3Ba npu BH3pacTHH, FOHOIIIH, JIelIa U KbpMadeTa (BKJIOUYUTEITHO JOHOCCHH
HOBOpOJIcHU OeOeTa) 3a JeueHue Ha rpun (uxgyenya). Toit MoXxe 1a ce U3IMoI3Ba, KOTaTo
MMaTe CUMIITOMHU Ha TPHII U € U3BECTHO, Y€ TPUITHUAT BUPYC LIUPKYJIMpPa B OOLIECTBOTO.

o Tamiflu moxe chII0 1a ce mpeanucBa Npu Bb3pacTHH, FOHOIIH, KbpMaveTa 1 JIelia Ha Bb3pacT
Hax 1 roauHa 32 MPO(HIAKTHKA HA TPUII CIIOPE]] KOHKPETHHS CIIydail - HaprMep, aKko CTe
OWIM B KOHTAKT C HSAKOW, KOWTO MMa TPHIL.

o Tamiflu moxe na ce nmpeanucpa npu Bb3pacTHU, FOHOIIHM, JIC1a U KbpMadeTa (BKIIOUYUTEITHO
JIOHOCEHU HOBOPOJICHU 0ebeTa) KaTo MPo(UIaAKTHYHO JedyeHne TIPH H3KITI0YUTEITHH
00CTOSTENICTBA - HATIPUMEP, aKO MMa riio0aHa emuaAeMus OT Tpul (TPUITHA naHOeMus) U
CE30HHATA IPUITHA BAKCHHA HE OCHTYpsIBa JIOCTATHYHA 3aILHTA.

Tamiflu ceappika o3enTaMuBHp, KOMTO Ce OTHACS KbM IpyIia JCKApCTBA, HAPECUCHU UHXUOUMOPU HA
Hegpamunuoazama. Te3u IeKapcTBa MPe0TBPaTsBaT Pa3NpOCTPAHEHUETO Ha TPHUITHHS BUPYC B
opranu3ma. Te momarar 3a oOJeKuaBaHe WU MPEIOTBPATIBAHE HA CHMIITOMUTE HA TPUITHATA BUPYCHA
WHQEKITHSL

Wndnyennara, 0OOMKHOBEHO Hapu4aHa IpHIl, € HH(EKLus, MpuIrHeHa oT Bupyc. [IpuzHanuTe Ha
rpuIla YeCcTO BKIIIOUBAT BHE3AITHO MOBUIIIEHA Temieparypa (Han 37,8°C), kauumia, Xxpema,
ri1aBo0oMe, MyCKYJIHH OOJIKM K MHOTO CHJTHA YMOpa. Te3u CUMIITOMU MOKE Ja ca IPEAU3BUKAHU U
ot Apyru nHdpexuuu. MctrHckara rpunHa HHGEKIUs ce MOosSBsABa caMo 0 BpEME Ha €KETOHUTE
eMUIEMHH, KOTaTo TPUITHATE BUPYCH CE Pa3lpOCTPaHsBaT B 00IIECTBOTO. M3BbH enugeMuyHuTe
MEPHUOIU TPUIIONOJO0HUTE CUMITOMU OOMKHOBEHO CE€ MPUYMHSABAT OT Pa3iMyueH BUj 3a001sBaHeE.
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2.  Kakso TpsioBa 1a 3HaeTe, npenu 1a npuemete Tamiflu

He npuemaiite Tamiflu

J AKO CTe aJIEPrUYHH (CEPBLXUYECMEUMENHU) KbM 03eITaAMUBHUP WIH KbM HSAKOSI OT OCTAHAIUTE
cberaBku Ha Tamiflu, u3dpoenu B Touka 6.

I'oBopete ¢ Banms jexap, ako ToBa ce oTHacs A0 Bac. He mpuemaiite Tamiflu.

Ipexynpe:xnenns u npeanasHu MepKu
Ipenu na npuemere Tamiflu, HenpeMeHHO yBeOMETE JieKapsi, KOUTO TO MPEIHCBa

° aKO CTE aJIePrU4HH KbM JIPYTH JIEKAPCTBA

° aKko uMare npoodJiemMu ¢ ObOpenuTe. B TakbB cirydail Moke 1a € HeoOoxoaumo sio3ata Bu na ce
KOpHUTupa

° aKo MMaTe Te:KKO 3a00JIABaHe, KOeTO Hajlara He3a0aBHO IIOCTHIBAHE B OOJIHHUIIA

° ako umyHHata Bu cucrema He pabotu

° aKo UMaTe XpOHUYHO ChpAeYHO 3a00JIsIBaHe WK 3200/151BaHe HA IMXaTeJHUTE NHTUINA.

ITo Bpeme Ha sieuenueto ¢ Tamiflu, yBenomere jexapsi He3a0aBHO:

o aKo 3a0esIexuTe IPOMEHH B [TOBECHUETO HITH HACTPOCHUETO (HE6PONCUXUUHU UHYUOCHNILL),
0cobeHo mpu Jerna U roHomm. ToBa MOKe [1a ca MPU3HALH Ha PE/KH, HO CEPHO3HH HEXEeaHH
peaxuuy.

Tamiflu He e BaKCHHA MPOTUB I'PHUTT

Tamiflu He e BakcuHa: Tol JeKyBa HH(EKIMATA WM MPEIOTBPATABA PA3IPOCTPAHCHUETO HA TPUITHHSI
Bupyc. Bakcunara Bu naBa antutena cpenry Bupyca. Tamiflu Hsima 1a npoMeHn e(peKTHBHOCTTA Ha
MPOTUBOTPHITHATA BaKCHHA M Bammsr nexap MoKe J1a BH PEIIHIIE U ABETE.

Jpyru aexapera u Tamiflu
HNudopmupaiite Bammst nekap winm ¢apMaiieBT, ako mprueMare JpyTrH JeKapcTBa, HiId HACKOPO CTe
npueMany TakuBa. ToBa BKIIIOUBA JIEKapCTBa, OTIycKaHH Oe3 perenta. ClieHUTE JeKapcTBa ca
0COOEHO BaXKHHU:

e XJIOpIponaMu (M3MOII3Ba Ce 3a JICYCHUE Ha JHadeT)

® METOTpeKcaT (M3M03/IBa CE 3a JISUEHNE HAIp. HAa PEBMATONIEH apTPUT)

o (peHmnOyTazoH (M3MON3BA Ce 3a JeUeHNE Ha OOJIKA 1 Bh3NalICHHUE)

e npoOeHenu (U3M0J13Ba ce JIeUeHNE Ha TT0Aarpa)

BpemeHnHocT U KbpMeHe
Tps6Ba na yBenomure Bamms igekap, ako cte OpeMeHHa, cMsTaTe, 4e MOXKe Jia cTe OpeMeHHa Win

IuIaHUpare OPEMEHHOCT, 3a J1a MOJKe JIeKapsIT J1a pemy ganu Tamiflu e moaxomsn 3a Bac.

Edexrure BEpXy KbpMaueTaTa Ha €CTECTBEHO XpaHEHe He ca u3BecTHH. TpsOBa aa yBenomure Bamms
JeKap, aKo KbPMUTE, 32 Ja MOsKe JeKapAT J1a pemu ganu Tamiflu e moaxomsig 3a Bac.

[TocwBerBaiiTe ce ¢ Bamms nexap wim (apmareBT npe/u yrnorpedara Ha TOBa JICKAPCTBO.

Hlodupane u padoTa ¢ MALLIMHA
Tamiflu HsiMa edext BBpXy criocoOHOCTTA 32 modupaHe Wik paboTa ¢ MaIliHU.

Tamiflu cbabp:xa HaTpmii

ToBa jekapcTBO ChabpKa mo-maiko ot 1 mmol vatpwuii (23 mg) B eHa KarcyJia, T.€. MOXe J1a ce
Kake, 4e MPaKTUUECKU HE ChAbPKa HATPUU.
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3. Kak na npuemare Tamiflu

IIpuemaiitTe TOBa JIEKAPCTBO TOYHO KakTO Bu e ka3an Bammdr nexap. AKo He CT€ CUTYpHHU B HELIO,
nonuTtanTe Baims tiekap wiu gpapmarieBT.

Bzemere Tamiflu konkoTO € BH3MOKHO MO-CKOPO, Hali-oOpe B paMKHTE Ha JiBa JIHA OT HAYaI0TO Ha
TPUTTHUTE CUMIITOMH.

IIpenopbunTeHU 1034

3a JiedeHHe HA TPHUI, IpHEMaiiTe 1Be 103U JHeBHO. OOMKHOBEHO € yI00HO J1a ce preMa ejHa 1032
CYTpHH U elHa Beuep. BaskHo e 1a ce 3aBbpIIN 1eJUsl S-AHeBEH Kypc, TOpH U ako ObP30 3ar0YHeTe
Jla ce 9yBcTBaTe mo-100pe.

[Tpu nanmenTu cbe cnaba UMyHHA CHCTEMA JIEYSHUETO Ie MPoabIxku 10 THU.

3a mpoduiIaKTHKA HA TPUN WJIM CJIe[l KATO ¢Te OMJIU B KOHTAKT ChC 3apa3eHo JIMIle, IpPHeManTe
eJ/IHa J103a THEBHO B npoabkeHue Ha 10 quu. Haii-no0pe e na s B3eMate CyTpUH ChC 3aKycKara.

[pu crienan‘y CUTYaIry, KaTo NIKPOKO Pa3NpoCTpaHeHHEe Ha TPHIIa WK MTPH NMaIMEeHTH Che claba
MMYHHA CUCTEMa, JICYEHUETO LIE MPOABIKH JI0 6 Wi 12 cenmuny.

IIpenopbunTeIHATA 1032 C€ OCHOBABA HA TeJIECHOTO TerJi0 Ha nauMenTa. TpsOBa na usnonssare
KOJIMYECTBOTO KalCyJIH 332 IEPOPATHO NPUIIOKEHNE WM CYCIIEH3U, KOeTo By e mpennucano ot

JeKapsl.

Bn3pacTHu 1 1oHomM Ha 13 roguHu U MO-roJieMu

TenecHo TerJio JleyeHue Ha rpum: Jleyenune Ha rpun IIpopunakTuka Ha
7032 (MMYHOKOMIIDOMETHPAHM | TPHIL:
3a 5 OHU ManueHTH): J103a
J103a 3a 10 onu
3a 10 onu™

IToeeue ot 40 kg 75 mg*™* n1Ba rbTH JHEBHO | 75 MQ** nBa IBTH AHEBHO | 75 MY** BeAHBK

JTHEBHO
*3a nayuenmu cvc ciaba umynHa cucmema edeHuemo e 10 onu
**75 mg moorce 0a ce nanpasu om kancyia om 30 mg naroc kancyna om 45 mg
Jlena ot 1 xno 12 ropuan
TenecHo TerJio JleyeHue Ha rpum: JleyeHnue Ha rpun IIpopunakTuka Ha
J103a (MMYHOKOMIIPOMETHPAHW | TPHUIIL:
3a 5 onu NAHEHTH): 703a
J103a 3a 10 onu
3a 10 onu™
10 mo 15 kg 30 mg nBa nbTH 30 mg nBa 'bTH JHEBHO 30 mg BenHBK THEBHO
JTHEBHO
Han 15 kg u 1o 23 kg | 45 mg nBa nbti 45 mg 1Ba IHTH JTHEBHO 45 mg BeaHBK THEBHO
JTHEBHO
Han 23 kg u 1o 40 kg | 60 mg nBa nbti 60 mg 1Ba NBTH THEBHO 60 Mg BeMHBXK AHEBHO
JTHEBHO
Han 40 kg 75 mg** nBa meTH 75 mg** nBa reTH THEBHO 75 mg** BemHBK
JTHEBHO JTHEBHO

*3a deya cvce craba umynna cucmema aevenuemo e 10 onu
**75 mg moorce da ce nanpasu om kancyra om 30 mg naoc kancyna om 45 mg
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Kbpmauera nox 1 roquna (0 xo 12 mecena)

IMpuoxenunero Ha Tamiflu mpu kepMadeTa Ha BB3pacT mox 1 roanHa, 3a MPo(PUIIaKTHKA HA TPHII 10
BpEMe Ha IpHITHA eHAeMHus], TPsIOBa Ja Ce OCHOBaBa Ha MpelleHKaTa Ha JieKapsl, CJIeil KaTo ce B3eMe
npeIBU/I TIOTSHIMATHATA 10132 CIPSMO MOTCHITHAIHUS PUCK 32 KbPMAYeTo.

TesecHo TerJio JleyeHue Ha rpuiI: JleyeHue Ha rpun IIpodunakTuka Ha
7032 (MMYHOKOMIIPOMETUPAHH rpHIL:
3a 5 onu NALUEHTH): 7032
no3a 3a 10 onu
3a 10 onu™
3 kg mo 10+ kg 3 mg nHa kg tenecHo 3 mg na kg tenecHo terno**, | 3 mg Ha kg**,
TEerja0™*, 1Ba I'bTU JHEBHO | JIBA ITbTU JTHEBHO BEJIHBK JTHEBHO

*3a kvpmavema cvce craba umynna cucmema ievenuemo e 10 onu
**mQ na Kg = My 3a 6cexu kunozpam om meiecHomo me2io Ha kKepmavemo. Hanpumep:
Ako edno 6-meceuno kopmaue mescu 8 Kg, dozama e

8 kg x 3mg ra kg = 24 mg

Ha4yux Ha npuiIoKeHne
[TorrpiiaiiTe KancyJaure 1eny, ¢ Boaa. He dynere u He IbBUYETE KaIICYJIUTE.

Tamiflu moxe Ja C¢ npucMa CbC U 0e3 XpaHa, BBIIPCKU Y€ MPUCMAHCTO MY C XpaHa MOXKC a
HaMaJIi BEPOATHOCTTA OT raICHC UJIM IIOBPBIIAHEC.

Xopa, Ha KOUTO UM € TPY/IHO 12 PHeMAT KaICyJIu, MOXKe [1a U3M0I3BaT Te4YHO jekapcTo Tamiflu
nepopanna cycnensus. Axo umare Hyxaa ot Tamiflu mepopansa cycniensusi, Ho BbB Barara anteka
HsIMa TakaBa, MOXKe Jla HarpaBuTe TeyHa gopma Ha Tamiflu ot Te3u kancynu. Buxkre “Ilpucomesane
Ha meuen Tamiflu exwvuyu” Ha npyrarta crpanuiia.

AKO CcTe npHeJM nmoBeye oT HeodxoaumaTa jo3a Tamiflu

Crpere npuema Ha Tamiflu u ce cBbpxeTe He3a0aBHO ¢ JieKkap WK (apMaleBT.

B noBeuero citydan Ha Ipeo3upaHe MallMeHTHTEe He ChOOIIaBaT 32 HEeXKEeJIaHH! JIEKAPCTBEHU PEAKIIUH.
Koraro ca q1oK/ia/iBaHi HEKENaHU PEaKIMH, Te ca OWIM MOJOOHH Ha Te3H KaTo IPH HOPMAITHUTE 103U,
KOHUTO Ca OIMUCAHU B TOYKa 4.

[Mo-yecTo ce choOIIaBaT Cyyan Ha MPeI03UpaHe MPH Jeld, OTKOJIKOTO IPHU BH3PACTHH U FOHOILIH.
[purotesiHeto Ha Teuen Tamiflu TpsiOBa na craBa BHUMATENHO, KAKTO U MpuioxeHuero Ha Tamiflu
Kancynu win tedeH Tamiflu mpu nera.

AKo cTe nponycHajm 1a npuemere Tamiflu
He B3emaiite nBoMHA 1034, 3@ Ja KOMIIEHCUpATE MPOITyCHATA KalcyJa.

Ako cTe cripesin mpuema Ha Tamiflu

Hsma Hexenanu peaknuu, korato cnpere npuema Ha Tamiflu. Ho ako Tamiflu ce cnpe mo-pano
OTKOJIKOTO Bammmsr siexkap Bu e xazan, cMiMOTOMUTE Ha TpUIla MOKeE Jia ce BbpHAT. BuHaru
3aBBpIIBAliTE Kypca Ha JEUEHUE, IpeNIcal OT Bamms ekap.

AKO MMaTe HIKAKBHU JIOMBIHUTEITHA BBIPOCH, CBBP3aHU ¢ yIoTpebara Ha TOBa JIEKApPCTBO, MOMHUTANTEe
Barnus siekap wiu gpapmarieBr.

4.  Bb3MOXKHH HEXKeJAHU peakiun

Kakro Bcuukw jeKapcTBa, TOBA JEKAPCTBO MOJKE J1a MPEIU3BHKA HE)KEJIaH! PEaKIMH, BHIIPEKU Ue He

BCEKH T'Hl ITOJTy4aBa. MHOTO OT HEXEJIaHUTE peakuu, N30pOeHH T0-10ITy, MOXKE Ja ca PeAN3BUKaHU
CBIIO U OT TPHUIIA.
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CreqHUTE CEpHO3HU HEXKEJIaH! PEaKIMK ca ChoOIIaBaHu psjiko, oTkakto Tamiflu e Ha mazapa:

e  AHadunakTHYHH ¥ aHAQUIAKTOUTHH PEAKIMH: TEKKH aJICPTHIHU PEAKIUH C TIOyBaHEe HAa
JIMIETO U KOXaTa, ChpOsII 0OpHB, HUCKO KPHBHO HAISITAHE U 3aTPYIHCHO JUIIAHE

e  UYepHoapoOuu HapyiieHus (GyIMAHAHTEH XSTATUT, HAPYIIICHHE HAa YepHOIpOoOHaTa (DYHKIIUS
¥ XKBJITCHHIA): TIOKBIITSIBAHE Ha KOKaTa M OSUTOTO Ha OYMTE, IPOMSHA Ha IIBeTa Ha
U3MPAXKHEHHUSITA, POMSIHA B TOBEICHHETO

e  AHIMOHEBPOTHYCH €/IEM: BHE3AITHO TEXKO MMOyBaHE Ha KOXKaTa OCHOBHO B 00J1aCTTa Ha
rJiaBaTa | IIHSITa, BKITFOYUTEITHO OYUTE U €3UKa, ChC 3aTPYTHEHO JUIIAHE

e  Cunapom Ha CtuBBHC-/[PKOHCHH U TOKCHYHA CIHACPMATHA HEKPOITH3a: TeKKa
’KUBOTO3aCTpalIaBalla alepruuHa Peakiysi, TeKKO Bb3ITAICHHE HA KOXKATa U JINTABHIIATE,
3aMo4BaIlo C TPECKA, Bh3MAICHUE Ha TBPIOTO, YMOpa, KOXKHH OOPUBH, KOUTO BOJST JI0
H0sBaTa Ha KOYKHU MEXYpH, 00€/IBaHe, CBIIMYaHE HAa TOJIEMH OBBPXHOCTH OT KOXKa,
BB3MOKHH 3aTPYIHCHHS B AUIIAHETO U HUCKO KPHBHO HAJISTaHE.

e  KbpBeHe OT CTOMAIIHO-YPEBHHSI TPAKT: MPOIBIKUTEIIHO KbPBEHE OT JIE0ETI0TO YepBO HITH
IUTFOCHE Ha KPBB

e  HeBpomncuxu4Hu HapyIICHHS, OTIMCAHH T10-0ITY.

