MNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HME HA JIEKAPCTBEHUA TPOAYKT

Tamiflu 30 mg TBBpaM Kancyau
Tamiflu 45 mg TBepau Kancyau
Tamiflu 75 mg tBepau Kancymu

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Tamiflu 30 mg TBBpaM Kancynu

Besika TBBpIa Karcyna chabpika ozentamuBup docdart, koiiTo ce paBHsaBa Ha 30 MY 03eTaMHUBHP
(oseltamivir).

3a BJIHUS CITUCHK Ha ITOMOIIHUTE BEIIECTBA BHKTE TOUKa 6.1.

Tamiflu 45 mg TBBpaU Kancyau

Bcesika TBBbpAa Karcyiia Chabprka 03eaTaMuBUp GocdaT, KOWTOo ce paBHsABaA Ha 45 mg 03I TaAMUBHD
(oseltamivir).

3a BJIHUS CITUCHK HA TTOMOIITHUTE BEIIECTBA BIXKTE TOUKa 6.1.

Tamiflu 75 mg tBBpau Kancynu

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

3a MBJIHUS CITUCHK Ha ITOMOIIHUTE BEIIECTBA BHKTE TOUKa 6.1.

3.  JIEKAPCTBEHA ®OPMA

Tamiflu 30 mg TBBpaM Kancyau
TBBpmaTa Karcysa ce ChbCTOM OT CBETIOXKBIITO, HETIPO3pavdHO TsuI0 ¢ orredatad Haamue “ROCHE” u
CBETJIOXKBJITO, HEMPO3payHO Kanaue ¢ ornevatad Haanuc “30 mg”. [leyaTHuTE HaAMKCH Ca CUHMU.

Tamiflu 45 mg TBBpAM Kancyn
TBBpmara Kamcysa ce CbCTOM OT CUBO, HETIPO3padHo Tsu10 ¢ otrieyatad Haamuce “ROCHE” u cugo,
HEIPO3payHo Kamaye ¢ oTnevatan Haanuc “45 mg”. [leyaTHUTEe HAANKUCH Ca CUHHU.

Tamiflu 75 mg TBEpAM Kamcyau
TBBpaaTa Karncysa ce CbCTOM OT CUBO, HEMPO3padyHo TsU10 ¢ ornevyarad Haanuc “ROCHE” n
CBETJIOXKBJITO, HEMPO3PAYHO Kamnaue ¢ oTrnevaTal Haanuc “75 mg”. [leyaTHUTEe HAANKUCH Ca CUHU.

4. KJIHUHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3AHUS

Jleuenue na epun

Tamiflu e mokasan npu Bb3pacTHH M A€, BKIIOYUTEITHO JOHOCEHN HOBOPOIEHHU, ChC CHMITTOMH,
THITUYHH 32 TPUII, KOTATO TPHITHHUAT BUPYC IIUPKYJIHpa B 001ecTBoTo. JIokazana e epuKacHOCT,
KOTaTo JICYEHHETO 3ar0oYHe JI0 JBa JHH OT HAYaJI0TO HA CUMIITOMHUTE.

IHpogpunaxmuxa na epun

- [ocTexcno3noHHa NpoUIaKTHKA IPH JTUIA Ha Bb3pacT 1 roguHa WM MO-TOJIEMH CIie]l
KOHTAaKT C KIIMHUYHO JTUATHOCTHIIMPAH CIy4ail Ha TPHIL, KOTaTo B 0OIIECTBOTO IIUPKYIHPa
TPUIIEH BUPYC.



- YMecTHOCTTA Ha nipriiokeHreTo Ha Tamiflu 3a mpodunakTrka Ha TpuIl TPAOBA Ja ce OTpeIeIs
BBB BCEKHU OTJEJICH CITydall criope]; 00CTOSATENICTBATa U MIOMyIAUATa, M3UCKBaIIa 3amura. [Ipu
M3BBHPEIHU CUTYalllH (Hamp. B cIy4ail Ha HeChBIaJaHe MEXIY LIUPKYIUPAIIUTE U
BaKCMHAJTHUTE BUPYCHH LIAMOBE U MPH MaHIEMHYHA CUTyalus) O MOTJIO a ce 0OMuUCIn
CEe30HHa NMPOWIAKTHKA TIPH JIUIA HA BB3PaCT €/IHA FOJIUHA WU TTO-TOJIEMH.

- Tamiflu e mokazan 3a mpoguIaKTHKa Ha TPUII CIIe]T €KCIIO3UIIMS IPH KbpMadeTa Ha Bb3pacT MOJ
1 roxuHa npu U30yxXBaHe HA TPUIIHA MaHIeMus (BXK. Touka 5.2).

Tamiflu ne 3amecTBa OPOTUBOrpUIIHATA BAKCHUHAIIMA.

[IpunoxeHneTo Ha aHTUBUPYCHU CPEJICTBA 3a JICUeHUE U Po(UITaKTHKA Ha TPUIT TPSOBA Ja ce
pelaBa Bb3 OCHOBA Ha OQHULIMAIHUTE IpenopbKku. [Ipu B3emaHe Ha peleHue 3a ynorpeda Ha
03eNTaMUBUD 3a JIeUeHUE U MpoduiIakTuka TpsOBa 1a ce UMa MPEABH/ ChIICCTBYBAIaTa HHPOPMAaLUs
OTHOCHO XapaKTEPUCTUKUTE HA IIUPKYIHPAIINTE BUPYCH HA TPHUIA, HATMYHATA HHPOPMAIHS OTHOCHO
MoOJIeJIa Ha 9yBCTBUTEITHOCTTA KbM JIeKapCTBaTa MPOTHUB TPHUII 32 BCEKH CE30H M 3HAYCHHUETO Ha
3a00JIsIBAHETO 32 pa3IMYHHUTE reorpadcku 00IacTH U MOMyJIALNH NalueHTH (BXK. Touka 5.1).

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

AOBI/I[ZOBKa

Tamiflu TBepau kancynu u Tamiflu cycniensus ca GMoeKBUBaJICHTHH JieKapcTBeHH (opmu. Jlo3u ot
75 mg morar a ce npuiarar Wi

- KaTo e/lHa Karcyja oT 75 mg, uiu

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

- Kato exHa no3a ot 30 mg itoc enHa no3a ot 45 mg cycrnenzusi.

IMpomunuieHo npoussenexn Tamiflu mpax 3a nmepopanua cycrnensus (6 mg/ml) e npeAnoynTaHusT
HPOJYKT 32 TIeJUaTPUYHH ¥ Bb3PACTHH MALMEHTH, KOUTO UMAT 3aTPyIHEHUS P MPETIbLIAHETO Ha
KarCyJIi, WK KOTaTo ca HEOOXOAUMH T0-HUCKH JIO3H.

Bw3pacmuu u ronowu na 13 2o0unu u no-conemu

Jleuenue: I1pu roHomy (Ha Bb3pacT oT 13 mo 17 roguHmn) U BE3pacTHU MIPENOPhUNTETHATA TIEpopaiHa
Jlo3a € 75 Mg o3enTaMUBUp JBa ITbTU THEBHO B MPOJIBIDKEHUE HA S5 JTHHU.

TeJsiecHo Tery0 IIpenopbunTesHa x03a 3a 5 1HU
> 40 kg 75 Mm@ 1Ba TBTH THEBHO

Jledenuero TpH6Ba Ja C€ 3alI0YHC Bb3MOXKHO Hafl-paHO B paMKHUTC HAa IbPBUTC JIBAa THU OT HAYAJIOTO
Ha 'PUITHUTC CUMIITOMMU.

Ipoghunaxmuka cred excnosuyus. Ilpu ronomu (Ha Bb3pacT oT 13 10 17 roguHn) u BE3pacTHH
MPETOPHUYNTEITHATA 1032 33 MPOPUITAKTHKA HA TPUII CJel OJM3bK KOHTAKT ChC 3apa3eH YOBeK ¢ 75 mg
03eNITaMUBUD BEJIHBK JJHEBHO B MPObIDKeHMe Ha 10 1HM.

TeJsiecHo Tery0 IIpenopbunTena 103a 3a 10 xan
> 40 kg 75 MQ BeIHBK THEBHO

JleaenueTo TpsAOBa /a ce 3aMovYHe Bhb3MOXKHO Hall-paHO B PAMKHUTE Ha ITbPBUTE /[BA JIHA OT KOHTAKTa
ChC 3apa3eH YOBEK.

Ipogunaxmura no epeme na epunna enudemusi 8 oouecmsomo. [IpenopbunTeaHaTa 103a 3a
npoduIaKTHKa Ha TPHUII 10 BpeMe Ha euAeMHus B 00IIECTBOTO € 75 mg 03eITaMUBUP BEIHBK JHEBHO
JI0 6 CEIMUIIN.




Heduampulma nonyiaauus

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

Jleuenue: 3a neucHue Ha KbpMaucTa U ACHa Ha Bb3PacCT 1 roguHa wim IIo-roJjieMu, €€ Mmpernopbp4BaT
CJICAHMTE CXCMH Ha IIPHUJIAraHe, KOpUIrupaHu CIIOPE TErJI0TO:

TeJsiecHO TerJ1o IIpenopbunTe/iHa 103a 3a 5 THH
10 kg mo 15 kg 30 Mg 1Ba IBTH THEBHO
> 15 kg o 23 kg 45 mQ 1Ba IbTH AHEBHO
> 23 kg o 40 kg 60 mg 1Ba IbTH THEBHO
> 40 kg 75 Mg 1Ba IBTH THEBHO

JledenueTo TpsAOBa /1a ce 3amovYHe Bh3MOKHO Hal-paHO B pAMKHUTE Ha ITbPBUTE [1BA IHU OT HAYAJIOTO
HA TPUITHUTE CUMITTOMH.

Ipoguraxmuxa cned excnosuyus: Ipenopruntendara go3a Tamiflu 3a mpodumakTika cien
EKCIIO3HIIHS €

TeJsiecHo Tery0 IIpenopbunTesnna no3a 3a 10 xuu
10 kg mo 15 kg 30 mg BeAHBK AHEBHO
> 15 kg mo 23 kg 45 mQ BeHBK JTHEBHO
> 23 kg mo 40 kg 60 My BeIHBK JHEBHO
> 40 kg 75 MQ BeIHBK THEBHO

Ipoghunaxmuxa no epeme na epunna enudemusi  0owecmsomo:: IlpodunakTukara Mo BpeMe Ha
TPUITHA eTHJIEMUS HE € TIPOyYBaHa MPH JeTa Ha Bh3pacT nof 12 roguHw.