AKo 3a0ej1e;KuTe HAKOM 0T Te3u CHUMIITOMH, IOTHPCETE He320aBHO MeIUIUHCKA MOMOIII.

Haii-dyecto (MHOTO YE€CTH M YeCTH) ChOOIIABAHUTE HEXXeJIaH! peakiiu Ha Tamiflu ca ramene wim
MOBpPBIIAHEe, CTOMAIIHN OOJIKH, CTOMAIITHO Pa3cTPOMCTBO, I1aBoboue u 6oska. Te3n HexenaHu
peakImu ce HabIroJaBaT MPEANMHO CJIe]] TbpBara 03a OT JEKapCTBOTO M OOMKHOBEHO CIUPAT C
MPOIB/KABAHETO Ha JiedeHreTo. YecToTaTa Ha Te3M PEakiiy Ce HaMallsiBa, aKo JICKAPCTBEHUAT
MIPOYKT C€ TPUEMa C XpaHa.

Peaku, HO CepHO3HH peaKUu: MOThPceTe BeHATa JeKapcKa MOMOII
(Te mooice oa 3aceenam oo 1 na 1 000 oywiu)
ITo Bpeme Ha siedenue ¢ Tamiflu, *Ma CHOOIICHNUS 32 PEAKH CHOUTHSI, KOUTO BKIIOYBAT

. I"'bpuoBe U HEeNMUpUyM, BKIIOYATEITHO IPOMEHEHO HUBO Ha Ch3HAHHE
. O0BpKaHOCT, HEOOMUYAITHO TIOBEICHUE
. Hanyanoctu, xamonyHaimu, Bb30y/1a, TPEBOKHOCT, KOIIIMapH

Te3u cpOuUTHS ce CHOOIIABAT MPEAUMHO HPH JIeld M FOHOIIHM M Y€CTO 3aII04BaT BHE3AIMHO U

oT3By4aBat 0bp30. HskoiKo city4ast ca IOBeJH 10 CaMOHapaHsBaHe, HSIKOH OT KOUTO ¢ (haralieH

u3xo. TakiBa HEBPOIICUXMYHH CHOUTHS Ce ChOOIABAT CHIIIO M TIPH MALMEHTH C TPHIT, KOUTO HE ca

npuemarnu Tamiflu.

o IMarmenTHTE, 0COOCHO JIelia 1 IOHOIIH, TPsiOBa J1a ce HablroaBaT BHUMATEIHO 32 MOsBa Ha
OTMCAHHTE TO-TOPE POMEHH B MOBEICHUETO.

AKko 3a0ej1e:KnuTe HAKOU OT Te3H CHMIITOMH, OCOOCHO IPH MO-MJIa/IH XOpa, MOThpceTe He3a0aBHO

JieKkapcKa oMo,

BL3pacnm M IOHOIIM HA 13 roguHMu U Mo-rojieMu

MHoro 4yecTH HeKeJAHHU pPeaKIuu

(mooice 0a 3acecnam nogeve om I na 10 oywu)
e [maBoGomnue
e Tagene.

YecTn HeKeJJaHH peaKIuu

(modice 0a 3aceenam do 1 na 10 oyuu)
e bponxur

Xeprec Ha YCHUTE

Kammma

3amaiiBaHe

Bucoka remneparypa

Bonka
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bonka B kpaliHuLIUTE

Xpema

bescbHue

Bb3naneno repio

CromarnrHa 0o1ka

Ymopa

[IpnHOTA B rOpHATa YacT Ha KOpeMa

WNudexmu Ha TOPHUTE qUXATEHU TBTHINA (Bh3MAJICHUE Ha HOCA, T'BPIOTO M CHHYCHUTE)
Jlomro xpanocmunane

[ToBpriuaHe.

Hedyectn He:keslaHM peakuuu
(mooice 0a 3aceenam 0o 1 na 100 oywm)
e AJEepruyHu peakuuu
[IpomeHneHO HUBO Ha Ch3HAHHE
I'spu
Hapy1enust Ha cbpaedHUs pUuTbM
Jlexu 10 TeKKHU HApYIIEHHS HA YepHOAPOOHATa (QYHKIIUS
Koxnu peaxinn (Bp3najieHne Ha KOKaTa, YepBEH U Chp OS] 0OpUB, CBIMYaHE HA KOXKATa).

Peaxu Hexke1aHU peakuuu

(moowce Oa 3acecnam 0o 1 na 1 000 oywu)
e TpombonmTonenus (HUCHK OpPOit TPOMOOIIUTH )
e 3puUTeIHU HAPYILICHHUSL

Jema ot 1 10 12 roquHu

MHOTO0 YeCTH HeKeJIAHH PeaKIuu

(moorce Oa 3aceenam nogeue om 1 na 10 oywm)
e Kanumna
e 3amymiBaHe Ha HOCa
e [loBpsinane.

YecTH HeKeJAHU pPeakiuu
(moowce O0a 3acecnam 0o 1 na 10 dywm)
o KOHIOHKTHBUT (3auepBsBaHE HA OYUTE U CEKPELUS I OOJIKA B OKOTO)
Br3nanenue Ha yX0TO U ApYTH HApYIIEHUS HA YXOTO
I'maBoGonue
T"amene
Xpema
Cromarrna 6onka
[TenHOTA B rOpHaTa yacT Ha Kopema
Jlomwo xpaHocMumaHe.

HedyecTn He:keJaHn peakuuu
(modice 0a 3aceznam 0o 1 na 100 dywm)
e Brp3naneHue Ha KoKaTa
e HapymeHnue Ha ThIaHYeBaTa MeMOpaHa (ThIIaHYETO).

Knpmauera noa 1 roquna

CBh0oOILEHUTE HEKEIaH! PeaKIMy TPH KbpMadeTa Ha Bb3pacT ot 0 1o 12 Mecelia, ca npeIuaMHO
MOJOOHH Ha HEXEJaHUTE PEaKUH, CbOOLICHH MPH MO-TOJIeMH Jena (Ha Bb3pacT 1 roauHa uim mno-
rojemu). OCBeH TOBa MMa ChOOILICHHS 3a TUapys U OOPUB OT IEJICHH.
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AKO HSIKOS OT HE)KEJIaHUTE JIEKAPCTBEHN PEaKIUH CTaHEe CepHO3HA WIH 3a0eJIexUTe IpyTH,
HEOIMCaH!U B Ta3M JIMCTOBKA HEKEIaHU peaKiuy, yBegomere Bamms nexap wim dapmanent. Obaue,
e ako Bue nym BameTo aeTe noBpbIaTe MHOTOKPATHO WU
® aKO CMMITOMHUTE HA I'PHII Cce BJIOLIABAT, I BUCOKATA TeMIlepaTypa NpoIb/LKaBa
YBenomerte Bammst Jiekap KOJKOTO € Bb3MOKHO I0-CKOPO.

Cho0uaBaHe Ha HeKeJIAHH peaKIuu

AKO ToJTyuuTe HIKaKBU HEKEITaHU JICKAPCTBEHU Peakiinu, yBenomere Bamms nexap. Tosa BkitouBa
BCHYKH BH3MOXHU HEOMKMCAHH B Ta3M JINCTOBKA HEXKENIaHU peakinui. MoreTre ChIIo Ja ChoOIuTe
HEXeJIaHU PeakIuy TUPEKTHO Upe3 HallMOHATHATA CUCTEMA 33 ChOOIaBaHe, MOCOYCHA B
[punoxenue V. Karo crobiaBare HexkeNaH! peaki[uy, MOXETe Jia JaIeTe CBOS PUHOC 32
NoJly4yaBaHe Ha moBede HH(popMarys OTHOCHO 6€30T1aCHOCTTa Ha TOBa JIEKapCTRBO.

5.  Kak ga coxpaunsiBate Tamiflu

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBITHO 3a JACIaA.

He u3mosn3BaiiTe ToBa JiekapcTBO Clie/l CPOKa Ha TOIHOCT, OTOENsA3aH BEPXY KapTOHEHATa OMaKOBKa U
omicrepa ciiex EXP/Tonen 10. CpoksT Ha TOTHOCT OTTOBAps HA TIOCACIHUS IEH OT MMOCOYCHHUS MECEIL.

Ha ue ce cpxpansiBa Hax 25°C.

He u3xBbpsiiTe TekapcTBaTa B KAaHATU3ALUATA UM B KOHTEHHEPA 32 JOMAIIHA OTHAAbIIH.
INonwmratite Bamus ¢hapMalieBT Kak Ja U3XBBPJIATE JeKapCTBaTa, KOUTO Beue He u3oseare. Te3u
MEpKH III€ CTIOMOTHAT 3a OTIa3BaHe Ha OKOJIHATA CpeJia.

6. CpabpikaHue HA ONAKOBKATA M JONMbJIHUTETHA HH(OPMAIUS

Kakso cbabpixa Tamiflu

. AKTHBHOTO BEILIECTBO €!
Bcesika TBBpIa Karicyna chabpika ozentaMuBup docdar, ekBuBaneHTeH Ha 45 Mg 03eITaMUBHP.
. [pyrure cbcraBku ca:

ChIbprKaHUE Ha KarcyJsaTta: pexeTaTHHU3UPaHO HUIIECTE, TANK, TOBUIOH, KPOCKapMeno3a
HATpUii 1 HaTpueB cTeapun gymapar (Brokre Touka 2 ,,Tamiflu ceabpika HaTpmii*)

0OBUBKa Ha KarcyJiaTa: >KeJlaTuH, dyepeH xene3ed okeun (E172) u turanos nuokenn (E171)
neyarapcko Mactuiio: mesiak (E904), ruranos auokcun (E171) u FD u C Blue 2 (uHIuro
kapmuH, E132).

Kaxk u3rae:xna Tamiflu u kakBo cbabp:ka onakoBKaTa
TeBpaaTa kamncymna ot 45 Mg ce CbCTOU OT CHBO, HEMPO3padyHO TsuI0 ¢ ornedatad Haanuce “ROCHE” u
CHBO, HEMPO3payvHO Karaye ¢ oTrevyarad Haamuc “45 mg”. [levaTHuTe HAAMMCH ca CHHM.

Tamiflu 45 mg TBBpU Kamcyu ce npejyiarat B OJUCTepHA ONakoBKH 1o 10.

IIpuTte:xaTen Ha pa3pelieHHETO 32 yIOTpeda
Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

I'epmanns

IIpousBoauTe.

Roche Pharma AG
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen

I'epmanus
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3a nombaHUTENHA HHGOPMAITUSI OTHOCHO TOBA JICKAPCTBO, MOJISI, CBBPIKETE CE€ C JIOKATHHS
TIPEICTABUTEN Ha MIPUTEKATENS Ha Pa3peIIeHHeTo 3a yrmoTpeoda:

Belgié/Belgique/Belgien,
Luxembourg/Luxemburg
N.V. Roche S.A.
Belgié/Belgique/Belgien
Teél/Tel: +32 (0) 252582 11

Bbuarapus
Powt bwarapust EOO/
Ten: +359 2 474 5444

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

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

EXAéoa, Kompog
Roche (Hellas) A.E.
EA\Gda

TnA: +30 210 61 66 100

Espafia
Roche Farma S.A.
Tel: +34-91 324 81 00

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

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

Ireland, Malta

Roche Products (Ireland) Ltd.

Ireland/L-Irlanda
Tel: +353 (0) 1 469 0700

island

Roche Pharmaceuticals A/S
c/o Icepharma hf

Simi: +354 540 8000
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Latvija

Roche Latvija SIA
Tel: +371 - 6 7039831
Lietuva

UAB “Roche Lietuva”
Tel: +370 5 2546799

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

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



Italia Suomi/Finland

Roche S.p.A. Roche Oy

Tel: +39 - 039 2471 Puh/Tel: +358 (0) 10 554 500
Sverige
Roche AB

Tel: +46 (0) 8 726 1200

JlaTa Ha mocJieqHO nmpepa3sriexnane Ha Juctokarta {MM /I'TTT}.

Ho;[po6Ha I/IH(I)OpMaLII/IH 3a TOBA JICKAPCTBO € MPCAOCTABCHA Ha ye6ca171Ta Ha EBpOHGﬁCKaTa arcHOus
o JiekapcTBarta: https://www.ema.europa.eu.
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HNudopmanus 3a norpeduTtens

3a x0pa, Ha KOMTO UM € TPY/IHO /1 NpHeMAaT KAINCYJH, BKIIOUYMTEIHO MHOTO MAJIKH JIENa, IMa
teuHo JekapctBo Tamiflu nepopanna cycnensus.

AKO0 MMaTe HY>K/1a OT TEYHO JICKAapCTBO, HO HE Pa3loyiarate ¢ TaKoBa, CyCIIEH3Us MOXKeE J1a Ce
npurotsy B anrtekara ot Tamiflu kancymu (Buxre HMugopmayus 3a meouyuncku cneyuanucnmu). Tozn
npenapar, IPUroTBEH B aNTeKaTa, ¢ MPeAOYNTAHUST BAPUAHT.

Axo HsIMa Tpernapar, IPUroTBEH B aliTeKara, MOXe Jia CH HarpaBuTe TeueH 1amiflu ot Te3u karcynm
BKBIIIH.

[o3ara 3a neuenue u mpoUIIaKTHKa HA TPUT € eJHaKBa. Pa3nukara € B TOBa, KOJIKO Y€CTO Ce
npusara.

Ipuroresine Ha Teyen Tamiflu Bkbum

o AKO MMaTe TOYHATA KarcyJa 3a HeoOxoaumaTa 103a ( 3a jgo3a 45 mg), e oTBopuTe
KaricyJsara u I1e pa3obpKare Chbp)KUMOTO B €/lHa YaeHa JIkKUYKa (WU [T0-MaJIKO)
TOAX OIS TIOJICIIAJICH XPaHUTEJICH MPOAYKT. ToBa OOMKHOBEHO € MOIXO0 A0 3a Jena Haja 1
rojuHa. Bukre yka3zaHnusita no-rope.

o AKO HMaTe Hy’K1a 0T I0-MAJIKH JI03H, IPUroTBsiHeTO Ha TeueH Tamiflu ot karcynu BrirouBa
JOMBITHATEHH CTHIKA. TOBa € MOAXOMSIIO 32 MO-MaJKHU Jela, Aela C 0-MaJKO Terjio 1
OebeTa: Te 0OMKHOBEHO MMaT Hyk1a ot fo3a Tamiflu mo-manka ot 45 mg. Bu:kre ykazanusita
0-J10.Ty.

Jema ot 1 10 12 roquau

3a 1a npuroTBuTe 1032 OT 45 MJ, MMaTe HY&K1A OT:

e Ejana kancyna Tamiflu or 45 mg
OcTpu HOXKULU
Enna manka kyna
YaeHna JbkuuKa (JIbKHYKa oT 5 ml)
Bona
Cianka XxpaHa 3a IPUKpUBaHE Ha TOPUMBHS BKYC HA IIpaxa.

Hanpumep: moxonanoB cupon Uitk CUPOIT OT YEPEeIH U JECEPTHHU 3aJIMBKU KaTo CUPOI OT

Kapamen win Hyra. Vi Moxke 1a IpUroTBUTE MOACIaieHa BOJa: CMEceTe eHa YaeHa
JTBXKUYKA BOJA C TpH 4eTBBPTH (3/4) yacHa TBKHUKA 3axap.

Crbnka 1: IlpoBepeTe 1211 103aTa e NpaBUJIHA

3a 12 HaMepuTe TOYHOTO KOJMYECTBO, KOETO TPsIOBa J1a U3MO0JI3BaTE, HAMEpETE TErNIOTO Ha
MaIMeHTa OT JISIBO Ha TabJuIaTa.

[Nornennere B AsicHaTa KOJIOHA, 32 J]a IPOBEPUTE OPOS HA KAIICYJIMTE, KOUTO TpsiOBa Jia Jjajiere
Ha MaIeHTa KaTo eHOKpaTHA 703a. KoH4ecTBOTO € €THO | ChIN0, HE3aBUCUMO JIAJTH € 33
JiedeHne WK po(uIakTHKa Ha TPHUIL.

I[03a or45n 0] ' ROCHE 45 mg
| |
L}

TpsiOBa na ns3non3Bate camo Karncyiu ot 45 mg 3a no3u ot 45 mg. He ce onurBaiite na
npuroteute g03a or 30 mg, 60 mg i 75 Mg, KaTo U3MoN3BaTe ChIBPKUMOTO Ha KAIICYJIH OT
45 mg. BmecTo ToBa M3M0A3BaNTE MOAXOASIIUTE KATICYIIH.
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Terao Jo3a Tamiflu Bpoii kancyan ot 45 mg

Ho15kg 30-mg He n3noasBaiite kancyJau ot
45 mg

IToseue ot 15 kg mo | 45 mg 1 xancyna

23 kg

Hoseue-or23-kgre | 60-mg He u3nou3Baiite kancyJm ot

40kg 45 mg

Crbnka 2: M3cunere BCHUKHUSA NPax B Kyna

JlpmkTe KancyaaTa ot 45 Mg B U3NPaBEHO MOJII0KEHUE HAJl KyTa U BHUMATEITHO OTPEKETE
3200JICHUS BPBX ¢ HOXUIWM. V3cutieTe BCHUKUS NIpax B KymaTa.
BHumMaBaiiTe ¢ npaxa, 3al10To TOW MOKeE Jla pa3/ipa3Hu Koxara u ounte Bu.