Kwvpmauema na sv3pacm 0 — 12 meceya

Jleuenue: TlpenoppunTeHaTa 103a 3a JICYCHHE MPH KbpMaueTa Ha Bb3pacT 0 — 12 mecerna e 3 mg/kg
JIBa MbTH AHEBHO. T ce 0OCHOBaBa Ha (HPapMAKOKWHETHUHH JJAHHU ¥ JJAHHU 3a 0€30MacHOCT, KOUTO
MOKa3BarT, ue Ta3u Ji03a Mpu KbpMadeTa Ha Bb3pact 0 — 12 Mecena ocurypsisa ria3MeHu
KOHIICHTPAIMU Ha MPEJICKaPCTBOTO M AKTHBHHSI META0OJIHT, KOMTO CE OYaKBa J1a Ca KIMHUIHO
etukacHu ¢ Mpodus Ha 6€30MaCHOCT, CPABHUM C TO3U MPH MO-TOJIEMH JIEIa U Bb3paCTHH (BXK. TOUKA
5.2). IIpu kppmadera Ha Bb3pact 0 — 12 Mecelia ce penopbuBaT CIEIHUTE CXEMU Ha TIPHIIaraHe:

TenecHo Terno™ IIpenoppunTenna a03a 3a 5 1HU
3 kg 9 mg 1Ba MbTH JHEBHO
4 kg 12 mg nBa mbTH JHEBHO
5 kg 15 mg nBa IBTH JHEBHO
6 kg 18 mg 1Ba IBTH JHEBHO
7 kg 21 mg 1Ba IbTH THEBHO
8 kg 24 mg 1Ba IbTH THEBHO
9 kg 27 M@ 1Ba TbTH THEBHO
10 kg 30 mg 1Ba IBTH THEBHO

* Tazu Ta6n14ua HE CBABPKA BCUYKH Bb3MOKXHHU TCJICCHU TETJIA 3a Ta3U IOITyJIalus. 3a BCUUYKH ManquCHTH Ha
BB3pacCT 1101 1 roauHa Tpf[6Ba Jia C€ U3I110J13Ba J03a OT 3 mg/kg, HC3aBHUCHMO OT TCIJIOTO HA INAallMCHTA.

Jleuenuero Tpﬂ6Ba Ja C€ 3alI0YHC Bb3MOXKHO Haﬁ-paHo B paMKHUTC HAa IbPBUTC JIBAa THU OT HAYAJIOTO
Ha I'PUIMHUTE CUMIITOMH.

Te3u mpenopbKu 3a J03UpaHe HE ca MpeIHa3HAUCHH 338 HEJOHOCEHH KbPMaveTa, T.€. TE3U C
NOCTKOHIIEIIIMOHHA Bb3pacT 1moj 36 ceamuny. Hsima goctaThuHO TaHHY 32 T€3W MAILMEHTH, Thi KaTo
3a TAX MOXE JIa C€ HAJIOKH PAa3IMYHA J03UPOBKA MOPAIHN HEJOPA3BUTOCT HA (PU3NOTIOTUIHHUTE
¢$hyHKUIMU.



Iocmexcnosuyuonna npoguraxmuxa: IpenopeynTeHaTa 03a 3a NPoPUIAKTHKA TPU KbpMaueTa Ha
BB3pacT moa 1 roguna npu n30yxBaHe HA TPUITHA ITAHEMUSI € TIOJIOBIHATA OT JIHCBHATA 11032 3a
nedeHue. Ts ce OCHOBaBa Ha KIIMHWYHH JaHHM MTPH KbpPMayeTa U Jiella Ha Bb3pacT | roAnHa WU T0-
TOJIEMHU ¥ BB3PACTHH, 32 KOUTO € J0Ka3aHo, Ye MPo(UIAKTHYHA /1033, CKBUBAJICHTHA HA ITOJIOBHHATA
OT JIHEBHATA /1032 3a JICUCHHUE, € KIIMHUYHO eUKacHa 3a nmpodwiakTuka Ha rpull. [Ipu kbpMadeTa Ha
BB3pacT 0 — 12 mecena ce mpernoph4Ba ciaeIHaTa CXeMa Ha IpuiiaraHe 3a npo(uiakThKa, aJanTrupaHa
criopen Bb3pacTTa (BXK. ToUKa 5.2 3a CUMYyJIaIusl Ha SKCITO3UIINSA):

Bn3pact IIpenopbunTeHa 103a 3a 10 xau
0 - 12 mecena 3 mg/kg BeTHBK JHEBHO

Tasu npenopbKa 3a J03UpaHe He € TpeIHa3HauCHa 3a HeIOHOCEHH KbpPMayieTa, T.€. Te3H ¢
MOCTKOHIIETIIMOHHA Bb3pacT oA 36 ceamuni. Hama 1ocTaTh4HO JaHHU 3a TE3U MAI[MCHTH, Thi KaTo
3a TSIX MOXE J]a CC HAJIOKHU pa3indHa JO3UPOBKA MMOPAJU HEOPA3BUTOCT HA (DU3HOTOTUIHUTE
(DYHKIUH.

Ilpogunaxmuxa no épeme na epunua enudemus 8 obuwecmeomo: IlpodunakTukara mo BpemMe Ha
TpUITHA eNUJIeMHs He € TIpoyYBaHa Npu Jiena Ha Bb3pact 0-12 mecera.

3a YKa3aHusl OTHOCHO MNPUTOTBAHCTO Ha CKCTCMIIOpAaIHaTa Q)opMa BHJKTE TOYKa 6.6.

CrelyaiHy MomyIalyn

Yeproopobno yspedcoane

He ce u3nckBa Kopurupane Ha 03aTa 3a JICUCHHE WK MPOQHIAKTHKA IPH MAIIMEHTH C HapyIlIeHa
4yepHoapoOHa GyHKIms. He ca mpoBexIaHu MPOYIBaHHS MPH MEIUATPUYHH MAIUSHTH C Y4SPHOAPOOHO
HapyIICHHUE.

bvopeuno yspeacoane

Jleuenue na epun: [IpenopbyBa ce KOpUTHpaHE HA J103aTa PU BH3PACTHU U FOHOIIH (Ha BB3pacT oT 13
10 17 roauHN) ¢ yMEpEeHO WITH TEeXKO OBOpeuHo yBpexkaane. [IpernopbunTenHuTe 1034 ca
MIPEICTaBEHH MOAPOOHO B TaOIHIIATA ITO-TOITY.

KpeaTHHHHOB KJIHPBHC IIpenopbunTe/IHA 1032 32 JIeUeHHE
> 60 (ml/min) 75 Mg 1Ba IbTH THEBHO
> 30 1o 60 (ml/min) 30 mg (cycrieH3us WK KancyJiiu) ABa IbTH
JTHEBHO
> 10 go 30 (ml/min) 30 mg (cycreH3ust Wi Karcyiu) BeAHBK JHEBHO
£ 10 (ml/min) He ce nmpenoppuBa (HIMa JaHHH)
[TanueHT Ha XeMOIHAIH3a 30 mg ciex Beska cecusl Ha XeMOJualin3a
[TanmenTn Ha mepuTOHEaIHA 30 mg (cycreH3ust Uiy Karcyjin) eIHOKpaTHa
nuanuza* JI03a

* JTaHHMTE ca MOJYUYEHH OT POYYBAHMS IIPU NALMEHTH HA IPOIBDKUTENIHA aMOyJIaTOpHa IEPUTOHEAIHA
nranu3a (CAPD); oyakBa ce KIMPBHCHT Ha 03€ITaAMUBHP KapOOKCHIIAT 1a ObJIe MO-BUCOK, KOIaTO C€e Ipuiara
aBTOMaTHyHa nepuroneanda auanusa (APD). HaunnbT Ha neyenue Moxe 1a ce npomenu ot APD na CAPD,
aKko He(hpPOJIOTI'BT CYMTA TOBA 32 HEOOXOIMMO.

Ipogdhunaxmuxa na epun: lpenopbuBa ce KOPUTHPAHE HA J]03aTa MPH Bh3PACTHH U FOHOIIH (Ha
BB3pacT oT 13 10 17 TOauHM) C YMEPEHO MIIH TEXKKO OhOPEUHO YBpPEKIaHE, KAKTO IMOIAPOOHO €
MPEJICTABEHO B Ta0IMIIATa TIO-TI0ITY.



KpeaTHHHHOB KJIMPBHC IIpenopbunTesiHa 1032 32 NPOPHUIAKTHKA
> 60 (ml/min) 75 M@ BeIHBK JHEBHO
> 30 po 60 (ml/min) 30 mg (cycreHsus Wi Karcyiu) BeAHBK JHEBHO
> 10 mo 30 (ml/min) 30 mg (cycnieH3us WM Karcyju) npe3 IeH
£ 10 (ml/min) He ce nmpenoppuBa (HAMa JaHHH)
[ManmenTy Ha XeMouanu3a 30 mg ciex Besika BTOpa cecHst Ha XeMOAHAIIN3a
[TanmenTn Ha mepuTOHEaIHA 30 mg (cycneH3us UK Karcyjin) BeIHBK
Juanusza™ CEIMUYHO

* JTaHHHTE ca MOJIyIEHH OT IPOYYBAHUS PH MAMEHTH Ha IPOIbIKUTEIHA aMOyJIaTOpHa EPUTOHEATHA
nuanuza (CAPD); ouakBa ce KIMPBHCHT Ha 03eITaMUBHP KapOOKCUIIAT 1a ObJIe MO-BHCOK, KOTATo Ce MpHiara
aBTOMaTHyHa epuToHeanHa quanusa (APD). HaunusT Ha nedenne moxe aa ce mpomenu ot APD na CAPD,
ako HepoIOrbT CUMTa TOBA 32 HEOOXOIMMO.

Hsma qoctarsuHo KIMHWYHY JaHHY IPY KbpMaueTa U aera (Ha Bb3pacT 12 roJuHK U ITO-Mailku) ¢
0BOpedYHO YBpEXKIAHE, 32 Ja MOXKE J1a CE HAIIPABST MPEIOPHKH 3a JO3HPOBKATA.

Cmapuecka 6v3pacm
He ce u3uckBa kopurupane Ha 703aTa, OCBEH aKo HiAMA JIAHHU 332 YMEPEHO HITH TEXKKO OBOpedHO
YBPEXKIAHE.

HmyHnoxkomnpomemupanu nayueHmu

Jleuenue: IlpenopbunTeIHaTa IEpPOpaIHa 103a 32 BE3PACTHHU € 75 MQ 03e1TaMHUBHUP /1Ba IHTU THEBHO
B nnpoabnkeHue Ha 10 nuu (Bk. Touku 4.4, 4.8 n 5.1). Jleuenuero TpsOBa 1a ce 3a10YHE BH3MOXKHO
Hali-Obp30 B paMKUTE Ha IBPBUTE ABA THH OT ITOSIBATa HA CHMITOMHTE Ha T'PHIL.

Cesonna npodhunraxkmuxa: Ilpyn IMyHOKOMIIPOMETHPAHH MAMEHTH € OLIEHIBaHA O-IPOABIKUTEIHA
ce30HHa npoduiakTuka 10 12 ceqmunm (Bxk. Touku 4.4, 4.8 u 5.1).

Hauun Ha IPHUITOKCHHUC

TlepopanHo npuiioxeHue

[MarrieHTHTE, KOUTO HE MOTAT JIa TIOTJIBIINAT KATCyJIH, MOXKe J1a MoJy4yaBat noaxo sy qo3u Tamiflu
CYCIICH3HA.

4.3 TIlpoTuBOmMOKa3aHMA

CBp’bX‘IyBCTBI/ITeHHOCT KBbM aKTHUBHOTO BCIIICCTBO WJIN KBbM HIAKOC OT IIOMOIIITHUTE BCIIICCTBA,
n30poeHu B Touka 6.1.