Crbnka 3: Iloacaaaere npaxa u AaiTe 103aTa

JloGaBeTe MaJIKO KOJIMYECTBO — HE TIOBEYE OT €/IHA YacHa JIHKMYKA - CJIajKa XpaHa KbM IIpaxa B
KyIara.

Toga e, 3a j1a ce npukpue ropuuBus Bkyc Ha Tamiflu mpax.

Pazonbpkaiite mobpe cmecra.

JaiiTe nsiyI0TO ChABPKAHME HA KyTlaTa HAa AUEHTA BEAHAra.

AKO € 0CTaHAaJI0 MAJIKO OT CMeCTa B Kynara, U3IJIaKHETE s C MaJIKO BOoJda U JlaiiTe Ha MaIyeHTa
Ja g U3IUC 1sj1ara.

[ToBTOpETe Ta3u mporeypa BCEKH BT, KOTATO TPsOBa Jia IajeTe JIeKapCTBOTO.

Kbpmauera noa 1 ronuna

3a Ja NPUroTBUTE MMO-MAaJIKA €IMHUYIHA /1032, UMAaTE HYKIA OT:

Enna kancyna Tamiflu or 45 mg

OcTpu HOXKUIU

JBe Mmaaku Kynu (M3M03BaiTe OT/aeIeH YT KyIIH 3a BCSIKO JIETe)

EnuH rosisiMm nepopasieH 103aTop 3a U3MepBaHe Ha Bojara — jgo3aTop ot 5 ml wm go3atop ot

10ml

Eun Masrbk nepopaJies go3atop c aenenus ot 0,1 ml 3a naBane Ha no3ata

YaeHa JbkuuKa (JIbKHYKa oT 5 ml)

Bona

Cuiajka XpaHa 3a IpUKpUBaHe Ha ropurBus BKyc Ha Tamiflu.
Hanpumep: mokoaagoB CHpOIT MIIM CHPOI OT YePEelIn U ICCEPTHH 3aJIMBKU KaTO CHPOI OT
Kapamell WU HyTa.
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Wiu Moske J1a MPUroTBHUTE MOJICIIAICHa BOJIA: CMECETE €/IHA YacHa JIbKUYKA BOJA C TPU
ueTBbPTH (3/4) YacHa IBKAYKA 3axap.

Crbnka 1: U3cunere BCHUYKHUS nmpax B Kymna

Jpbxre kancyaaTa oT 45 Mg B U3MpaBeHO MOJI0KEHNUE HAJl €IHATA OT KYITUTE U BHUMATEIHO
OTpexeTe 3a00JIeHNS BPBX C HOXUIIA. BHIUMaBaiiTe ¢ mpaxa: Tol MOKe J1a pa3/ipa3Hu KoxKara u
ounte Bu.

N3zcurere Bcuukus mpax B KyIaTta, KakBaTo U /1032 Ja IPUTOTBATE.

KomnmdaecTBOTO € €1HO U CHINO, HE3aBUCHMO TN € 32 JISYCHUE WM POPUIAKTHKA Ha TPUIL

Crbnka 2: JlodaBete Boaa, 3a 1a ce pa3pean JIEKAPCTBOTO

W3non3saiite mo-roaeMus
1103aTOp, 32 Ja U3TETIIUTe
7,5 ml Bopa.

JloGaBeTe BojaTa KbM
mpaxa B Kyrara.

Pazowpxaiite cmecta T A K
C YaeHaTa TbKNYKa L/ T ’
B IPOIbJKEHUE HA OKOJIO
2 MUHYTH.

2 mins

He ce npurecHsBaiiTe, ako paxsT HE C€ pa3TBOPU HAII'BJIHO. Hepa3TBOpeHUAT npax chAbpkKa
CaMO HEaKTUBHU CHCTaBKU.

Crbnka 3: I/IsﬁepeTe NMPaBHUJIHOTO KOJIHYECTBO 3a Bamiero nere criopena TerJoTo My

Ilornexnere 3a TErja0TO HA JETETO OT JIsIBaTa CTpaHa Ha Ta6m/1uaTa.
Komnonara ot JSCHO Ha Ta6J'II/II_[aTa II0Ka3Ba KOJIKO OT TCYHaTa CMEC TpSIGBa Ja U3TCIJINTC.

Kbpmauera noa 1 roquna (BKJIIOUMTEIHO JOHOCEHH HOBOPOJdeHU OebeTa)

TerJio HA 1eTETO Kouaxko cmec
(Hali-0JIM3K0TO) TpsAOBa 1a N3TerJIUTe
3 kg 1,5 mi
3,5kg 1,8 ml

4 kg 2,0 ml

45 kg 2,3ml

5 kg 25 ml

5,5 kg 2,8 ml

6 kg 3,0 ml

6,5 kg 3,3mil

7 kg 3,5ml
7,5kg 3,8 ml

8 kg 4,0ml
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8,5 kg 43 ml
9 kg 45ml
9,5kg 48 ml
10 kg mmu moBeue 5,0mi

Crpnka 4: 3Tersiere Te4HATa CMeEC

VYBepeTe ce, ue UMaTe NpaBIIHMS pa3Mep J03aTop.

N3rernere TOYHOTO KOJTMYECTBO TEYHA CMEC OT IIbpBaTa KyIIa.
W3rernere s BHUMATENHO, TaKa 4e Jja HE BKapaTe Bb3AYyLIHU MeXypyerTa.
BrumarenHo BnpbckaliTe TOYHATa 103a BBB BTOpaTa KyTia.

Cronka 5: Ioacuaanere u JaiiTe HA A€TETO

JloGaBeTe MaNKO KOJIMYECTBO — HE TIOBEYE OT €/IHA YacHa JIHKHIKa - CJIaJIKa XpaHa BbB BTOparta
KyTIa.

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

Pas6bpkaiite moOpe craakara xpana u Teunus Tamiflu.

JlaiiTe uAI0TO CHABPKAHUE HA BTopaTa Kyma (Tamiflu Teuna cmec ¢ mobaBenara ciaaka
XpaHa) Ha JIETETO Be/Hara.

AKO € 0CTaHAaJI0O Helll0 OT CMeCTa BbB BTOpaTa Kyna, U3IUIaKHETC g C MaJIKO BOJA U A JTanTe
Ha ICTCTO Aa A U3IHC Is1ara. 3a A€1a, KOMTO HE MOraT Jia IUAT OT KyIla, TaNTe C ThKWYKA WIIH
M3II0JI3BANTE mMme, 3a aa Aaa€Tre Ha A€TCTO OCTaHalaTa TCYHOCT.

J];aﬁTe Ha ACTCTO HCIIO 3a IIMCHE.

I/stm)p.neTe osJiaTa HEU3I0JI3BaHA TCYHOCT, 0CTaHAJIA B ITbpBaTa Kylia.

HOBTOpeTe Ta3u npoueaypa BCCKU II'bT, KOTraTo TpSI6Ba Ja 1aaeTe JICKapCTBOTO.
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I/IH(I)OpMaIIHH CaMo 32 MCIMIHMHCKHA CIICNHAJIUCTH

ITanueHTH, KOUTO HE MOTaT /1a MOTJIBbUIAT KATCYJIH

IMpomunuieHo mpoussenen Tamiflu 3a mepopanna cycnensus (6 mg/ml) e mpeAnOYNTaAHUAT TPOTYKT
3a MeUaTPUYHHU U BH3PACTHHU MALMEHTH, KOUTO UMAT 3aTPyIHCHHS IPH MPETITBIIAHETO Ha KaIlCyJIH,
WM KOTaTo ca HeoOXOIMMH MO-HKUCKH 7034. B ciyyaii, ye Hsama npomuiiuieHo npousseneH Tamiflu
npax 3a rnepopajiHa CycreHsus, (papManeBThT MOXKe J1a puroTBu cycnensus (6 mg/ml) ot Tamiflu
Karcyiu. AKO HsMa IMPOMHUIILICHO TPOU3BE/ICHA CYCIICH3HSI, MAMEHTUTE MOXKE /1a CH TIPUTOTBSIT
CYCIICH3HUSATA OT KarCyJIH BKBIIH.

3a mpuiaraHe Ha CyCIEH3HATa, IPUTOTBEHA B alTeKaTa U 3a MPOLEIYPHUTE 3a IOMAITHO MPUTOTBSHE,
TpsIOBA J1a ce MPEOCTaBAT MEPOPAIHH 103aTOPH (CIIPUHIIOBKH 32 IIEPOPATTHO MPUIIOKEHHUE) C
noxxoasiy o0em u rpanyupane. B npara cinyvast mpaBuiHMUTE 00eMH TpAOBa Ja ca 0TONSI3aH! BBPXY
J103aTOpUTE. 32 IPUTOTBSIHE B JOMAIIHU YCIOBUS, TPSAOBA [1a CE OCUTYPST OTACIHH J03aTOPH 32
B3eMaHe Ha ITPaBWIHK 00eM BOa M 3a m3MepBaHe Ha cMecta Tamiflu-Boma. 3a msmepsane ua 5,0 ml
BOJIa, TPsIOBa 1a ce u3nosssar go3atopu ot 5 Ml wim 10 ml.

IMoaxoasmre 06eMu Ha 103aTopa 3a B3eMaHe Ha Tounust 0oem Tamiflu cycrensus (6 mg/ml) ca
MIOKa3aHH T10-/10Ty.

Knpmauera noa 1 roquHa (BKJIIOYUTEIHO JOHOCEHU HOBOPOJeHU OebeTa):

Ho3a Tamiflu KoanuectBo Tamiflu Pa3mep Ha 103aTopa, KoiTO
CyCnieH3us a ce u3IoJja3Ba
(c neqenns ot 0,1 ml)
9mg 15 mi 2,0 ml (umu 3,0 ml)
10 mg 1,7 mi 2,0 ml (umu 3,0 ml)
11,25 mg 1,9 ml 2,0 ml (um 3,0 ml)
12,5 mg 2,1 ml 3,0ml
13,75 mg 2,3 ml 3,0 ml
15 mg 2,5 ml 3,0 ml
16,25 mg 2,7 ml 3,0ml
18 mg 3,0ml 3,0 ml (unum 5,0 ml)
19,5 mg 3,3 ml 5,0 ml
21 mg 3,5ml 50 ml
225 mg 3,8 ml 5,0 ml
24 mg 4,0 ml 5,0 ml
25,5 mg 43 ml 5,0 ml
27 mg 45 ml 50 ml
28,5 mg 4,8 ml 5,0 ml
30 mg 5,0 ml 5,0 ml
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JlucroBka: nHdopmanus 3a noTpeduTeIst

Tamiflu 75 mg TBbpaAN Kancym
o3entamuBup (oseltamivir)

IIpoyeTeTe BHUMATE/IHO ISIJIATAa JMCTOBKA, IPeIH 1A 3all0YHETE Ja NpueMaTte TOBA JeKAPCTBO,
ThH KaTo T ChABbP:Ka BaxkHAa 32 Bac nndopmanus.

o 3amasere Tazu JUCTOBKA. MOXe Ja ce HAJIOKH 11 sl IPOYETeTe OTHOBO.
o AKO MaTe HIKAaKBU JOITBIHUTEIHNA BBIPOCH, MonuTaiTe Bamms nexap nin dapmanenT.
. ToBa nexapCTBO € NPEeANUCcaHo €IUHCTBEHO U JINYHO Ha Bac. He ro npeorcrenBaiite Ha Apyru

xopa. To Moke J]a UM HaBpe/H, HE3aBUCHUMO Y€ MMPU3HAIMTE Ha TSIXHOTO 3a00JIIBaHE Ca CHIIUTE
KaTto BammTe.

° AKO TIONTy4YUTe HIKAKBU HEXKEJIaHU JIEKAPCTBEHU PEaKiliy, yBefomMere Bars nexap uim
¢dapmarer. ToBa BKITIOUBA U BCUYKH BB3MOKHH HEXKEIIaHH PEaKIIUK, HEONMCAHH B Ta3H
JMcToBKa. Brokre Touka 4.

Kakso CbABbPiKa Ta3u JIUCTOBKA

Kakpo npencraBasiBa Tamiflu u 3a kakBo ce n3noJ3Ba
Kakgo TpsiOBa n1a 3Haerte, npenu Aa npuemerte Tamiflu

Kak na npuemate Tamiflu

Bb3MOKHH HeKeJJaHH peaKIuH

Kak na chxpansBate Tamiflu

CbabpikaHHue HA ONIAKOBKATA U J0NbJIHUTETHA HHpopManus

oukrwnE

1. Kaxkso npeacrasisia Tamiflu u 3a kakBo ce u3noJ3Ba

o Tamiflu ce u3nosn3ea npu BH3pacTHH, FOHOIIIH, JIella U KbpMadeTa (BKJIFOYUTEITHO JOHOCCHH
HOBOpOJIcHU OeOeTa) 3a JeueHue Ha rpun (uxgyenya). Toit MOXe a ce U3IMoI3Ba, KOTaTo
MMaTe CUMIITOMH Ha TPHII U € U3BECTHO, Y€ TPUITHUAT BUPYC LIUPKYJIMpPa B OOLIECTBOTO.

o Tamiflu moxe chIo 1a ce mpeanucBa Npu B3pacTHH, FOHOIIH, KbpMaveTa U JIelia Ha Bb3pacT
Haj | roauHa 3a mMpo¢UIAKTHKA HA TPUII CIIOPE]] KOHKPETHHSI CIIy4aii - HaprMep, ako CTe
OWIM B KOHTAKT C HSAKOW, KOWTO MMa TPHIL.

o Tamiflu moxe na ce nmpeanucpa npu Bh3pacTHU, FOHOIIH, JIC1a U KbpMadeTa (BKIIOUYUTEITHO
JIOHOCEHU HOBOPOJICHU 0ebeTa) KaTo MPo(UIAKTHYHO JedyeHne TP U3KITI0YUTEITHH
00CTOSTENCTBA - HATIPUMEP, aKO MMa riio0aHa enuaeMus OT Tpul (TPUITHA naHoeMus) U
CE30HHATA IPUITHA BAKCHHA HE OCHTYpsIBa JIOCTATHYHA 3aILHTA.

Tamiflu ceappika o3enTaMuBHp, KOMTO Ce OTHACS KbM IpyIia JCKApCTBA, HAPECUCHU UHXUOUMOPU HA
Hegpamunuoazama. Te3u IeKapcTBa MPe0TBPaTsBaT Pa3pOCTPAHEHUETO Ha TPHUITHHS BUPYC B
opranu3Ma. Te momarar 3a obJeKuaBaHe WM MPEIOTBPATIBAHE HA CHMIITOMUTE HA TPUITHATA BUPYCHA
WHQEKITHSL

Wndnyennara, 0OMKHOBEHO Hapu4aHa IpHIl, € HH(EKLus, MpuInHeHa oT Bupyc. [IpuzHanuTe Ha
rpuIla YeCcTO BKIIIOUBAT BHE3AITHO MOBUIIIEHA Temreparypa (Han 37,8°C), kauumia, Xxpema,
ri1aBo0osMe, MyCKYJIHH OOJIKM K MHOTO CHJTHA YMOpa. Te3u CUMIITOMU MOKE a ca IPEAU3BUKAHU U
oT Apyru nHpexuuu. MctrHckara rpunHa HHGEKIUS ce MOosBsABa caMo 0 BpEeME Ha €KETOHUTE
eIUIEMHH, KOraTo TPUITHATE BUPYCH C€ Pa3lpOoCTPaHsBaT B 00IIECTBOTO. M3BbH enngeMuIHuTe
MEPHUOIU TPUIIONOJO00HUTE CUMITOMU OOMKHOBEHO CE€ MPUYMHSABAT OT Pa3iMueH BUj 3a001sBaHe.
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2.  Kakso TpsioBa 1a 3HaeTe, npenu 1a npuemete Tamiflu

He npuemaiite Tamiflu

J AKO CTe aJIEPrUYHH (CEPBLXUYECMEUMENHU) KbM 03eITaAMUBHUP WIH KbM HSAKOSI OT OCTAHAIUTE
cberaBku Ha Tamiflu, u3dpoenu B Touka 6.

I'oBopete ¢ Banms jexap, ako ToBa ce oTHacs A0 Bac. He mpuemaiite Tamiflu.

Ipexynpe:xnenns u npeanasHu MepKu
Ipenu na npuemere Tamiflu, HenpeMeHHO yBeOMETE JieKapsi, KOWTO TO MPEIIHCBa

° aKO CTE aJIePrU4HH KbM JIPYTH JIEKAPCTBA

° aKko uMare npoodJiemMu ¢ ObOpenuTe. B TakbB cirydaii Moke 1a € HeoOxoauMo sio3ata Bu na ce
KOpHUTupa

° aKo MMaTe Te:KKO 3a00JIABaHe, KOeTO Hajara He3a0aBHO IIOCTHIBAHE B OOJIHHULIA

° ako umyHHnata Bu cucrema He pabotu

. aKo MMaTe XpOHUYHO ChpAeYHO 3a00JIsIBaHe WK 3200/151BaHe HA IMXaTeJHUTE NHTUINA.

ITo Bpeme Ha sieuenueto ¢ Tamiflu, yBenomere jekapsi He3a0aBHO:

o aKo 3a0esIexuTe IPOMEHH B [TOBECHUETO HITH HACTPOCHUETO (HEGPONCUXUUHU UHYUOCHNILL),
0cobeHo mpu Jerna U roHomm. ToBa MOKe [1a ca MPU3HALH Ha PE/KH, HO CEPHO3HH HEXEeMaHH
peaxuuy.

Tamiflu He e BakCHHA MPOTUB I'PHUTT

Tamiflu He e BakcuHa: Tol JeKyBa HH(EKIMATA WM MPEIOTBPATABA PA3IPOCTPAHCHUETO HA TPUITHHSI
Bupyc. Bakcunara Bu naBa antutena cpenry Bupyca. Tamiflu Hsima 1a npoMeHy eeKTHBHOCTTA Ha
MPOTUBOTPHITHATA BaKCHHA M Bammsar nexap MoKe J1a BH PEIIHIIE U IBETE.

Jpyru aexapera u Tamiflu
HNudopmupaiite Bammst nekap wim ¢apMmaiieBT, ako preMare JpyTrH JeKapcTBa, Hid HACKOPO CTe
npueManyu Takusa. ToBa BKIIIOUBA JIEKapCTBa, OTIycKaHH Oe3 perenta. ClieHUTE JeKapcTBa ca
0COOCHO BaXkKHHU:

e XJIOpIponaMus (M3MOII3Ba Ce 3a JICYCHUE Ha aldeT)

e MEeTOTpeKcaT (M3M03/IBa CE 3a JISUEHHE HAIIp. HAa PEBMATONIEH apTPUT)

o (GenmnOyTazoH (M3IMOI3BA Ce 3a JIeUeHHE Ha OO0JIKa U Bh3NalICHIE)

e npoOeHenus (M3M0J13Ba ce JeUeHNE Ha TToAarpa)

BpemeHHoOCT U KbpMeHe
Tps6Ba na yBenomure Bamms inekap, ako cte OpeMeHHa, cMsTaTe, 4e MOXKe Jia cTe OpeMeHHa WiIn

IUTaHUpaTe OPEMEHHOCT, 3a J1a MOJKe JIeKapsT Ja pemy ganu Tamiflu e moaxoms 3a Bac.

Edexrure BEpXy KbpMaueTaTa Ha €CTECTBEHO XpaHEHe He ca u3BecTHH. TpsOBa ja yBenomure Bamms
JeKap, aKo KbPMUTE, 32 Ja MOsKe JeKapAT J1a pemu fanu Tamiflu e moaxomsiy 3a Bac.

ITocwBerBaiiTe ce ¢ Bamms nexap wim (apMareBT npe/u yrnorpedaTa Ha TOBA JICKAPCTBO.

Hlodupane u padoTa ¢ MALIMHU
Tamiflu asiMa edekt BBpXy criocoOHOCTTA 32 MmodupaHe Wik paboTa ¢ MaIliHY.

Tamiflu ceabpxa HaTpmii

ToBa jekapcTBO ChabpKa mo-maiko ot 1 mmol vatpwuii (23 mQ) B eHa KarcyJia, T.€. MOXe J1a ce
Ka)ke, 4e MPaKTUIECKH He ChIIbpKa HATPUIA.
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3. Kak na npuemare Tamiflu

IIpuemaiitTe TOBa JIEKAPCTBO TOYHO KakTO Bu e ka3an Bammdr nexap. AKo He CT€ CUTYpHHU B HELIO,
nonuTtanTe Baims tiekap wiu gpapmarieBT.

Bzemere Tamiflu konkoTO € BH3MOKHO MO-CKOPO, Hali-oOpe B paMKHUTE Ha JiBa JIHA OT HAYaI0TO Ha
TPUTTHUTE CUMIITOMH.

IIpenopbunTeHU 1034

3a JiedeHHe HA TPHUI, IpHEMaiiTe 1Be 103U JHeBHO. OOMKHOBEHO € yI00HO J1a ce preMa ejHa 1032
CYTpHH U elHa Beuep. BaskHo e 1a ce 3aBbpIIN 1eJUsl S-AHeBEH Kypc, TOpH U ako ObP30 3ar0YHeTe
Jla ce 9yBcTBaTe mo-100pe.

[Tpu nanmenTu cbe cnaba UMyHHA CHCTEMA JIEYSHUETO Ie MPoabIxku 10 THU.

3a mpoduiIaKTHKA HA TPUN WJIM CJIe[l KATO ¢Te OMJIU B KOHTAKT ChC 3apa3eHo JIMIle, IpPHeManTe

eJ/IHa J103a THEBHO B npoabkeHue Ha 10 quu. Haii-no0pe e na s B3eMate CyTpUH ChC 3aKycKara.

[Tpu criennan‘y CUTYaIMu, KaTo NIKPOKO Pa3lpOoCTpaHeHNE Ha TPHIIA WIIH MTPH NAIMEHTH Che claba
MMYHHA CUCTEMa, JICYEHUETO LIE MPOABIKH JI0 6 Wi 12 cenmuny.

IIpenopbunTeIHATA 1032 C€ OCHOBABA HA TeJIECHOTO TerJi0 Ha nauMenTa. TpsOBa na usnonssare
KOJIMYECTBOTO KalCyJIH 332 IEPOPATHO NPUIIOKEHNE WIN CYCIIEH3U, KOeTO By e mpennucano ot

JeKapsl.

BL3pacnm H 1IoHoImM Ha 13 TOAVMHHU U IMO-TOJIEMH

TesecHO Terjio

Jleyenue Ha rpum:
J103a
3a 5 OHu

JleyeHnue Ha rpun
(MMYHOKOMIIPOMETHPAHHT
MAIMEeHTH):

J103a

3a 10 onu™

IIpopunakTuka Ha
TPHUIL:

J03a

3a 10 onu

[Moseue ot 40 kg

75 mg** nBa BT JTHEBHO

75 mg** nBa reTH THEBHO

75 mg** Be1HBK
JTHEBHO

*3a nayuenmu cvc craba umynna cucmema nevenuemo e 10 onu
**75 mg moorce da ce nanpasu om kancyra om 30 mg naoc kancyna om 45 mg

Jlena ot 1 no 12 ropuan

TeaecHo TerJio

JleyeHue HA rpuI:

JleyeHue Ha rpun

IIpodunakTuka Ha

J103a (MMYHOKOMIIPOMETHPAHU | TPHIL:
3a 5 onu MalnueHTH): 1103a
J103a 3a 10 onu
3a 10 onu™
10 1o 15 kg 30 mg Ba IBTH THEBHO 30 mg 1Ba IBTH THEBHO 30 mg BeHBXK AHEBHO
Hapx 15 kg u mo 23 kg | 45 mQ aBa rbTH JHEBHO 45 mg iBa IbTH JHEBHO 45 mg BeAHBK THEBHO

Hax 23 kg u mo 40 kg

60 mg 1Ba I'bTH JHEBHO

60 mg 1Ba I'bTH JHEBHO

60 Mg BenHBK THEBHO

Han 40 kg

75 mg** nBa mpTH
JTHEBHO

75 mg** nBa eTH THEBHO

75 mg** BegHBK
JTHEBHO

*3a deya cvce craba umynna cucmema aevenuemo e 10 onu

**75 mg moorce da ce nanpasu om kancyra om 30 mg naoc kancyna om 45 mg
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Kbpmauera nox 1 roquna (0 xo 12 mecena)

IMpuoxenunero Ha Tamiflu mpu kepMadeTa Ha BB3pacT mox 1 roanHa, 3a MPo(PUIIaKTHKA HA TPHII 10
BpEMe Ha IPHITHA eHAeMHus], TPsIOBa Ja ce OCHOBaBa Ha MpelleHKaTa Ha JieKapsl, CJIel KaTo ce B3eMe
npeIBU/I TIOTSHIMATHATA 110132 CIPSMO MOTCHITHATHUS PHUCK 32 KbPMaYeTo.

TesecHo TerJio JleyeHue Ha rpuiI: JleueHue Ha rpun IIpodunakTuka Ha
7032 (MMYHOKOMIIPOMETHPAHH 1§1)/11H
3a 5 onu NALUEHTH): 7032
n03a 3a 10 onu
3a 10 onu™
3 kg mo 10+ kg 3 mg nHa kg tenecHo 3 mg na kg tenecHo terno**, | 3 mg Ha Kg**,
TEerja0™*, 1Ba M'bTU JHEBHO | JIBa ITbTH JHEBHO BEJIHBK JTHEBHO

*3a kvpmavema cvce craba umynna cucmema ievenuemo e 10 onu
**mQ na Kg = My 3a 6cexu kunozpam om meiecHomo me2io Ha kKepmavemo. Hanpumep:
Ako edno 6-meceuno kopmaue mescu 8 Kg, dozama e

8 kg x 3mg ra kg = 24 mg

Ha4yux Ha npuiIoKeHne
[TorrpmiaiiTe KancyJaure ey, ¢ Boja. He uynere u He IbBUYETE KalICyJIUTE.

Tamiflu moxe Ja Cc¢ npucMa CbC Ui 0e3 XpaHa, BBIIPCKU Y€ MPUCMAHCTO MY C XpaHa MOXKC a
HaMaJIi BEPOATHOCTTA OT raICHC UJIM IOBPBIIAHEC.

Xopa, Ha KOUTO UM € TPY/IHO 12 PHeMAT KaICyJIu, MOXKe [1a H3[0I3BaT Te4YHO jekapcTo Tamiflu
nepopanna cycnensus. Axo umare Hyxaa ot Tamiflu mepopansa cycniensusi, Ho BbB Barara anteka
HsIMa TakaBa, MOXKe Jla HarpaBuTe TeyHa gopma Ha Tamiflu ot Te3u kancynu. Buxkre “Ilpucomesane
Ha meuen Tamiflu exwvuyu” Ha npyrarta crpanuiia.

AKO CcTe npHeJM nmoBeye oT HeodxoaumaTa jo3a Tamiflu

Crpere npuema Ha Tamiflu u ce cBbpKeTe He3a0aBHO ¢ JieKap WK (apMalesT.

B noBedero cirydan Ha npeo3upaHe MalUEeHTUTE He ChoOIIaBaT 3a HeXKENaH! JIeKapCTBEHH PEaKInu.
Koraro ca nokiaaBany HeXeNTaHN PEaKIUH, Te ca OWITH MOJ0OHH Ha TE3H KaTo MPU HOPMAJIHUTE JT03H,
KOHUTO Ca OIMUCAHU B TOYKa 4.

[To-uecro ce cho0mmABAT Cy4an Ha Mpe03UpaHe MPH JIela, OTKOJIKOTO IPH BB3PACTHH U FOHOIIIH.
[Mpurotssineto Ha TeueH Tamiflu TpsOBa na craBa BHUMAaTEIHO, KAaKTO U NpUiiokeHueTo Ha Tamiflu
kancynu win teded Tamiflu mpu nera.

AKo cTe nmpomycHaJm 1a npuemere Tamiflu
He B3emaliTe nBoiiHa 103a, 3a 1a KOMIICHCHpATE MPOIyCHATA Karcya.

Axo cTe cipesin mpuema Ha Tamiflu

Hsma Hexenanu peaknuu, korato cnpere npuema Ha Tamiflu. Ho ako Tamiflu ce cnpe mo-pano
OTKOJIKOTO Bammsr nekap Bu e ka3ay, CHMOTOMHTE Ha TpHUIla MOKE Ja c€ BbpHAT. BUHarn
3aBBpIIBalTE Kypca Ha JIeUeHUe, PEANrcan oT Bamms nekap.

AKO MMaTe HSKAKBHU JIOITBIHUTEITHA BBIPOCH, CBBP3aHU ¢ yroTpebara Ha TOBa JIEKapCTBO, MMONUTANTEe
Bamms nexap win papmariesr.

4.  Bb3MOXHM He:KeJIaHM pPeaKkUUuH

Kaxro Bcuuku nekapcrBa, ToOBa JIEKapCTBO MOXKE J1a MPEAN3BUKA HEXKEeJIaHU PEAKLHY, BBIPEKU Ue He

BCEKH T MOJIy4aBa. MHOTO OT HEXEJIAHUTE PEaKIMHU, U30POCHH MO-7I0JTy, MOJKE Jia ca PEeIU3BUKAHH
CBIIIO U OT TPHIIA.
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CreqHUTE CEpHO3HU HEXKEJIaH! PEaKIMK ca ChoOIIaBaHu psjiko, oTkakto Tamiflu e Ha mazapa:

e  AHadunakTHYHH ¥ aHAQUIAKTOUTHH PEAKIMH: TEKKH aJICPTHIHU PEAKIUH C TIOyBaHEe HAa
JIMIETO U KOXaTa, ChpOsII 0OpHB, HUCKO KPHBHO HAISITAHE U 3aTPYIHCHO JUIIAHE

e UYepHoapoOuu HapyiieHus (GyIMAHAHTEH XEATUT, HApYIICHUE HA YepHOIpOoOHATa (DYHKIHMS
¥ XKBJITCHUIIA): TIOKBIITSIBAHE Ha KOKaTa M OSUTOTO Ha OYMTE, IPOMSHA Ha IIBeTa Ha
U3MPAXKHEHHUSITA, POMSIHA B TOBEICHHETO

e  AHIMOHEBPOTHYCH €/IEM: BHE3AITHO TEXKO MMOJyBaHE Ha KOXaTa OCHOBHO B 00J1aCTTa Ha
rJiaBaTa | IIHSITa, BKITFOYUTEITHO OYUTE U €3UKa, ChC 3aTPYTHEHO JUIIAHE

e  Cunapom Ha CtuBBHC-/[PKOHCHH U TOKCHYHA CIHACPMATHA HEKPOITH3a: TeKKa
’KUBOTO3aCTpalIaBalla alepruuHa Peakiiysi, TeKKO Bb3ITAICHHE HA KOXKATa U JINTABHIIATE,
3aM0YBaIl0 C TPECKA, BB3MAICHUE Ha TBPIOTO, YMOpa, KOXKHH OOPUBH, KOUTO BOAST JI0
0sBaTa Ha KOYKHU MEXYypH, 00€/IBaHe, CBIIMYaHE Ha TOJIEMH OBBPXHOCTH OT KOXKa,
BB3MOKHH 3aTPYIHCHHS B AUIIAHETO U HUCKO KPHBHO HAJISTaHE.

e  KbpBeHe OT CTOMAIIHO-YPEBHHSI TPAKT: MPOIBIKUTEIIHO KbPBEHE OT JIE0ETI0TO YepBO HITH
IUTFOCHE Ha KPBB

e  HeBpomncuxu4Hu HapyIICHHS, OTIMCAHH T10-0ITY.

AKo 3a0ej1e;KuTe HAKOM 0T Te3u CHUMIITOMH, IOTHPCETE He320aBHO MeIUIUHCKA MOMOIII.

Haii-dyecto (MHOTO YE€CTH M YeCTH) ChOOIIABAHUTE HEXXeJIaH! peakiiu Ha Tamiflu ca ramene wim
MOBpPBIIAaHEe, CTOMAIIHN OOJIKH, CTOMAIITHO Pa3CcTPOMCTBO, I1aBoboue u 6oska. Te3n HexenaHu
peakImu ce HabIroJaBaT MPEANMHO CJIe]] TbpBaTa 03a OT JIEKapCTBOTO M OOMKHOBEHO CIUPAT C
MPOIB/KABAHETO Ha JiedeHreTo. YecToTaTa Ha Te3M PEaKiiy Ce HaMallsiBa, aKo JICKAPCTBEHUAT
MPOYKT C€ TIPUEMa C XpaHa.

Peaku, HO CepHO3HH peaKiu: MOThPceTe BeHATa JeKapCKa MOMOII
(Te mooice oa 3aceenam oo 1 na 1 000 oywiu)
ITo Bpeme Ha siedenue ¢ Tamiflu, *Ma CHOOIICHNUS 32 PEAKH CHOUTHSI, KOUTO BKIIOYBAT

. I"'bpuoBe U HEeNMUpUyM, BKIIOYATEITHO IPOMEHEHO HUBO Ha Ch3HAHHE
. O0BpKaHOCT, HEOOMUYAITHO TIOBEICHUE
. Hanyanoctu, xamonyHaimu, Bb30y/1a, TPEBOKHOCT, KOIIIMapH

Te3u cpOuTHS ce ChOOIIABAT MPEIUMMHO MPH JICIa M FOHOIIM U YECTO 3al04BaT BHE3AITHO U

0T3ByuaBat 0bp30. HIKOIKO citydast ca I0BeNU 10 CaMOHapaHsBaHe, HIKOU OT KOUTO ¢ (haTaneH

n3xo/1. TakrBa HEBPOIICUXUYHU CHOUTHS C€ ChOOINABAT CHINO U MPH MAIMEHTH C TPHUIT, KOUTO HE ca

npuemanu Tamiflu.

° [MarmenTuTe, 0cOOEHO JeTa 1 IOHOIIH, TPSOBa J1a ce HaOro/[aBaT BHUMATEITHO 32 TI0sBa Ha
OTIMCAHUTE MO-TOPE MPOMEHHU B MOBEACHHUETO.

AKo 3a0ej1esKnuTe HIAKOM OT Te3H CHMIITOMH, 0OCOOCHO MPH TO-MJIAIM X0pa, MOThpPceTe He3a0aBHO

JIEKapcKa MoMoIIl.

Bb3pacTHu 1 1oHOIIM Ha 13 roqMHA U NO-TOJIEMH

MHOr0 YecTH HeKeJAHU peaKIuu

(modice 0a 3aceenam nogeve om I na 10 oywiu)
e [maBoGomnue
e Tagene.

YecTn HeKeJIAaHH peaKIuu

(moorce 0a 3acecnam 0o 1 na 10 dywu)
e bponxur

Xepriec Ha YCHUATE

Kamina

3amaiiBaHe

Bucoxka Temneparypa

Bbonka

Bonka B kpaiiHuIuTe
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Xpema

bescwHue

Bb3naneno repio

CromarrHa 6onka

Ymopa

[IpnHOTA B rOpHaTa 4acT Ha KOpema

Wudexuun Ha TOpHUTE JUXATEHU ITBTUIIA (Bb3MajIeHHe Ha HOCa, I'BPIOTO U CHHYCHUTE)
Jlono xpaHocmunane

[ToBpsmIane.

HeuecTu He:xeJlaHU peakuuu
(mooice 0a 3acecnam 0o 1 na 100 oyum)
e AJEepruyHU peaKiuu
[IpoMeHeHO HMBO Ha Ch3HAHUE
I'spu
Hapymenns Ha cbpaedHus pUThM
Jlexu JI0 TeXKKW HAPYIIECHHUS HA YepHOApOoOHATa QYHKITUS
Koxnu peakiuu (Bh3MajeHUE Ha KOXKaTa, YePBEH U ChPOSI] 0OPUB, CBIIMYaHE HAa KOXKATa).

Penxu He:kes1aHU peaKknMu

(moorce 0a 3aceenam do 1 na 1 000 oywu)
e TpombOormTonenus (HUCHK OPOi TPOMOOIIHTH )
e 3pUTEIHU HAPYILICHHUSL

Jeua ot 1 10 12 roguamn

MHOTO0 4eCTH HeKeJAHH PeaKIuu

(moorce Oa 3acecnam nogeve om 1 na 10 oyum)
e Kanumna
e 3amymBaHe Ha HOCa
e [loBpriiane.