4.4 CrnenuajaHu nmpeaynpesieHus U NpeANna3Hdl MepKH NMPHU ynoTpeda

OszenramuBHp € eUKaceH caMo cpelly 3a0oJsiBaHe, IPUYMHEHO OT TPUNHU BUpYcH. Hsama nannu 3a
e(pUKacCHOCT Ha 03eJITAMHUBUD NpH 3a00JI1BaHe, IPEAU3BUKAHO OT APYTH MPUYMHUTEIH OCBEH
BHpYCHUTe Ha rpuna (BX. Touka 5.1).

Tamiflu He 3aMecTBa MPOTUBOrpUIIHATA BakcHHAIMs. YoTpebara Ha Tamiflu e TpsiOBa na mosusBa
Ha OIIEHKATa Ha X0parTa 3a eXXeT0HO BAaKCHHHUPAHE IMPOTHB I'PHUIL. 3allMTaTa CPeIly IPUIl IPOAbDKaBa
camo mokaro ce npraara Tamiflu. Tamiflu tps6Ba ma ce u3mon3sa 3a meueHue 1 MPOQUITAKTHKA HA
TPHUI CaMO KOTaTO HAJCKIAHU SITHACMUOIOIMYHY JaHHH MOKA3BaT, ue B 00IIECTBOTO IUPKYIUpa
TPHUIIEH BUPYC.

VcTaHOBEHO €, Ye YYBCTBUTEIHOCTTA HA IIUPKY/IMPAIIUTE IIAMOBE TPUITHH BUPYCH KBM O3€ITAMUBHP
Bapupa 3HaunTe HO (BK. Touka 5.1). [Topaau ToBa, Korato pemraBaT aajiu jaa usnoissar Tamiflu,
IpEAMMCBAIIUTE JICKApH TPAOBA Jla B3eMat IPeIBH]I Haii-CKOPOIIHATa HATHYHA HH)OPMAITHs 32
XapaKTEPUCTHKUTE HA YyBCTBUTEIHOCT KbM O3€ITAMUBUD Ha HMUPKYIHPAIIUTE B MOMEHTA BUPYCH.




TeXKO ChITBTCTBAINO ChCTOSHUE

Hsima nadopManus OTHOCHO 6€30MacHOCTTa ¥ e(hpUKACHOCTTA HA O3EITAMUBHP IPH NAIUEHTH C
TOJIKOBA TEKKO MIIM HECTAOMITHO OOJIECTHO ChCTOSIHHE, Ue JIa CE CUMTAT U3JI0KEHHU Ha HETIOCPEICTBEH
PHUCK, KOMTO Hajara XOCIuTaIn3aIusl.

VIMyHOKOMIPOMETHPAHH TAIMEHTH

EdukacHocTTa Ha 03€ATaMHUBUP MPH JICYCHHE WK NPO(UIAKTHKA Ha TPUM ITPU
MMYHOKOMIIPOMETHPAHH MAIMEHTH HE ca KATETOPHYHO yCTaHOBEHH. [IpOaBIDKUTEIHOCTTA Ha
JICYEHHUETO Ha TPUII IPH KIMYHOKOMITPOMETUPAHHU Bh3PACTHHU MALMEHTH obade TpsioBa na obae 10 nuu,
TBU KaTo HAMa MPOYYBaHHS 32 MO-KPAaThK KypC Ha JICYEHHE C 03IATAMHBUP TIPH Ta3U IPyIia MalueHTH
(Bk. Touka 5.1).

CuprieuHo/peciupaTopHo 3a00IIBaHe

EdwukacHocTTa Ha 03eNTaMUBUP MPH JICYCHUE HA JIUIIA C XPOHUYHO CHPACYHO 3a00sBaHE W/HITU
pecrimpaTopHo 3abolsiBaHe He € ycTaHoBeHa. He e HaOmro1aBana pasnuka B 4ecToTara Ha
YCIIOXKHEHUSATA MEXK Ty TPYIHTE HA JICUCHHE U Ha TuIarie00 IpH Tas3w Mmommyaanys (Bx. Touka 5.1).

IleaguaTpuyna nomysamus
[ToHacTrosIeM HAMa TaHHHU, KOUTO Ja IMO3BOJIAT JIa CE HAIlPaBH MPEHopbhKa 3a J03UPOBKATa MPU
HEJIOHOCEHHU Jienia (MIOCTKOHIENIIMOHHA Bb3pacT < 36 ceaMuIIn).

Texxkxo 6b0peyHO YBpek1aHe

[IpenopbuBa ce kKopurupaHe Ha J03aTa 3a JeUeHUe U PO IITAKTHKA ITPY FOHOIIH (Ha Bh3pacT oT 13
1o 17 roguHM) ¥ BE3paCcTHH C TEKKO OLOpEYHO yBpekaaHe. HaMa 10CTaThYHO KIIMHUYHA JaHHU TTPH
KbpMadeTa | Jielia (Ha Bb3pacT | ToauHa Wiy T0-ToJIeMH) ¢ O0BOpeyHO yBpeKIaHe, 3a Ja MOTaT J1a ce
HaIpaBsAT MPETIOPHKH 3a JOo3UpoBKaTa (BXK. Touku 4.2 11 5.2).

HeBpo-ncuxuynu chOuTUs

Mma choO1eHns 3a HeBpO-TICHXUYHU CHOUTHS IO BpeMe Ha mpriokeHne Ha Tamiflu mpu narmuenTu ¢
rpurl, 0cOOEHO TP Jela U IoHOoMmU. Te3u ChOUTHS ca HaOMI0AaBaHu ChINO U TIPU MAIIMEHTH C TPHIT 0€3
MIPUIIOKEHUE Ha o3entaMuBup. [laruenTuTe TpssOBa BHUMATEIIHO J1a CE HAOIII0IaBaT 3a MPOMEHHU B
TIOBEJICHUETO, KaTO MOJ3UTE U PHUCKOBETE OT NMPO/IbIDKaBaHE HA JICUSHHETO TPSIOBA BHUMATEIHO Ja Ce
MIPETICHABAT IIPH BCEKU MAITUEHT (BXK. Touka 4.8).