YecTn HeKeJaHU peaKIuu
(moorce 0a 3aceenam do 1 Ha 10 oyum)
o KOHIOHKTHBUT (3aUepBsBaHE HA OYUTE U CEKPELUS I OOJIKa B OKOTO)
Br3nanenue Ha yXOTO M ApYTH HAPYIICHHS HA yXOTO
I'maBoGonue
T"anene
Xpema
Cromarrna 6onka
[TenHOTA B TOpHATA 4acT HA KOpeMa
Jlomo xpaHocMumnaHe.

HeuyecTu He:keJJaHHM peaknuu
(moowce O0a 3acecnam 0o 1 na 100 oyu)
e DBn3nanenue Ha Ko)kaTta
e Hapymenue Ha ThIaH4eBaTa MeMOpaHa (ThIIaHYETO).

Kbpmauera noa 1 roquna

CroOlICHUTE HEXKETaH! PeaKIMY Py KbpMadeTa Ha Bh3pacT oT 0 no 12 mecelia, ca npeIuaMHO
MONOOHH Ha HEXEJaHUTE PEeaKLUUH, ChbOOIICHH MPH MO-TOJIeMH Jena (Ha Bb3pacT 1 roanHa uim mno-
rojemu ). OCBEH TOBa MMa ChOOILICHHS 3a TUapys U OOPUB OT IEJICHH.

AKO HSKOSI OT HeXEJIaHUTE JICKAPCTBEHHU PEaKLMU CTaHe CepUO3HA MIIH 3a0eNexnuTe IpyTH,
HEOTMCaH! B Ta3U JIMCTOBKA HEXKEaH! peakiuy, yBeaomere Bamms nexap unn dhapmanest. Obave,
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e ako Bue nsm BameTo nete noBpbIaTe MHOTOKPATHO WIH

¢ AaKO CHMIITOMHMTE HA I'DHII C€ BJIOLIABAT, WJIH BUCOKATa TeMIlepaTypa NMpoab/LKaBa
YBenomerte Bamus Jiekap KOJIKOTO € Bb3MOKHO I0-CKOPO.

Cho0uaBaHe Ha HeKeJIAHH peaKIuu

AKO TOJTyuuTe HIKaKBU HEKEIIaHU JICKAPCTBEHU Peakiinu, yBenomere Barmms nexap. Tosa BkitouBa
BCHYKH BH3MOXHU HEOMKMCAHH B Ta3M JINCTOBKA HEXKENIaHU peakinui. MoeTre ChIIo Ja ChoOIuTe
HEXeJIaHU PeakIuy TUPEKTHO Upe3 HallMOHATHATA CUCTEMa 33 ChOOIaBaHe, MOCOYCHA B
[Mpunoxenue V. Karo crobimaBare HexkeNaH! peaki[uy, MOXETe Jia JaIeTe CBOS MPUHOC 32
MoJTy4aBaHe Ha oBeue MHGOpMaIIis OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKapCTBO.

5.  Kak na coxpaunsiBate Tamiflu
Jla ce chxpaHsiBa Ha MSCTO, HEOCTBITHO 34 JIela.

He u3snon3paiite ToBa JIEKapCTBO CIIE]] CPOKA HA TOAHOCT, OTOCNSI3aH BBPXY KAPTOHEHATA OMAKOBKA U
ommcrepa cieq EXP/Toaen mo. CpoKBT Ha TOTHOCT OTTOBAps Ha IMOCACTHUS JCH OT IIOCOUEHHUS MECEII.

Ha ue ce cpxpansiBa Hax 25°C.

He u3xBbpsiiTe TekapcTBaTa B KaHATU3ALMATA UM B KOHTEHHEPA 32 TOMAIIHA OTHAAbIIH.
[Nonwmratite Bamus ¢hapMalieBT Kak Ja U3XBBPJIATE JeKapCTBaTa, KOUTO Beue He u3oiseare. Te3u
MEpPKHU 1€ CIOMOTHAT 3a OIIa3BaHE Ha OKOJIHATa cpefa.

6. CpabpikaHue HA ONAKOBKATA M JONMbJIHUTETHA HH(OPMAIUS

Kakso cbabp:xa Tamiflu
° AKTHBHOTO BEILIECTBO €.
Bcesika TBBpIa Kancyia chabpka o3entaMuBup (ochar, eKBUBAJICHTEH Ha 75 MQ 03€ITaMHUBHUD.
e [pyrute cbcraBku ca:
ChIbprKaHUE Ha KarcyJsaTta: pexeIaTHHU3UPaHO HUIIECTE, TANK, TOBUIOH, KPOCKapMeno3a
HATpUii 1 HaTpueB cTeapua Gymapar (Brokre Touka 2 ,,Tamiflu ceabpixa HaTpmit*)
0oOBMBKa Ha KarcyJiaTa: JKellaThH, )BT xkene3eHn okcunl (E172), uepsen xenezen okcua (E172),
yepen >xene3eH okcun (E172) u tutanos nuokenn (E171)
nedarapcko Mactuio: mesutak (E904), tutanos muokeun (E171) u FD u C Blue 2 (uaguro
kapmuH E132).

Kaxk n3rnexna Tamiflu u kakBo cbabpka onakoBKaTa
TBBpAaTa Kancyma ot 75 mg ce CbCTOM OT CHBO, HEMPO3payuHo Tsu10 ¢ oTrnedarad Haanuc “ROCHE” n
CBETJIOXKBJITO, HEMPO3PAYHO Kamaue ¢ oTreyatan Haamuc “75 mg”. [leyaTHUTE HaAIUCH ca CHHHU.

Tamiflu 75 mg TBepau Kancysm ce npeaiaraT B OIUCTepHH OMakoBKH 10 10.

IIpuTe:xaTes Ha pa3pelieHUETO 32 ynoTpeda
Roche Registration GmbH
Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen
I'epmanus

IIpoussoauTe

Roche Pharma AG
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
I'epmanns
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3a ponbIHNATETHA MH(OPMAIIHS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKAITHHS
IPEACTABUTEN Ha MPUTEXKATEN Ha pa3peleHNeTo 3a yrnorpeda:

Belgié/Belgique/Belgien,
Luxembourg/Luxemburg
N.V. Roche S.A.
Belgié/Belgique/Belgien
Tél/Tel: +32 (0) 2 525 82 11

Bbuarapus
Pomr bearapust EOO/L
Ten: +359 2 474 5444

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

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

EXAéoa, Kompog
Roche (Hellas) A.E.
EA\Gda

TnA: +30 210 61 66 100

Espafia
Roche Farma S.A.
Tel: +34-91 324 81 00

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

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

Ireland, Malta

Roche Products (Ireland) Ltd.

Ireland/L-Irlanda
Tel: +353 (0) 1 469 0700

island

Roche Pharmaceuticals A/S
c/o Icepharma hf

Simi: +354 540 8000
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Latvija
Roche Latvija SIA
Tel: +371 - 6 7039831

Lietuva
UAB “Roche Lietuva”
Tel: +370 5 2546799

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

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 4257000

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



Italia Suomi/Finland

Roche S.p.A. Roche Oy

Tel: +39 - 039 2471 Puh/Tel: +358 (0) 10 554 500
Sverige
Roche AB

Tel: +46 (0) 8 726 1200

JlaTa Ha mocJieqHO mpepa3srJexaane Ha Jucropkata {MM/I'TTT}.

Ho;[po6Ha I/IH(I)OpMaLII/ISI 3a TOBA JICKAPCTBO € MPEAOCTABCHA HA ychaﬁTa Ha EBpOHGI\/'ICKaTa arcHOus
1o JiekapcTBarta: https://www.ema.europa.eu.
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HNudopmanus 3a norpeduTeIst

3a xopa, Ha KOUTO MM € TPY/IHO Ja MPHEMAT KaICyJiM, BKIIOUUTEITHO MHOTO MAJIKHU JIeIa, iMa
TeuHo JekapctBo Tamiflu nepopanna cycnensus.

AK0 UMaTe Hy/1a OT TEYHO JIEKAPCTBO, HO HE pasroiarate ¢ TAKOBa, CyCIICH3MsI MOXKE Jla Ce
npurotBy B anrtekara ot Tamiflu kancymu (Buwxre HMughopmayus 3a meouyuncku cneyuanucmu). To3u
npernapar, IPUrOTBEH B alTeKara, ¢ MPeANOYNTAHUAT BapHAHT.

AXo0 HsIMa Tpernapar, IPUrOTBEH B alrTeKara, MoXe Jia cu Hanpasute TeueH Tamiflu ot Te3u karcynu
BKBIIH.

Jozara 3a neueHne 1 mpoduIakTHKa Ha TPUTI € eHaKBa. Paznukara e B TOBa, KOJIKO YECTO ce
npujara.

IMpuroTBsine Ha Teuen Tamiflu Bkbu

. AKO0 HMaTe TOYHATA KarcyJa 3a HeoOxoaumara jo3a (3a 103a 75 MQ), 1ie 0TBOpUTe
KarcyJiaTa u I1e pa30bpKaTe ChABPKUMOTO I B €/1HA YaeHa JIbKUYKa (MIIH TI0-MaJIKO)
TTOIX OJISIII TTOJICTIAJICH XPAHUTEIICH MPOIYKT. ToBa OOMKHOBEHO € IMOIXOISIIO 32 Jera Haa 1
rojauHa. Bukre ykazanusta mo-rope.

o AKO MMaTe Hy KIa OT M0-MAaJIKH 03H, IPUrOTBsHETO Ha TeueH Tamiflu ot karncynu BrirouBa
JOIBITHATEITHY CTHIKU. TOBa € MOIXOISIIIO0 32 MO-MaJIKH Jela U OedeTa: Te OOMKHOBEHO UMAaT
Hyx71a oT 103a Tamiflu mo-masnka or 30 mg. Bu:kre yka3aHusita 1mo-10.y.

Bb3pacTHu, wHOmM Ha 13 roxuHu u no-roJiemu, u xena c rerso nax 40 kg.

3a 1a npuroTBMTe 1032 OT 75 MQ, MMaTe HY*K1Aa OT:
e Ejana kancyna Tamiflu or 75 mg

OcTpu HOXKULU

Enna manka kyna

YaeHa JbKHUKa (JIbKHYKA 0T 5 ml)

Bona

Cnagxa xpaHa 3a IpUKpHUBaHE Ha TOPUUBUS BKYC Ha IIpaxa.
Hanpumep: moxonagoB cupon Uitk CUPOIT OT YEPEeIN U JECEPTHHU 3aJIMBKU KaTo CUPOI OT
Kapamell win Hyra. nu Moske a IpuroTBUTe MOACIaeHa BOJA: CMECETE €JHA YacHa
JT'BKUYKA BOJA C TPU YeTBBPTH (3/4) daeHa TbKUYKA 3axap.

Crbnka 1: IlpoBepeTe 1am 103aTa e NpaBUJIHA

3a 12 HaMepuTe TOYHOTO KOJIMYECTBO, KOETO TPsIOBa J1a U3MO0II3BATE, HAMEpETE TErIOTO Ha
MaIMeHTa OT JISIBO Ha TabuIara.

[Nornennere B AsicHaTa KOJIOHA, 32 J]a IPOBEPUTE OPOS Ha KAIICYJIMTE, KOUTO TpsiOBa Jia Jjajiere
Ha MaleHTa KaTto eHOKpaTHa 703a. KondecTBOTO € €THO M ChIN0, HE3aBUCUMO JIAJTH € 33
JiedeHne WK po(uIakTHKa Ha TPHUIL.

Jo3a ot 75 mg Rocue EE D8

TpsiOBa a n3non3Bate camo Karcysm oT 75 Mg 3a go3u ot 75 Mg. He ce onurBaiite na
MPUTOTBUTE 1032 OT 75 MQ, KaTo M3MOJI3BATE ChABPKUMOTO Ha Karcyiu ot 30 mg uiu 45 mg.
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Terao Ho3a Tamiflu Bpoii kancyamn

40 kg n oBeue 75 mg 1 karncyna

He e 3a gena, kouTo Texkat mo-maJjiko ot 40 kg
3a jera, KOUTO Texkar mo-mManko ot 40 kg Tpsi6Ba 1a mpuroTBUTE /1034, Mo-Majka ot 75 mg.
Buoicme no-oony.

Crbnka 2: U3cunere BCHUYKHUS nmpax B Kymna

JpwkTe KancyaaTa oT 75 Mg B U3NPaBEHO MOJI0KEHUE HAJl KyTla U BHUMATEITHO OTPEKETE
3200JICHUS BPBX C HOMKHUITH.

N3cunere BCUukus npax B Kylara.

Buumagaiite ¢ npaxa, 3al10TO TOM MOKE J]a pa3Apa3Hu KoxkaTta u ounte Bu.

Crbnka 3: Illoacnaaere npaxa u gaiite 103aTa

JloGaBeTe MaKO KOJMYECTBO — HE TIOBEYE OT €/IHA YaeHA JIBKMIKA - CJIAJIKa XpaHa KbM IIpaxa B
KyIiata.

Toga e, 3a na ce npukpue ropyrBus Bkyc Ha Tamiflu npax.

Pas6bpkaiite nobpe cmecra.

JaiiTe nsyI0TO ChABPKAHME HA KyTlaTa Ha NAMEHTA BEAHAra.

AKO e 0CTaHAaJI0 MAJIKO OT CMeCTa B KyTiaTa, U3IJIAaKHETE g C MaJIKO BOJa U z[aﬁTe Ha nmanucHTa
Ja s U3IIME 1Aj1ara.

HOBTOpeTC Ta3u npoueaypa BCEKU IIbT, KOTaTo Tpi[6Ba Ja 1aaeTe JICKapCTBOTO.

Kbpmaudera noa 1 ronuna u gena c rerJo nox 40 kg

3a Aa IPUIrOTBUTE MO-MaJIKA € AMHUYHA 1034, UMaTE HYy KA OT:

Enna kancyna Tamiflu or 75 mg

OcTpu HOKUIM

JABe Majaku Kynu

E/uH roJisiMm nepopasieH 103aTop 3a U3MepBaHe Ha Bojara — jo3aTop ot 5 wim 10 ml
Eun Masrbk nepopaJies go3atop c aenenus ot 0,1 ml 3a naBane Ha no3ata

YaeHa JbKHYKA (JIbKHYKA 0T 5 M)

Bona
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e Cuajgka XxpaHa 3a IPUKPUBAaHE HA TOpuKBHUs BKyc Ha Tamiflu.
Hanpumep: n1okosaioB CUpOI WIIM CHPOIT OT YEPEI ¥ AeCEPTHH 3aJIMBKU KaTO CHPOII OT
Kapames1 Wid HyTa.
Wnu Mo>ke J1a MPUroTBHUTE MOJICIIa/ICHA BOJIA: CMECETe e/IHa YaeHa JIbKHYKa BOJIA C TPU
yeTBbpTH (3/4) yaeHa TbKUUKA 3aXap.

Crbnka 1: U3cunere BCHUYKHUS nmpax B Kyma

JpwmxkTe KkancyaaTa ot 75 Mg B U3NpaBeHO MOJOKEHNUE HaJl €/THaTa OT KyIHTE K BHUMATEITHO
OTpeskeTe 3a00JICHHsI BPBX ¢ HOXKUIM. BHUMaBaiTe ¢ mpaxa: TOH MOXe Jla pa3ipa3Hu Koxara u
ounte Bu.

N3cunere BCUUKUs Ipax B KyIaTa, KAKBaTO U 1034 14 IPUTOTBSITE.

KoandecTBOTO € €1HO U ChINo, He3aBUCUMO JIANIU € 3a JICYCHUE WIIM Ipo(HIIaKTHKA Ha TPUIL

Crbnka 2: JlodaBete Boaa, 3a 1a ce pa3pean JIEKApPCTBOTO

W3non3saiite mo-roaeMus
1103aTOp, 3a Ja U3TETIIUTe
12,5 ml Boga.

A

JloGaBeTe Boj1aTa KbM \':
npaxa B KyIara.

Pas6bpkaiite cMecra ¢ e
JacHaTa JIbKUYKA B e
HPOIBIDKEHHE HA OKOJIO
2 MUHYTH.

He ce npurecHsBaiite, ako paxsT HE C€ pa3TBOPU HAII'BIHO. Hepa3TBOpeHUAT npax ChAbpKa
CaMO HEaKTUBHU CHCTaBKU.

Crbnka 3: U30epeTe NpaBuJHOTO KOJIM4ecTBO 32 BaieTo 1ete cropea Teryioto My

Ilornemnere 3a TErja0TO HA JETETO OT JIsIBaTa CTpaHa Ha Ta6m/1uaTa.
Komnonara ot JSICHO Ha Ta6m/1uaTa II0Ka3Ba KOJIKO OT TCYHAaTa CMEC TpH6Ba Ja U3TCIJINTC.

113



KbpMadera noa 1 roquna (BKJIIOYNTETHO JOHOCEHU HOBOPOIeHHU OedeTa)

TerJio Ha 1eTETO Kouaxko cmec
(Ha#i-0JIM3K0TO) TPsi0Ba 1a N3TETJIUTE
3 kg 1,5 ml
3,5kg 1,8 ml

4 kg 2,0ml

45 kg 2,3ml

5 kg 2,5 ml

5,5 kg 2,8 ml

6 kg 3,0ml

6,5 kg 3,3 ml

7 kg 3,5 ml
7,5Kkg 3.8 ml

8 kg 40ml

8,5 kg 4,3 ml

9 kg 45 ml
9,5kg 48 ml

10 kg mmu moBeue 5,0mi

Heua nag 1 roqmua, ¢ tersio mox 40 kg

TerJio Ha 1eTETO Kouaxko cmec
(Ha#i-0JIM3K0TO) TPsi0Ba 1a N3TETJIUTE
Jo 15 kg 5,0 ml

15 o 23 kg 75 ml

23 no 40 kg 10,0 ml

Ctonka 4: U3TeryeTe Te4HaTa cCMeC

VBepeTe ce, ue UMaTe MPaBUIHHS pa3Mep 103aTop.