45 BzaumopaeicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U ApYyru GopMu Ha B3auMoJelicTBHE

BB3 ocHOBa Ha (papMaKOKMHETHYHUTE CBOMCTBA HA 03EJTAMUBHP, KATO HUCKATa CTETIICH HA CBhP3BaHE
¢ IpoTenHuTe 1 MeTabom3bM, HezaBucHM OT CYP450 u riirokypOoHHJa3HUTE CUCTEMH (BXK. TOYKA
5.2), MOXe J1a ce TIPEAIIOIONKH, Y€ KITMHUIHO 3HAYNMUTE JICKAPCTBCHHU B3aUMOJCHCTBUS UPE3 TE3U
MEXaHU3MHU HE Ca BEPOATHHU.

IIpobenenmn
He ce u3nckBa kopurupaHe Ha J03aTa, KOraTo ce Impuiara ¢IHOBPEMEHHO ¢ IPOOCHEIU T ITPH

MAIMeHTH ¢ HopMainHa 0bOpedHa ¢pyHkims. EMTHOBpeMEHHOTO MPUIIOKEHUE Ha MTPOOCHEIN]T, MOIIICH
HHXUOUTOP Ha aHKOHHUTE IIbTHIIA Ha ObOpeuHaTa TyOyIHA CEKpPELUs, BOIH 10 OJIN30 ABYKPATHO
YBEITMUEHNE Ha EKCITO3UIIMATA HA aKTUBHHSI META0OIMT HA 03ETITAMUBUP.

AMOKCUIIMINH
O3zentaMuBHp HAMA KHHETHYHO B3aUMOJCHCTBUE C aMOKCHIIFIIMH, KOHUTO C€ SITMMHUHHPA IO CHITUS
BT, KOETO TIOKA3Ba, Y€ B3aUMO/ICHCTBHETO HA 03CITAMUBHUP C TO3U BT € CJIa00 U3Pa3CHO.

br0pedno ennMuHupane
KimHu4HO 3HAYMMU JIEKAPCTBCHH B3aMMOCHCTBYS, BKIIOYBAIN KOHKYPHpaHe 3a Ob0pedyHara

TyOyJTHA CEKpelHs, Ca MAJIKO BEPOSATHU IMOPAU U3BECTHATA TPaHKIIa Ha O€30IaCHOCT Ha TIOBEUYETO OT
TE3HU JICKapCTBa, CBOMCTBATA HA CIIMMUHUPAHE Ha AKTUBHUS METa0OIUT (TIIOMEpYITHA (QUATpaAIUs 1
aHUOHHA TYOYJTHa CEKpEeIrsi) ¥ Bb3MOKHOCTUTE Ha Te3M IMbTHUINA 32 eKCKperus. TpsaoBa aa ce
BHHUMAaBa 00aye, KOraTo ce MPEANKICBa 03eITAMUBUP Ha JIUIA, KOUTO IPUEMAT JISKapCTBa C TECHU



TepareBTHYHN TPAHHIU, CKCKPETUPAIIU CE O CHIIUTE MBTHIIA (HAIP. XJIOPIPOIIAMHUJI, METOTPEKCAT,
(heHnnOyTa3oH).

JonbnHuTeNHA HHPOpMAIHS

He ca nabmronaBanu papMakOKHHETHYHH B3aUMOJICHCTBHS MEXTY O3JITAMUBHP VIIH TNIABHUS MY
METa0OJHT, KOraTo 03eJITAMUBHUP CE MpUiIara ¢JIHOBPEMEHHO C IapaleTaMoll, alleTHICaTHIINIOBa
KHCEJINHA, IIUMETUINH, aHTHAIUIN (MArHE3UEB U AIYMHHUEB XHUJIPOKCH] M KAJIITUEBU KapOOHATH),
pUMaHTaIuH Wik BaphapuH (IpH JIMLa, CTA0MIHU PH JiedeHue ¢ BapdapuH U 0e3 rpuil).

4.6 @eprTuauTer, 5)peMEHHOCT U KbpMeHe

BpemenHocT
I'pumbT ce CBBp3Ba ¢ HEXKENAH U3X0/] 32 OPEMEHHOCTTA U 32 II0J[a C PUCK OT 3HAYUTEITHU BPOJCHH

MaopMaIuy, BKIFOYATEITHO BPOJACHU ChpACUHH NedekTu. ['onsm o0eM naHHM 32 OpeMEHHH KEHU C
SKCIIO3HIIUS Ha 03€JTaMHUBUP OT MOCTMAPKETHHIOBH ChOOIICHHS ¥ 00CEPBAIIMOHHH MPOyUYBaHus (3a
n3xona Ha mosede ot 1 000 cirydast ¢ eKCIO3HUIHS TIPE3 ITbPBUS TPUMECTHP) HE TIOKa3BaT
MahopMaTiBHA WK (eTaTHa/HeOHATATHA TOKCHYHOCT Ha 03eITAMUBUP.