M3Ternere TOUHOTO KOJIMYECTBO TE€UHA CMEC OT ITbpBaTa Kyma.
W3Ternere s BHUMATEIHO, TaKa Y€ 1a HE BKapaTe Bb3AYIIHA MEXypyUeTa.
BrumarenHo BOpbCcKalTe TOYHATA 1033 BB BTOpara KyIia.

Crouka 5: Ioacaanere v gaiiTe HA JeTETO

JloGaBeTe MaIKO KOJIMYECTBO — HE MOBEYE OT €/IHA YaeHa JIbKHYKA - ClIa/[Ka XpaHa BbB BTOpATa
Kyma.

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

Pa30bpraiite noope ciaakara xpana u Teunus Tamiflu.
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Jaiite usi10To chabp:kanue Ha Broparta kymna (Tamiflu Teuna cmec ¢ no6aBeHara ciazka
XpaHa) Ha JIETETO Be/IHAara.

AKO e 0CTaHAJIO Helllo 0T CMeCTAa BbB BTOPAaTa KYIIa, U3IUIAKHETE 51 C MAJIKO BOJA U s JaiiTe
Ha JIETETO Ja s u3Mue 1su1ata. 3a Jela, KOUTO He MOrar J1a MUAT OT KyTia, TaiTe ¢ JIbKUYKA WIH
M3II0JI3BaiTE IIMIIIE, 3a J1a aJIeTe Ha JIETETO OCTaHajgaTa TeYHOCT.

JlaliTe Ha IETETO HEIlo 3a IHMEHE.

I/I3XB"bp.]'leTe sijiaTa HEeU3IMo0J3BaHa TEYHOCT, OCTaHaJIa B IIbpBaTa KyIia.

[ToBTOpeTe Tazu mporieaypa BCEKH BT, KOTATO TPsiOBa J1a IajieTe JIeKapCTBOTO.
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I/IH(I)OpMaIIHH CaMo 32 MCIMIHMHCKHA CIICNHAJIUCTH

ITanueHTH, KOUTO HE MOTaT /1a MOTJIBbUIAT KATCYJIH

IMpomunuieHo mpoussenen Tamiflu 3a mepopanna cycnensus (6 mg/ml) e mpeAnOYNTaAHUAT TPOTYKT
3a MeUaTPUYHHU U BH3PACTHHU MALMEHTH, KOUTO UMAT 3aTPyIHCHHS IPH MPETITBIIAHETO Ha KaIlCyJIH,
WM KOTaTo ca HeoOXOIMMH MO-HKUCKH 7034. B ciyyaii, ye Hsama npomuiiuieHo npousseneH Tamiflu
npax 3a rnepopajiHa CycreHsus, (papManeBThT MOXKe J1a puroTBu cycnensus (6 mg/ml) ot Tamiflu
Karcyiu. AKO HsMa IMPOMHUIILICHO TPOU3BE/ICHA CYCIICH3HSI, MAMEHTUTE MOXKE /1a CH TIPUTOTBSIT
CYCIICH3HUSATA OT KarCyJIH BKBIIH.

3a mpuiaraHe Ha CyCIEH3HATa, IPUTOTBEHA B alTeKaTa U 3a MPOLEIYPHUTE 3a IOMAITHO MPUTOTBSHE,
Tpsi0Ba J1a ce MPEIOCTaBAT MePOPAIHH J032ATOPH (CIIPUHIIOBKH 32 MEPOPATHO MPUIIOKEHHUE) C
noxxoasiy o0em u rpanyupane. B npara cinyvast mpaBuiHMUTE 00eMH TpAOBa Ja ca 0TONSI3aH! BBPXY
J103aTOpUTE. 3a IPUTOTBSIHE B JOMAIITHH YCIOBUS, TPSIOBA JIa € OCUTYPST OTIEIHH J03aTOPH 32
B3eMaHe Ha IMPaBWIHKU 00eM BOJa M 3a M3MepBaHe Ha cMecta Tamiflu-Boma. 3a msmepsane ua 12,5 ml
BOJIa, TPsIOBa J1a ce u3mos3ea go3arop ot 10 ml.

IMoaxonasmre 06eMu Ha 103aTopa 3a B3eMaHe Ha Tounust 0oem Tamiflu cycrensus (6 mg/ml) ca
MIOKa3aHH T10-/10y.

Knpmauera noa 1 roquHa (BKJIIOYUTETHO JOHOCEHU HOBOPOJeHU OebeTa):

Ho3a Tamiflu Kouanuecto Tamiflu Pa3mep Ha n03aTopa,
CyCnieH3us KOWTO Ja Ce U3110J13Ba
(c neqenns ot 0,1 ml)
9 mg 15 mi 2,0 ml (umu 3,0 ml)
10 mg 1,7 mi 2,0 ml (umu 3,0 ml)
11,25 mg 1,9 ml 2,0 ml (um 3,0 ml)
12,5 mg 2,1 ml 3,0ml
13,75 mg 2,3ml 3,0 ml
15 mg 2,5 ml 3,0 ml
16,25 mg 2,7 ml 3,0ml
18 mg 3,0 ml 3,0 ml (wm 5,0 ml)
19,5 mg 3,3 ml 5,0 ml
21 mg 3,5ml 50 ml
225 mg 3,8 ml 5,0 ml
24 mg 4,0 ml 5,0 ml
25,5 mg 43 ml 5,0 ml
27 mg 45 ml 50 ml
28,5 mg 4,8 ml 5,0 ml
30 mg 5,0 ml 5,0 ml
Jena Hanx 1 roguna, ¢ Teryio moxa 40 Kkg:
Pa3mep Ha no3atopa,
KOITO J1a ce
Koauuectso Tamiflu H3I0/13Ba
Jo3a Tamiflu cycmeH3ust (c nenenus ot 0,1 ml)
30 mg 5,0 ml 5,0 ml (wru 10,0 ml)
45 mg 7,5 ml 10,0 ml
60 mg 10,0 ml 10,0 ml
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JlucroBka: nHdopmanus 3a noTpeduTeIst

Tamiflu 6 mg/ml npax 3a nepopaJina cycrneH3us
o3entamuBup (oseltamivir)

IIpoyeTeTe BHMMATE/IHO IslJIaTa JMCTOBKA, IPeIH 1A 3all0YHETE Ja IpueMaTte TOBA JeKAPCTBO,
ThH KaTo T ChABbP:Ka BaxkHa 32 Bac nndopmanus.

o 3amasere Ta3u JUCTOBKA. MOXe Ja ce HAJIOKH 11 sl IPOYETeTe OTHOBO.
o AKO MMaTe HAKAKBU JOITBIHUTEIHNA BBIPOCH, MonuTaiTe Bamms nexap nin ¢apmanesT.
. ToBa nexapCTBO € NIpEeANnUcaHo eIUHCTBEHO U JINYHO Ha Bac. He ro npeorcrenpaiite Ha Apyru

xopa. To Moke J]a UM HaBpe/H, HE3aBUCUMO Y€ MMPU3HAIMTE Ha TSIXHOTO 3a00JIIBaHE Ca CHIIHUTE
KaTto BammTe.

° AKO TIONTyYHuTe HSIKAKBU HEXKEJIaHH JIEKAPCTBEHU PEaKIINy, yBeomere Bars nexap uim
¢dapmareBt. ToBa BKITIOYBA U BCUYKH BB3MOKHH HEXKEIIaHH PEaKIIUK, HEONTMCAHH B Ta3H
JMcToBKa. Brokre Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

Kakso npencraBasBa Tamiflu u 3a kakBo ce H3noJi3Ba
Kakgo TpsiOBa n1a 3Haerte, npenu Aa npuemerte Tamiflu

Kak na npuemate Tamiflu

Bb3MOKHH HeKeJJaHH peaKIuH

Kak na chxpansBate Tamiflu

CbabpikaHHue HA ONIAKOBKATA U J0NbJIHUTETHA HHpopManus

oukrwnE

1. Kaxkso npeacrasisia Tamiflu u 3a kakBo ce u3noJ3Ba

o Tamiflu ce u3nosn3Ba npu BH3pacTHH, FOHOIIIH, JIella U KbpMadeTa (BKJIOUYUTEITHO JOHOCCHH
HOBOpOJIcHU OeOeTa) 3a JeueHue Ha rpun (uxgryenya). Toit MoXke a ce U3IMoI3Ba, KOTaTo
MMaTe CUMIITOMHU Ha TPHII U € U3BECTHO, Y€ TPUITHUAT BUPYC LIUPKYJIMpPa B OOLIECTBOTO.

o Tamiflu moxe chI1I0 1a ce mpeanucBa Npu Bb3pacTHH, FOHOIIH, KbpMaveTa U JIelia Ha Bb3pacT
Haj | roauHa 3a mMpo¢HUIAKTHKA HA TPUII CIIOPE]] KOHKPETHHSI CIIy4aii - HaprMep, ako CTe
OWIM B KOHTAKT C HSAKOW, KOWTO MMa TPHIL.

o Tamiflu moxe na ce nmpeanucpa npu Bb3pacTHHU, FOHOIIH, JIC1a U KbpMadeTa (BKIIOUYUTEITHO
JIOHOCEHU HOBOPOJICHU 0ebeTa) KaTo MPo(uIaKTHYHO JedyeHne TP H3KITIOYUTEITHH
00CTOSTENICTBA - HATIPUMEP, aKO MMa riio0anHa enuaeMus OT Tpu (TPUITHA naHoeMus) U
CEe30HHATA IPUITHA BAKCHHA HE OCHTYpsIBA JIOCTATHYHA 3aILKTA.

Tamiflu ceappika o3enTaMuBHp, KOMTO Ce OTHACS KbM IpyIia JCKApCTBA, HAPSUCHU UHXUOUMOPU HA
Hegpamunuoazama. Te3n eKapcTBa MPeI0TBPaTsBaT Pa3pOCTPAHEHUETO Ha TPUITHHS BUPYC B
opranu3ma. Te momarar 3a oOJeKuaBaHe WM NMPEIOTBPATIBAHE HA CHMIITOMUTE HA TPUITHATA BUPYCHA
WHQEKITHSL

Wndnyennara, 0OMKHOBEHO Hapu4aHa IpHIl, € HH(EKLus, MpuInHeHa oT Bupyc. [IpuszHanuTe Ha
rpuIla YecTO BKIIIOUBAT BHE3AITHO MOBHUIIIEHA Temreparypa (Han 37,8°C), kauumia, Xxpema,
r1aBo0osre, MyCKyJIHH OOJIKM M1 MHOTO CHJTHA yMOpa. Te3u CUMITOMU MOKe Aa ca IPEAU3BUKAHU U
oT Apyru nHpexuuu. MctrHckara rpunHa HHGEKIUs ce MOosSBsABa caMo 0 BpEeME Ha €KETOHUTE
eIUIEMHH, KOTaTo TPUITHATE BUPYCH C€ pa3lpOCTPaHsBaT B 00IIECTBOTO. M3BbH enugeMuaHuTe
MEePHUOIU TPUIIONOJOOHUTE CUMITOMU OOMKHOBEHO CE€ IPUYMHSABAT OT Pa3iMueH BUj 3a00IsBaHe.
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2.  Kakso TpsioBa 1a 3HaeTe, npenu 1a npuemete Tamiflu

He npuemaiite Tamiflu

J AKO CTe aJIEPrUYHH (CEPBLXUYECMEUMENHU) KbM 03eITaAMUBHUP WIH KbM HSAKOSI OT OCTAHAIUTE
cberaBku Ha Tamiflu, u3dpoenu B Touka 6.

I'oBopete ¢ Banms jexap, ako ToBa ce oTHacs A0 Bac. He mpuemaiite Tamiflu.

Ipexynpe:xnenns u npeanasHu MepKu
Ipenu na npuemere Tamiflu, HenpeMeHHO yBeOMETE JieKapsi, KOUTO TO MPEINICBa

° aKO CT€ aJIePrU4HH KbM JIPYTH JIEKAPCTBA

° aKo uMare npoodJiemu ¢ ObOpenuTe. B TakbB cirydail Moke 1a € Heobxoaumo sio3ata Bu na ce
KOpHUTupa

° aKo MMaTe Te:KKO 3a00JIABaHe, KOeTO Hajlara He3a0aBHO IIOCTHIBAHE B OOJIHHUIIA

° ako umyHHnata Bu cucrema He pabotu

. aKo MMaTe XpOHUYHO ChpAeYHO 3a00JIsIBaHe WK 3200/151BaHe HA IMXaTeJHUTE NHTUINA.

ITo Bpeme Ha sieuenueto ¢ Tamiflu, yBenomere jekapsi He3a0aBHO:

o aKo 3a0esIexuTe IPOMEHH B [TOBECHUETO HITH HACTPOCHUETO (HEGPONCUXUUHU UHYUOCHNILL),
0cobeHo mpu Jerna U roHomm. ToBa MOKe [1a ca MPU3HALH Ha PE/KH, HO CEPHO3HH HEXEeMaHH
peaxuuy.

Tamiflu He e BakCHHA MPOTUB I'PHUTT

Tamiflu He e BakcuHa: Tol JeKyBa HH(EKIMATA WM MPEIOTBPATABA PA3IPOCTPAHCHUETO HA TPUITHHSI
Bupyc. Bakcunara Bu naBa antutena cpenry Bupyca. Tamiflu Hsima 1a npoMeHy eeKTHBHOCTTA Ha
MPOTUBOTPHITHATA BaKCHHA M Bammsar nexap MoKe J1a BH PEIIHIIE U IBETE.

Jpyru aexapera u Tamiflu
Nudopmupaiite Bammst iekap winm ¢apmaiieBT, ako preMare JpyTrH JeKapcTBa, Hid HACKOPO CTe
npueManyu TakuBa. ToBa BKIIIOUBA JIEKapCTBa, OTIycKaHH Oe3 perenta. ClieHUTE JeKapcTBa ca
0COOCHO BaXkKHHU:

e XJIOpIponaMus (M3MOII3Ba Ce 3a JICYCHUE Ha aldeT)

e MEeTOTpeKcaT (M3M03/IBa CE 3a JISUEHHE HAIIp. HAa PEBMATONIEH apTPUT)

o (GenmnOyTazoH (M3IMOI3BA Ce 3a JIeUeHHE Ha OO0JIKa U Bh3NalICHIE)

e npoOeHenus (M3M0J13Ba ce JeUeHNE Ha TToAarpa)

BpemeHHoOCT U KbpMeHe
Tps6Ba na yBenomure Bamms inekap, ako cte OpeMeHHa, cMsTaTe, 4e MOXKe Jia cTe OpeMeHHa Win
TJIaHupaTe OpEMEHHOCT, 3a 1a MOXe JieKapsT Aa pemn gaau Tamiflu e moaxonsmr 3a Bac.

Edexrure BEpXy KbpMaueTaTa Ha €CTECTBEHO XpaHEHe He ca u3BecTHH. TpsOBa ja yBenomure Bamms
JeKap, aKo KbPMUTE, 32 Ja MOKe JeKapAT J1a pemu fanu Tamiflu e moaxomsiuy 3a Bac.

ITocwBerBaiiTe ce ¢ Bamms nexap wim (apmarneBT Ipe/u yrnorpedaTa Ha TOBa JICKAPCTBO.

Hlodupane u padoTa ¢ MALIMHU
Tamiflu asiMa edext BBpXy criocoOHOCTTa 32 MmodupaHe Wik paboTa ¢ MaIlFHY.

Tamiflu cbabpxa copouTO

CopOuTONTBT € U3TOYHUK Ha PpyKTOo3a. AKo Bammsr nexap Bu e ka3an, 4e mMaTe HEMOHOCHMOCT KBM
HSIKOW 3aXapH WK ako Bu e mocraBeHa quarnosa HaclieICTBeHa HEMOHOCUMOCT KbM (pykrosa (HHD,
PSIIKO TEHETHYHO 3a00JIsIBaHe, IPH KOSTO YOBEK HE MOJKE Jia pasrpax/a (pyKro3ara), FOBOPETE C
Bammms nekap npenu 1a mprueMare Hid J1a TOJy9ruTe TOBa JEKapCTBO.

CopOHUTOIBT MOXKE J]a TPUYHHU CTOMAITHO-YPEBEH JUCKOM(OPT U UMa JIeK clTa0uTeIeH e(eKT.

5 ml ozenramuBHp cycnensus cbappxa 0,9 g copouro.

7,5 ml o3entamuBHp cycnensus chabpxa 1,3 g copourod.
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10 ml o3enTamMuBHp cycrieH3us chabpka 1,7 g copouTot.
12,5 ml o3entamuBup cycreHsus coabpka 2,1 g copouTo.

Tamiflu cbabpika HaTpHEB GeH3o0aT

Hatpuesusr 6enzoar (E211) Mosxe na 3acunu xbiTeHHLATa (TIOXKBITABAHE HA KOXATa U OYHUTE) PU
HOBOpPOJEHUTE (10 4-CeIMUYHA BB3PacT).

5 ml o3enramuBHp CycrieH3us Chbpxka 2,5 My HaTpHeB OCH304aT.

7,5 ml o3enTamMuBHp CycrieH3us ChIbpika 3,75 mg HaTpreB OeH30ar.

10 ml o3enTaMuBHUp cycrieH3us chabpka 5,0 Mg HaTpreB OeH30ar.

12,5 ml o3enramuBup cycrneH3us chabpika 6,25 mg HaTpueB OeH30ar.

Tamiflu cbabpika HaTpwmii
ToBa J1lekapCcTBO CHABPIKA MO-Maako oT 1 mmol matpuii (23 mQ) B exrHa 103a (Bb3 OCHOBA Ha
MaKCcHMaJHaTa 703a 75 Mg), T.e. MOXe J1a Ce KaXke, e MPAKTUIECKH HE ChIIbpKa HATPHH.

3. Kak na npuemate Tamiflu

IIpuemaiite TOBa JEKapCTBO TOUHO KakTo By e kazan Bammsr nexap. AKO He CT€ CUTYPHH B HELIO,
nonuTanTe Baims iekap uiau gpapmarieBT.

BuHaru n3nonsBaite nepopajiHus 103aTop, KOMTO € MPUJIOKEH B KYTHUSATA U € TpaJlyupaH Taka, ye Ja
nmoka3ssa jio3ara B Mumwiutpu (ml).

Bsemere Tamiflu k01K0TO € BB3MOYKHO IMO-CKOPO, Hai-100p€e B paMKKUTE Ha JIBa JHA OT HAYaJIOTO Ha
TPUTTHATE CUMIITOMH.

IIpenopbYUTEHU 1031

3a JieyeHue Ha rpum, npueMainTe ase 1031 A1HeBHO. OOMKHOBEHO € yI00HO J1a ce MpreMa elHa 032
CYTpHH U eZiHa Beuep. Ba:kHo e 1a ce 3aBbpIIM e IMA S-IHeBeH KYpPC, I0PU U aKo ObP30 3al0YHETE
Jla Ce 4yBCTBaTe MO-100pe.

[TpunanyenTH cbC cilaba MMyHHA CHCTEMa JICYUCHUETO I MPOoAbIxku 10 qHH.

3a npodunaKkTHKa HA TPUN WJIM CJIe]l KATO cTe OMJIN B KOHTAKT ChC 3apa3eHo JIuIle, IpueManTe
eZlHa /1032 JTHEBHO B mpoabikeHue Ha 10 qau. Haii-noOpe e na s B3emare CyTpuH ChC 3aKyCcKaTa.

[Tpu cienan‘u CUTyanmu, KaTo NIMPOKO PaslpOoCTpaHEHKE Ha TPHIlA WM IIPU TAlMeHTH Che ciaba
HMMYHHA CUCTEMA, JICUCHHUETO 1€ MPOIBIKH 10 6 i 12 ceaMuim.

IIpenopbunTeHaTa 1032 ce OCHOBABA HA TeJIECHOTO TerJio HA mauueHTa. TpsOBa na u3non3sare
konnuectBoTo Tamiflu, koero Bu e npeanucano ot nekaps. Xopa, KOUTO UMaT 3aTpyAHEHHE C TpreMa
Ha KarcCyJH, MOraT J1a M3M0J13BaT IEpopalIHa CyCIIEH3U . BHKTe HHCTPYKIMUTE Ha CIeBaniara
CTpaHUIIa 3a IPUTOTBSHE U JaBaHe Ha J103aTa.

Bb3pacTHu U 10HOIIY Ha 13 roAMHYU M N0-TOJIEMHU

TenecHo TerJio JleyeHnue Ha rpum: JleyeHnue Ha rpun IIpopunakTuka Ha
J103a (MMYHOKOMIIPOMETHPAHU | TPHIL:
3a 5 onu NalnueHTH): 1103a
J103a 3a 10 onu
3a 10 onu™
40 kg wm oBeue | 12,5 ml** nBa neTi 12,5 mlI** gBa ey nueBHO | 12,5 mI** Benubxk
JTHEBHO JTHEBHO

*3a nayuenmu cvc ciaba umynHa cucmema edeHuemo e 10 onu
**12,5 ml ce npucomest om doza om 5 ml nmoc 0oza om 7,5 ml
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Jlena ot 1 xmo 12 ropuan

TesecHO Terjio

Jleyenue Ha rpumn:

Jleyenue Ha rpun

IIpopunakTuka Ha

J103a (MMYHOKOMIIPOMETHPAHU | TPHIL:
3a 5 onu MaIMEeHTH): no3a
J103a 3a 10 onu
3a 10 onu™
10 kg mo 15 kg 5,0 ml nBa neTu geBHO | 5,0 Ml gBa IBTH THEBHO 5,0 ml Begubx qHEBHO
Han 15 kg, o 7,5 ml nBa nwTH gueBHo | 7,5 ml 1Ba mbTH NHEBHO 7,5 ml BenubxK AHEBHO
23 kg
Han 23 kg, mo 10,0 ml gBa M 10,0 ml gBa mBTH THEBHO 10,0 ml BemHBX qHEBHO
40 kg JTHEBHO
Hax 40 kg 12,5 mI** ngBa me1H 12,5 mI** gBa ne1H 12,5 mI** Benabx

JTHEBHO

JTHEBHO

JTHEBHO

*3a deya cvce craba umynna cucmema aevenuemo e 10 onu
**12,5 ml ce npucomes om 0oza om 5 ml nuoc doza om 7,5 ml

Knpmauera mox 1 roquna (0 mo 12 mecena)
[Mpunoxennero Ha Tamiflu mpu kppMadeTa Ha Bb3pacT moj | rouHa, 3a NpopuIIaKTHKa Ha TPUII IO
BpeMe Ha TPHITHA eMUIeMHUs, TPIOBa /la ce OCHOBaBa Ha IPEICHKATa Ha JIeKaps, CJIE/ KaTo Ce B3eMe
HpeIBH/] HOTSHIHATHATA [0J13a CIPSMO MOTEHIIHAHIS PUCK 32 KbPMaueTo.
3a ompeensHe Ha 103ara IpH KbpMadera Ha BB3PAacT Mo 1 roauHa, 3a KOUTo ca Heobxomumu 1-3 ml
Tamiflu nepopanna cycnensus, TpssOBa 1a ce u3mnoisBa nepopaieH gozarop ot 3 ml (rpagyupan Ha
nenenus ot 0,1 ml).

Tenecno Jleuenue Ha rpun: | JleueHue Ha rpun IIpodpunakruka Ha | Pazmep Ha

Terjao 03a (MMYHOKOMIIPOMETHPAHHU | TPHIL: a03aTopa,
3a 5 onu MalnueHTH): J103a KOWTO 1a ce

J103a 3a 10 onu H3M0J13Ba
3a 10 onu™

3 kg 1,5 ml aBa TN 1,5 ml gBa nbTH THEBHO 1,5 ml Bemubx 3ml
JTHEBHO JTHEBHO

3,5kg 1,8 ml gBa nvTH 1,8 ml gBa mbTH HHEBHO 1,8 ml Benubx 3ml
ITHEBHO ITHEBHO

4 kg 2,0 ml gBa mvTH 2,0 ml nBa nbTH AHEBHO 2,0 ml Benubx 3ml
ITHEBHO ITHEBHO

4,5 kg 2,3 ml n1Ba mbTH 2,3 ml nBa nbTU JHEBHO 2,3 ml Benubx 3ml
ITHEBHO ITHEBHO

5 kg 2,5 ml gBa meTH 2,5 ml 1Ba mpTH KHEBHO 2,5 ml Benubx 3ml
JTHEBHO JTHEBHO

5,5 kg 2,8 ml 1Ba meTH 2,8 ml 1Ba mpTH KHEBHO 2,8 ml Benubx 3ml
JTHEBHO JTHEBHO

6 kg 3,0 ml nBa npTH 3,0 ml gBa npTH KHEBHO 3,0 ml Begubx 3ml
JTHEBHO JHEBHO

>6 1o 7kg | 3,5 ml gBa nbTH 3,5 ml nBa nbTH JHEBHO 3,5 ml Begubx 10 mi
ITHEBHO ITHEBHO

>7 mo 8kg | 4,0 ml gBa nbTH 4,0 ml gBa IbTU JHEBHO 4,0 ml Begubx 10 mi
ITHEBHO ITHEBHO

>8m09kg | 4,5 ml gBa neTH 4.5 ml nBa bTH JHEBHO 45 ml BenubXK 10 mi
ITHEBHO ITHEBHO

>9 110 5,0 ml nBa npTH 5,0 ml gBa neTH KHEBHO 5,0 ml Begubx 10 mi

10 kg JIHEBHO JIHEBHO

*3a nayuenmu cvc ciaba umynna cucmema nevenuemo e 10 onu

AKO cTe mpueJd noBeyve oT Heodxoaumata jo3a Tamiflu
Crpere npriema Ha Tamiflu u ce cBbprKeTe He3a0aBHO C JieKap WK (hapMareBT.
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B noBedeTo ciyuan Ha peao3upaHe MalUeHTHTE He ChOOIaBaT 3a He)KENaH! JICKAPCTBEHH PEaKIUH.
Koraro ca nokiaiBaHy He)elaHu Peakiny, Te ca OMIIH O0J00HM Ha T3 KaTo MPH HOPMAIHHUTE JI03H,
KOUTO Ca ONKCAHH B TOYKa 4.

[To-4ecTo ce chOOIIABaT CiIydyau Ha MPeI03UpaHe MPH Jela, OTKOIKOTO PH Bb3PACTHH M FOHOLIIH.
[purotesiHeto Ha Teuen Tamiflu TpsiOBa na craBa BHUMATENHO, KAaKTO U mpuioxeHuero Ha Tamiflu
Karncynu win tedeH Tamiflu mpu nera.

AKo cTe mpomycHaJm 1a npuemete Tamiflu
He B3emalite nBoiiHa 103a, 3a 1a KOMIIEHCHpATe IPOIyCHATa J03a.

AKo cTe cripejiu npuema Ha Tamiflu

Hsma nexxenanu peakuuu, koraro cupere nmpuema Ha Tamiflu. Ho ako Tamiflu ce ciipe no-pano
OTKOJIKOTO Bammst niexkap Bu e kazai, cikMOTOMUTE Ha TpUlia MOXeE J1a Cc€ BbpHAT. Bunaru
3aBBpIIBaiiTe Kypca Ha JISUeHHe, MPEANUCcaH oT Bammis iekap.

AKO MMaTe HSKAKBH JIOTBIHUTEITHA BBIPOCH, CBBP3aHU ¢ yroTpebdara Ha TOBa JIEKapCTBO, MONUTANTEe
Bamus nexap wnu dapMarienT.

4, Bb3MOKHH HeKeJIaHU P€aKIuHu

KakTo BCcHYKH JIeKapCTBa, TOBA JICKAPCTBO MOXKE JIa PEAM3BUKA HEXKEJIAHN PEAKI|HU, BBIPEKH Y€ HEe
BCEKH T IOJTy4aBa. MHOTO OT HEXEJIAHUTE PEaKIMU, H30POSHH TT0-7I0JTy, MOJKE Ja ca NPeIU3BHKaHN
CBIIIO U OT TPHIIA.

CreHHMTE CEpUO3HH HEXEIIAaHU PEaKIMK ca ChoOIIaBaHu psyiko, oTkakto Tamiflu e Ha mazapa:

e  AHa(unakTUYHU U aHAQWITAKTOMIHH PEAKIMU: TEKKU ATEPTHIHN PEaKIUH C MOyBaHe Ha
JHULETO U KOXaTa, ChpOsII 00OpUB, HUCKO KPHBHO HAIIATAHE U 3aTPYTHEHO JUIIaHe

e  UepHoapoOuu HapymieHus (QyIMHUHAHTEH XeNaTUT, HAPYIIICHUE Ha YepHOIpoOHaTa (YHKIUS
W KBITEHHIA): TIOKBITSIBAHE HA KOXKaTa 1 OsUI0TO HA OYMTE, POMSIHA HA IIBETA Ha
U3NPAXHEHUSTA, IPOMSHA B TIOBEICHUETO

e  AHIMOHEBPOTHYEH €/IeM: BHE3AITHO TEXKKO MO JyBaHEe Ha KOXKaTa OCHOBHO B 00JIacTTa Ha
rJiaBaTa ¥ IIUsTa, BKIIOYUTEITHO OYUTE M €3UKa, ChC 3aTPYAHEHO JUIIAHE

e  Cunnapom Ha CTuBBHC-J[PKOHCHH M TOKCHYHA eTTHePMaHa HEKPOJIM3a: TeXKa
KHBOTO3aCTpallIaBallia aJlepruyHa PEaKIs, TEeXKKO Bh3MalCHHE Ha KOXKAaTa U JIUTaBUIIHTE,
3aI0YBaIIIO C TPECKa, BBh3MAICHNE HA TBPIIOTO, yMOpa, KOYKHU OOPHUBHU, KOUTO BOST JI0
MosiBaTa Ha KOXKHU MEXYypH, 0OeJIBaHe, CBJIMYaHE Ha TOJIEMHU MIOBBPXHOCTH OT KOXKa,
BB3MOKHH 3aTPYIHEHHS B IUIIAHETO U HUCKO KPBBHO HaJIsTaHE.

e  KopBeHe OT CTOMaNTHO-YPEBHUS TPAKT: TIPOIBIIKUTEITHO KBPBEHE OT Ae0ETI0TO YePBO HIIH
TJTFOCHE Ha KPBB

e  HeBporncuxuyHu HapyIIeHNS, ONUCAHU MO-0TY .

AKo 3a0eJ1e;KuTe HAKOH 0T Te3u CUMIITOMHU, IIOTHPCETE He3a0aBHO MeJIUIUHCKA MOMOIIIL.

Haii-uecto (MHOTO 4eCTH M 4eCTH) ChOOIaBaHUTE Hexeaanu peakimu Ha Tamiflu ca ragene win
MOBpPBIIAHe, CTOMAIIHN OOJIKH, CTOMAIITHO Pa3cTPONCTBO, I1aBobosre u 6oska. Te3u HexenaHu
peakiun ce HabII0AaBaT MPEIMMHO CIIC]T ITbPBATa J103a OT JIEKapPCTBOTO M OOMKHOBEHO CITUPAT C
NPOABIKABAHETO Ha JiedeHneTo. YecToTaTa Ha TE3U PEaKIMHU Ce HaMaslsiBa, aKO JIEKAPCTBEHHUSIT
MPOIYKT Ce MpHUeMa C XpaHa.

Penxu, HO cepruo3HU peaklMu: MOThPceTe BeHATa JIeKAPCKa IOMOIL

(Te moorce oa 3acecnam oo 1 na 1 000 dywum)

ITo Bpeme Ha neuyenue ¢ Tamiflu, uma cpOOLIEHNS 32 peIKU CHOUTHUS, KOUTO BKIIIOYBAT
e ['bpuoBe U AENUPUYM, BKIIOUUTETHO MPOMEHEHO HUBO Ha Ch3HAHUE
e O0OBpKaHOCT, HEOOWYAITHO TIOBEICHIE
e Hanyanocrtu, XamoluHAINH, B30y 12, TPEBOXKHOCT, KOIIIMapH
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Te3u cpOuTHS ce ChOOIIABAT MPEIUMHO IPH JIeIa M FOHOIIM U YECTO 3all0uBaT BHE3AIHO U
0T13ByuaBat 0bp30. HIKOJIKO citydasi ca IOBENU 10 CaMOHapaHsBaHe, HAKOU OT KOUTO C (haraneH
n3xoJ. TakuBa HEBPOIICUXUYHU CHOUTHS C€ ChOOIABAT CHINO U MPH MAIMEHTH C TPHUI, KOUTO HE ca
npuemanu Tamiflu.

o [lammeHnTtuTe, 0COOCHO JIClIa U FOHOIIIM, TPSIOBA J1a Ce HAaOJIF0IaBaT BHUMATEIIHO 3a 110sBa Ha

OTIMCAHUTE MO-TOPE MPOMEHHU B MOBEIACHHUETO.

AKO 320e/1e;KUTe HAKOHM OT T€3M CHMIITOMH, OCOOCHO IIPH TIO-MJIaId X0pa, MOThPceTe He3a0aBHO
JIeKapcKa moMoil.

Bb3pacTHu 1 1oHOIIM HA 13 rOAMHY U NTO-TOJIEMH

MHOTr0 9ecTH He:KeJJaHM peaKnnuu

(moarce 0a 3aceenam nosewe om 1 na 10 oyuur)
e ['maBoOomue
e Tlanene.

YecTu HeKeJIAaHU peakuun
(moarce 0a 3aceenam oo 1 na 10 Oywir)
e bpoHXUT
e Xeprec Ha yCHUTE
o Kanumna
e 3amaiiBaHe
Bucoka Temneparypa
bonka
bonka B kpaitHULIUTE
Xpema
bescbHue
Ba3naneno repiao
CromarrHa 60JiKa
Ywmopa
[IpnHOTA B rOpHATA YacT Ha KOpeMa
e UudeKuuu Ha TOPHUTE UXATETHH TBTUIIA (BB3IaJ€HH HOC, TBPJIO0 U CHHYCH)
e Jlomo xpaHocMIIaHE
e [loBpriuane.

Hedyectn He:keslaHM peakuuM
(moance 0a 3aceenam oo 1 na 100 oyuur)
e AnepruyHH peakuu
[IpomeHeHO HMBO Ha CH3HAHHE
I'vpu
Hapymienus Ha cbpA€IHUS PUTHM
Jlexu 10 TeKKW HApYyIIEHUS HA YepHOApoOHaTa (YHKIUS
Koxnu peakiyu (Bb3najeHue Ha KOXaTta, YepBEH U ChpOsIl 0OpUB, CBIMYAHE HAa KOXKATa).

Penxu He:keJ1aHH peakMu

(mooice 0a 3aceenam oo 1 na 1 000 oyuum)
e Tpombormronenus (HUCHK OPOH TPOMOOIIUTH )
e 3pHTEIHU HAPYIICHHUSL.

Jena ot 1 10 12 ronuHmn

MHOr0 4ecTH HeKeJaHH PeaKuuu

(moarce da 3aceenam noseue om 1 na 10 oyuw)
o Kammma
e 3amyImiBaHe Ha HOCA
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e [loBpsiane.

YecTH HesKeJIAHU peaKkIuu
(moarce 0a 3aceenam oo 1 na 10 Oywi)
o KOHIOHKTHBHT (3a4epBsBaHE HA OYHTE M CEKPEIHs WIH O0JIKa B OKOTO)
Br3nanenue Ha yXoTo U APYTH HapyIIEHHUS HA yXOTO
I'maBoGonue
l'anene
Xpema
CroMmarrHa 6onka
[IpmHOTA B rOpHATA YacT Ha Kopema
Jlomo xpanocmunase.

HedecTu HesKeJaHU peakuu
(moarce 0a 3aceenam oo 1 na 100 Oyww)
e Bwn3nanenue Ha KoxkaTa
e Hapyenue Ha ThIaHYeBaTa MEMOpPaHa (THIIAHYETO).

KbpMmadera noa 1 roquna

CpoOuIeHNTe HeKeNaH! peakLUK TPy KbpMadeTa Ha Bb3pacT oT 0 1o 12 Mecena, ca nmpeauMHO
NoZ00HY Ha HEXKEJIAHUTE PeaKkuuy, ChOOIIEHH MPH TO-TOJIEMH Jena (Ha Bb3pacT | ToIuHa WiH 10-
ronemu). OCBEH TOBa MMa CHOOIIEHNS 32 TUApUs U OOPUB OT IEJICHH.