B enno obcepBaiinoHHo Mpoy4BaHe, odade, Makap 1 6€3 TOBHUIIICHUE HA OOIITUS PUCK OT
MasihopMaluu, pe3yTaTUTe 3a 3HAYUTEITHN BPOJICHH ChbPACYHU TePEKTH, TUATHOCTUIIMPAHU B
pamkuTte Ha 12 Meceria ot paxkIaHeTo, He ca yOeauTeiHl. B ToBa nMpoyyBaHe 4ecToTara Ha
3HAYUTEIHU BPOJICHH ChP/ICYHNU JIe(DEKTH Ciie]] eKCIIO3HIIUS Ha 03eTTAMUBUP 110 BpeMe Ha ITbPBUS
tpumecTbp € 1,76 % (7 kppmadera ot 397 6pemenHoctH) B cpaBHenue ¢ 1,01 % npu 6peMeHHOCTH
6e3 excro3uiust ot obmrara nomysnarus (Odds Ratio 1,75, 95 % nosepurenen unrepsan 0,51 10 5,98).
Hsima sicHOTa OTHOCHO KIIMHMYHATA 3HAYMMOCT Ha Ta3u HAXO0JIKa, ThH KaTo MPOYYBAHETO € C
OorpaHUYEHA CTaTUCTHYECKa MOIIHOCT. ChIIO TaKa TOBA MPOYYBaHE € TBHP/IE MAJKO, 32 J]a CE OICHST
HAJISKTHO OTACTHUTE BUJOBE 3HAYMTETHN Mandopmain. OCBEH TOBA, EHUTE C EKCITO3UIINS HA
03CNITAMUBHUD U JKEHH 0€3 SKCIIO3MIUS HE MOTaT J1a ObIaT HATBIIHO CPABHUMHE, 0COOEHO 110 TOBA il
ca UMaJid TPUII WK HE.

[IpoyuBaHusITa IpH )KUBOTHH HE IMOKA3BaT PENPOAYKTUBHA TOKCUYHOCT (BXK. ToukKa 5.3).

ITpu HEOOXOAMMOCT MOsKE J1a ce 0OMHUCITH fa ce npraoxu Tamiflu mo Bpeme Ha GpeMeHHOCT U cite
KaTo Ce B3eMe I10]] BHUMaHKe HaIMYHaTa HH(OopMAaIus 3a 6e30IIacCHOCTTa U 3a 1oj3ara (3a JaHHH
OTHOCHO T0J13aTa pY OpeMEeHHHM KeHHU MOJIsl, BIKTe Touka 5.1 ,,JledeHne Ha rpuil npu OpeMeHHN
KEHHU”), U TATOreHHOCTTA Ha IIUPKYJIUPAIHS 1AM TPUIICH BUPYC.

Kopmene
O3zenrTaMuBHp W aKTUBHHSIT METa0OJIHMT C€ €KCKpEeTHpaT B MIIIKOTO Ha TUTHXOBE ¢ JakTanus. MimMa

MHOTO OTpaHruYeHa HH(OpMAaIus 3a Jiela, KbpMEHH OT MalKH, KOUTO TIpUeMaT 03EITaAMUBUD, U
OTHOCHO €KCKpELHUATA Ha 03€ITaMUBHUP B KbpMaTa. OrpaHUYCHH TaHHU MTOKA3BAT, Y€ O3EITAMUBUP U
aKTUBHUAT My METa0OJUT c€ OTKPUBAT B KbpMaTa, HO HUBATa ca HUCKH, KOETO O TOBEIO JI0 MPHEM
Ha cyOTepaneBTHYHA J103a OT KbpMadeTo. Karo ce mMa npenBua Ta3u nHGOpMaIUs, MaTOreHHOCTTa Ha
UUPKYJIUPAIINS 11aM Ha TPUITHUSA BUPYC U OCHOBHOTO ChCTOSIHUE HA KbPMEILIATa KEHA, MOXKE J1a Ce
0OMEICITH TIPIIJIOXKEHHE Ha 03ETITAMUBHUP, KOTATO MMa KaTeTOpUYHA TTOTCHIIMAJTHA 110132 32 KbpMEITUTE
MakKu.

DepTUIuTet
B®3 ocHOBa Ha HEKJIMHUYHHUTE JaHHH, HAMA JoKa3zaTeacTsa, ue Tamiflu okassa ehekT BEPXY MBKKHUSL

WIIN JKEHCKUS pepTunuteT (BX. Touka 5.3).
4.7 EdekTu BHPXY cOcOOHOCTTA 32 modupaHe U padoTa ¢ MAIIMHH

Tamiflu He noBiMABa cIOCOOHOCTTA 3a MIOQUpaHe U paboTa C MaIIUHHU.



4.8 HexenaHu JeKAPCTBEHH PeaKIUu

O606uienre Ha npoduna Ha GE30MacCHOCT

OO6musaT npoduit Ha 6e3omacHocT Ha Tamiflu ce ocHoBaBa Ha nanHu oT 6 049 BE3pacTHU/IOHOIIN U
1 473 neguaTpuyHy ManueHTH, JekyBanu ¢ Tamiflu unm mmare6o 3a rpur, 1 Ha JaHHU OT

3 990 Bp3pacTHH/tOHOLIU ¥ 253 MeAUaTPUYHU HAallMEeHTH, moaydaBain Tamiflu wiun miamedo/0e3
JieueHre 3a MPo(UIIAKTHKA HA TPHIT TI0 BpeMe Ha KIIMHUYHUTE poy4Banus. B nonbnuenue, 199
MMYHOKOMIIPOMETHPAHN BB3PACTHH MMallieHTH monydasar 1amiflu 3a neuenne na rpum, a

475 TMyHOKOMITPOMETUPAHH TTalneHTH (BKIItounTenHo 18 mema, ot kouto 10 Ha Tamiflu u 8 Ha
mane6o) ca nomyyasanu Tamiflu win mnanedo 3a npoduiakTuka Ha TPUIL.