AKO HSIKOSI OT HEXEJTaHUTE JICKAPCTBEHHU PEAKIIMU CTAaHE CEPUO3HA WITH 3a0€NIe)KUTe IPYTH,
HEOTIMCaHU B Ta3W JIMCTOBKA HEXEIaHH PEeaKIny, yBeaoMere Bammst nexap wimm apmarnest. Obdaue,
e ako Bue wim Bamerto 1eTe noBpbaTe MHOTOKPATHO WX
® aKO CUMITOMMTE HA I'PUII Ce BJIOIIABAT WJIM BUCOKATA TEMIIEPATYPa MPOIbJIKABA
YBenomerte Bamus Jiekap KOJIKOTO € Bb3MOKHO IO-CKOPO.

Cho01aBaHe Ha HeKeJIaHU peakiuu

AKO noJTyuuTe HIKAKBU HEXKEJIAHU JICKAPCTBEHU peaKlny, yBeroMeTe Bammst iexap. ToBa BkirouBa
BCHYKH{ BB3MOKHH HEOIHCAH!U B Ta3H JINCTOBKA HEXETAaHU peakiuu. MoxKeTe ChIIo Ja ChoOLuTe
HEXeJTaH! PEaKklny IUPEKTHO Ype3 HallMOHATHAaTa CUCTeMa 32 ChOOIIaBaHe, IIOCOYEHa B
Ipunosxxenue V. Karo cro011aBare HexenaHu peakuy, MOXKeTe Ja 1aieTe CBOS MPUHOC 32
NoJIy4yaBaHe Ha MoBede HH(popMalys OTHOCHO 0€3011acHOCTTa Ha TOBa JIEKAPCTBO.

5.  Kak na cexpansiBate Tamiflu

I[a CC CbXpaHsAaBa HAa MACTO, HCAOCTBITHO 3a JACIaA.

He u3mos3Baiite TOBa JI€KapCTBO ClIe] CpOKa Ha TOJHOCT, OTOENA3aH BBPXY KapTOHEHATA OTAKOBKA U
oyrunkata cien ['ogen 10. CpokbsT Ha TOJHOCT OTrOBapst Ha OCIEAHUS IeH OT MIOCOYSHHSI MECEIl.

[pax: Jla ve ce cpxpansiBa Hag 30°C.
Crien mpuroTBsiHe, 1a ce cbxpansasa noa 25° C B npoabmkenue Ha 10 aHu.

He uzxBbpisiiTe nekapcTBara B KaHAIM3ALMATA WIK B KOHTEMHEpa 3a JOMAIIHU OTHaIbIIH.

Tlommuraiite Bamms (I)apMaLIGBT KaK Ja U3XBBPJIATE JICKApCTBATa, KOUTO BEYC HE MU3II0JI3BATE. Tes3u
MCPKH LIC CIIOMOrHatT 3a OIIa3BaHC HAa OKOJIHATa Cpeaa.
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6. C'bIl'bp)KaHI/le HA OMaKOBKaTa U JONIbJHHUTEC/JIHA I/IH(l)OpMa].lPlﬂ

Kakso cbabp:xa Tamiflu

o AXTUBHOTO BELLECTBO €:
ozentamuBHp (6 mg/ml o3enTaMUBHp ciell pa3TBapsiHe).
. Hpyrute cbCcTaBKU ca:

cop6uton (E420), narpueB quxunpores urpar (E331[a)]), kcantanosa ryma (E415), Hatpues
oenzoar (E211), 3axapun Hatpuii (E954), tutanoB nuokeua (E171) u apomar Ha mmojioe
(BKJTFOUBAIIl MAITOJCKCTPUHH [[TapeBULIA ], TPOIMIICHTIINKOM, TyMa apadbuka E414 u HatypanHo-
UJICHTUYHU apOMaTH [CHCTOSIM Ce MPEANMHO OT apoMar Ha OaHaH, aHaHAC U [IPacKOBa))
(Bmkre Touka 2 ,,Tamiflu ceabpika copbuton, HaTpreB GeH30aT U HATPHUIL").

Kak u3raexna Tamiflu 1 kakBo chABbpka onaKoBKaTa

IIpax 3a repopajiHa CyCleH3Us

[IpaxbT npencTaBisBa rpaHyJiaT WK CJIETHAJ C€ TPAHyJIaT ¢ OsUT 1O CBETIIOKBIIT LIBSAT.

Tamiflu 6 mg/ml npax 3a mepopaiHa cycreH3us ce npe/yiara B Oy THIIKa, Chabpskamia 13 g mpax,
KOHTO TpsiOBa aa ce cMmecu ¢ 55 ml Boja.

Kytusita ceabpxa u 1 miactmacoBa Mepurenta kanudka (55 ml), 1 mmactmacoB aganTop 3a OyTHiIKa
(3a na Bu ynecHH J1a H3TEINIUTE JISKAPCTBOTO B 7103aTopa), 1 miactMacoB mepopaieH aozatop ot 3 mi
u 1 mactmacoB nepopaier go3atop ot 10 ml (3a 1a mprieMeTe MPaBUIIHOTO KOJIUYECTBO OT
JIEKapCTBOTO TIpe3 ycTara). BepXy mepopaiHus 103aTop MMa 03HaYCHUS 3a 103aTa Ha JIEKapCTBOTO B
mumatpu (Ml) (Bmkre durypure B Viasanus 3a nompebumernst).

3a moApoOHOCTH OTHOCHO MPHUTOTBSHETO HA TIEpOpaTHaTa CyCIeH31s U KaK J1a OTMEPHTE U J1a
npremMeTe JIeKapCTBOTO, MPOYETeTe Yra3zaHus 3a nompedumens, Ha clieiBalllaTa CTPaHUIIA.

IIpuTe:xaTen Ha pa3pelIeHHETO 32 yNOTpeda
Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

I'epmanus

IIpoussoaure
Roche Pharma AG
Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen
I'epmanns
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3a pombIHATETHAa HH(OPMAIIHSI OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKAITHHS
IPEACTABUTEN Ha MPUTEXKATENS Ha Pa3peleHNeTo 3a yrnorpeda:

Belgié/Belgique/Belgien,
Luxembourg/Luxemburg
N.V. Roche S.A.
Belgié/Belgique/Belgien
Tél/Tel: +32 (0) 2 525 82 11

Bbuarapus
Pomr bearapust EOO/L
Ten: +359 2 474 5444

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

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

EXAéoa, Kompog
Roche (Hellas) A.E.
EA\Gda

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, Malta

Roche Products (Ireland) Ltd.

Ireland/L-Irlanda
Tel: +353 (0) 1 469 0700

island

Roche Pharmaceuticals A/S
c/o Icepharma hf

Simi: +354 540 8000
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Latvija
Roche Latvija SIA
Tel: +371 - 6 7039831

Lietuva
UAB “Roche Lietuva”
Tel: +370 5 2546799

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

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



Italia Suomi/Finland

Roche S.p.A. Roche Oy

Tel: +39 - 039 2471 Puh/Tel: +358 (0) 10 554 500
Sverige
Roche AB

Tel: +46 (0) 8 726 1200

JlaTa Ha mocJieqHO nmpepa3sriexnane Ha suctopkarta {MM /I'TIT}.

Ho;[po6Ha I/IH(I)OpMaLII/IH 3a TOBA JICKAPCTBO € MPCAOCTABCHA Ha ye6ca171Ta Ha EBpOHGﬁCKaTa arcHOus
10 JieKkapcTBarta : https://www.ema.europa.eu.
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https://www.ema.europa.eu/

Ykazanus 3a HOTpeﬁl/ITe.Tlﬂ

I[a HC CC U3II0JI3B4, dKO OIIAKOBKATA € HAPYIICHA UM HAKOU OT NPUJICIKAIIUTC MATCpHUAJIN JIUTICBAT
HJIK Ca IMOBPCICHU.

J Cebpikere ce ¢ Bamms nekap min dapmarieBT, ako 103aTOpPBT € U3ryOeH WU HOBpeJieH (T.e.
O3HAUCHHUETO 3 J103aTa Beue HEe Ce Pa3nyaBa sICHO WU TPYHO ce paboTu ¢ Hero). Te me Bu
IIOCHBETBAT KaK J1a MPOABIKUTE J]a pHeMare JIEKapcTBOTO CH.

W3non3BaiiTe n moyrcTBaiTe MepopatHus J03aTop, KAKTO € ONMCAaHO B HACTOSIINTE YKa3aHHs, 32 Aa
ce u30eTHe eBeHTYaITHO 3aMbPCSBaHE.
MuiiTe pblieTe cH MPENu | clies yroTpeoda.

Wma nBa erana 3a npueMane Ha Tamiflu mepopaina cycnensus.

1 eran: IlpuroTeere HOBa Oy THJIKA OT JIEKAPCTBOTO
Koraro cu B3emare penenrara, Bammsr dapmarieBT Moxe J1a € IpUroTBHII JIeKapcTBOTO 3a Bac.
Axo He e, Bue Moske J1ecHO J1a ro HarpaBuTe caMu. Buxre mbpBust Ha0Op OT yKa3aHHsL
Heo0xomumo e 1a HapaBHTe TOBA CAMO BeIHbK, B HAUAJIOTO Ha Kypca Ha JISUEHUeE.

2 eramn: H3MepeTe U JaiiTe TOUHATA 1034

Paszknatere no6pe cycrneH3usra 1 u3rerniere NoAxoAsIaTa NpenopbuuTeHa 103a B 103aTopa.
Bmxre BTOpHst Habop OT ykazanus. Bue mie TpsiOBa qa nmpaBuTe TOBA BCEKH BT, KOI'aTo UMare
HY’K/1a OT J103a.

1 eTan: IIpuroTBere HOBa Oy THJIKA OT JIeKAPCTBOTO

IIle nmate Hy>Kza OT:

e byruikara, ceabpxamia Tamiflu nmpax (B omakoBkaTa Ha JIEKapCTBOTO), 3a€/IHO C MPUIIOIKEHATA
Kamavka Ha OyTHIIKaTa

e [lmactmacoBa MepuTeTHA KaHUYKA (B OTTAKOBKATa Ha JIEKAPCTBOTO)
e [InactmacoBus agantop 3a OyTHIIKaTa (B OMaKOBKATa Ha JIEKAPCTBOTO)
e Boma

Kamayka

aganTop 3a OyTuiakara

MEpUTETHA KaHUYKa

|
——55ml

JIMHUSA HA
HamnmbJBaHeE

. IHotymaiiTe 0yTHJIKAaTA, 32 1a ce pa3poOxXKa mpaxa
[ToTtynaiite nexo 3aTBOpeHaTa OyTHIIKA HAKOJIKO IIBTH, 3a Jla Ce Pa3poXKa MpaxsbT.

. H3noa3BaiiTe kKaHUYKaTa, 3a 1a otMepute 55 ml Boaa
MepuTenHara KaHUYKa, IPEJOCTaBEHA B OTIAKOBKATA, MIMa MapKUpaHa JIMHUS, KOSTO ITOKa3Ba
TOYHOTO KOJIMYECTBO.
Hamnennere 51 ¢ BoJia 10 03HAYE€HOTO HUBO.

L I[oﬁaBeTe IAJI0TO KOJIMIECTBO BOAAa, 3aTBOPETE U PasKjiaTeTe

N3zcuriere msm0To KOMMYECTBO BOJa OT KAaHWYKaTa B OyTUIIKaTa BBPXY Mpaxa.
Bunaru usnonssaiire 55 ml Boga, HezaBucUMO OT f03ara, KoaTo Bu e HeoOxomuma.
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[ocraBere oOpaTHO Kamavkara Ha OyTuiikara. PaskiateTre moOpe OyTHiIKaTa B IPOJBIIKEHIE HA
15 cexynau.

° HaTtucHere anantopa
OTtBopere OyTHiIKaTa ¥ HATHCHETE aJlanTopa 3a OyTHIKaTa 3/[paBo B I'BPJIOTO .

. 3aTBopeTe Oy THJIKATA OTHOBO

3aBUHTETE IUTHTHO KallaukaTa BbPXY IOPHATa 4acT Ha OyTHIIKATa, KOATO BE4Y€ BKIIOYBA H
ajlanropa.

Taka e e curypHo, 4e aIanTopbT 3a OyTHIKaTa NpUIIsira MPaBUIIHO B OyTUJIKATA.

Cera Beuye umate Oytmika ¢ Tamiflu mepopaniHa cycrnensusi, roroBa 3a u3mMepBane Ha j103a. He TpsioBa
J1a st IPUTOTBSITE OTHOBO, OCBCH aKO HE 3a11o4YBare HOBA OyTHIIKA.

2 eran: 3mepete u gaiiTe TOYHATA 1032

IIle nMaTe HYKIa OT:
e Byruika ot npurorBenusi Tamiflu mepopasina cycnensus

e B 3aBucHMOCT 0T HeoOXoMMAaTA 1032, Ille MMaTe HYKIa OT MepopaJsiHus 103aTop ot 3 ml
(opan:zkeBo GyTaso, ¢ neaenust ot 0,1 ml) wim nepopasnus xo3zarop ot 10 ml (mpo3pauno
oyTaJio, ¢ neseHus ot 0,5 ml) oT omakoBKaTa Ha JIEKaAPCTBOTO.

e 3a no3u or 1,0 ml no 3,0 ml tpsibBa na ce u3nomn3Ba nepopaituus go3atop ot 3 ml. 3a 103u Hax
3,0 ml 1o 10 ml, Tps6Ba 1a ce u3mos3Ba nepopaiHus go3atop ot 10 ml.

Bunaru n3non3saiite NepopaIHug 403aTOP, IPUIIOKECH C Bamreto JICKAapCTBO, 3a a U3BMCPUTC TOYHATA
J03a.

[TepopanHusT 103aTOp € MpeHa3HaYeH 3a MHOTOKpaTHa yrnorpeoa.

| ByTtano (opaHxeBo) _|___ Byrano (npo3pa4Ho)
ce——3 ml w01 10 mi
qi uig —]
i —1.5ml M=
IE: H—5ml
F Bp'bx iz —|

U; Bpbx

. PasknaTtere OyTHikaTa

[TpoBepeTe nanu KarmavkaTta € CUTypHa | clie/l ToBa paskiarere Oytiikara Tamiflu mepopanna
CYCIICH3HSI.

Bunaru paskJjamaiite 100pe npeau ynorpeoa.

. IIpurorBeTe nepopajHus 103aTOP
B 3aBrcuMocCT 0T HeoOX0MMara J103a, U3no3BaiTe go3aropa ot 3 ml (opamkeBo OyTano) uim
nepopaanus qo3atop ot 10 ml (mpo3payno 6yTano), MPUIOKEHH B OTIAKOBKATA.
HatucHere OyTanoTo J0Kpail KbM BbpXa Ha J03aTOpa.
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| Bbyramo

2
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=

|

HanbiHeTe 1o3aTopa ¢ ToO4HATa /1032

Pa3BuiiTe kamaukarta oT OyTHIIKaTA.

Bxkapaiite Bbpxa Ha fj03aTOpa B ajjantopa 3a OyTHIKaTA.

Crnen ToBa 00bpHeETE HEJIHST KOMILIEKT HA0y (OyTUIIKaTa U J103aTOpa 3aeJTHO).

R

_/

baBHO m3mbpmaiite OyTanoTo, 3a Aa U3TEIIUTE JIEKAPCTBOTO B A03aTOpa.
Cnpere 10 AeneHHETO, KOETO NIOKa3Ba Hy>kHaTa Bu 103a.

W3npasete memusi KOMIUIEKT OTHOBO.

Maxszete no3aropa oT OyTHIIKaTa.

H3cunere JiekapcTBOTO HAMPABO B yCTaTa

3a na ce nzberHe 3a/1aBsiHe/TIOBPBILAHE, YBEPETE CE, YE TSUIOTO € B H3MPABCHO MOJI0KCHHUE,
MTOCTAaBETE TIEPOPATHHS JI03aTOP B yCTaTa, KATO BBPXBT COYM 0Oy3ara, 0aBHO HATHCHETE
OyTaNoTo JOKpai 1 HE M3IMOJI3BAHTE CUIIA TP BIPBCKBAHE KM T'bPJIOTO.

YBeperte ce, ue ISJI0TO KOJIMYECTBO OT JIEKAPCTBOTO € MOI'BIHATO.

Moxere 1a mueTe U 1a AJeTe cae]] IpueMa Ha JIEKapCTBOTO.

3aTBopere OyTHJKATA, CbXpaHABaiiTe 1 HA 0€30MACHO MACTO
[MocraBere oOpaTHO Kamaukara Ha OyTuikara. ChxpaHsBaiiTe 51 HA MACTO, HEJOCTHITHO 3a JIelia.

Coxpansaiite nekapcrBoto 1o 25 °C o 10 gau. Buwkre 5 Kak da cvxpanseame Tamiflu na
Clle/IBallaTa CTPaHMIA.

IHouncrere no3aTopa
PasrioGere mo3atopa BenHara ciejl mpreMa U H3IUIAKHETE IBETE My YacTH C Teyalla YelIMsHa
BOJIa, IOKATO OTCTPAHUTE BCHYKH OCTATHIU. AKO HAMATE JOCTHIT 10 YKCTA YCHIMSHA BOJIa,
MOYKCTETE C YUCTA Boa (HarpuMep, IeCTHINPaHa).
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He crepunuzupaiite nepopaiHus 103aTop U He IO u3BapsBaiite, 3a a u30erHeTe noppeaara
Mmy. OcTaBeTe 103aTOpa 1a M3CHXHE MPEIH CleBalara ynorpeoa.
CoxpassiBaiiTe, KaTo IbPXKHUTE TUCIIEHCHPA CyX U Janede OT CI'bHYEBa CBETIIMHA.

He u3xBBpsiiTe nepopainus 103aTop, Thil KaTo TOM TpsiOBa a ce U3MoiI3Ba MHOTOKpaTHO. EnBa cien

MOCJICZIHOTO MY M3MOJI3BaHE U3XBBPIIETE TIEPOPAITHHSI JO3aTOP B CbOTBETCTBHE C MECTHUTE
pasmopenom.
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