[Ipu BB3pacTHHU/FOHOIIN Hal-4eCTO ChoOIaBaHuTe Hexenanu peakiuu (HP) ca ragene u noppbinane
B IPOYYBAHUATA 32 JICUECHUE, U TaJIeHe B IPOyYBaHuUATA 3a npodraktuka. [loBeyero ot Te3u HP ce
CHOOIIABAT B €IMHUYHHU CIIy4au Mpe3 IbPBUS WM BTOPHUS JACH OT JICUSHUETO U OT3BYyYaBaT CIIOHTAHHO
1o 1-2 nuu. [Ipu nena Haii-uecTo choOIlaBaHaTa HEXKeJlaHa pPeakiys € MoBpbhinane. [1pyu nmoBeueTo
nanueHTH, Te3n HP He ca moBenu 0 peycTaHoBsABaHe Ha jgeucHueto ¢ Tamiflu.

CrneaHuTe CEpHO3HU HEXENAHH PEaKIny ca ChOOIaBaHU PSAMIKO CIIeJ IyCKaHeTO Ha 03eITaMUBHp Ha
naszapa: aHaQWIAKTHYHH U aHa()UITAKTOUIHH PEAKIUH, YePHOIPOOHN HapyIieHus (QyIMUHAHTEH
XeMaTUT, HapylIeHHe Ha YepHOApoOHaTa (PyHKIUS U KBJITCHULA), AaHTHOHEBPOTUYEH OTOK, CHHAPOM
Ha Stevens-Johnson u TokcuvHa enuaepMaiHa HeKPOIIH3a, CTOMAIIHO-YPEBHO KbPBEHE U
HEBPOIICUXUYHH HAPYIICHHUS.

(OTHOCHO HEBPOIICUXUYHUTE HAPYILICHUS BXK. TOUKa 4.4.)

TabauueH ciuchbK HAa HEXKETAHUTE PEAKIIUH

W36poenuTe B Tabnuuure no-xony HP cmagar kM cieanute kareropun: Maoro uectd (2 1/10), yectn
(® 1/100 mo < 1/10 ), mewectu (3 1/1 000 no < 1/100), peaxu (2 1/10 000 mxo < 1/1 000) u MHOTO peaKH
(< 1/10 000). HP ce BKIIOYBAT B CHOTBETHATA KATETOPHSI B TAOIHIIUTE CIIOPE COOPHUS aHAIIN3 OT
KIMHUYHHATE IPOYYBaHUS.

Jleuenue u npopunaxmura Ha epun npu 6b3PACMHYU U FOHOULU.

[Ipu npoyuBaHusTa 3a JIeYCHHE U MPOPHUIIAKTHKA IPHU Bh3pacTHU/toHOIIH, HP, KOWTO Bh3HUKBAT Hali-
YeCTO PH NpernopbunTeHaTa 1032 (75 MY 2 TbTU AHEBHO 3a 5 AHM 32 JIeUYeHHe U 75 MQ BeTHBK
JTHEBHO B IPOABIKEHUE HA 6 CeIMUIIM 32 MPOo(HIIaKTHKa), ca mokazanu B Tabmmma 1.

[TpoduasT Ha 6E30MaCHOCT MPH JIMI[A, KOUTO ca MOTy4YaBalli OpernopbunTenHaTa 1o3a Tamiflu 3a
npodunakTuka (75 My BeIHBXK THEBHO B MIPOABIDKEHUE HA 6 CEIMUIIN), € KAaUeCTBEHO MOJO0CH Ha
TO3H, HaOII0/JaBaH MPU NMPOYYBAHUATA 32 JICUCHHE, HE3aBUCHMO OT IO-TOJISIMATa MPOIBIKUTEIIHOCT
Ha MPHUJIOKEHUE MPH MPOYYBaHUATA 32 PO UITaKTHKA.



Tadonuua 1 HexelaHu peakuuu NpH NPoy4YBaHUATA, u3ciaeasamm Tamiflu 3a sevenue u
NpoUIaKTHKA HA TPUII IPH BH3PACTHH U IOHOLIH WJIH 10 BpeMe Ha
NMOCTMAPKETHHIOBOTO HAGJII0/IeHUe

Cucremo- Hesxes1aHM peakIuM CTIOpPe/ YecToTaTa
OpraHeH KJac MHoro yecTn YecTn Heuectn Penxn
(COK)
Nudexuun n Bponxur,
uHdecTaunu Xeprmec
CUMILIIEKC,
Hazodapunrur,
Hudekunu Ha
TOpHHTE
JTUXaTEITHA
TBTHIIA,
CuHy3uT
Hapyumenuss Ha TpombouuToneHus
KPbBTAa U
aum¢Hara
cucreMa
Hapymenns Ha Peakuus Ha AHadunakTHIHU
HMYHHATA CBPBXYYBCTBUTEN | PEAKIIVIH,
cucreMa HOCT AHnadwmrakTonIHA
peakiuu
Icuxuunn Ackuranus,
HAPYHIIEHUS OTKIOHEHUS B
MTOBE/ICHUETO,
TpeBoxHOCT,
Oo6mbpkBane,
Hanynnoctu, enup,
XamonuHaIus,
Kommapn,
CamoHapaHsBaHE
Hapymenunst Ha | ['maBoGomnue bescpHue ITpoMeHeHO HUBO
HEpBHaTa Ha Ch3HAHHE,
cHCcTEeMa I'epuoBe
Hapymenus Ha 3putenHo
ouuTe HapyIlIeHne
Chpaeunn Copreuna
HAPYIICHHS aApUTMUS
PecniupaTopHu, Kamuna,
IPbLIAHU H Br3naneno
MeIHACTHHAIHA I'bpIIO,
HApPYIICHUA Punopes
CromaiiHo- lanene [ToBpbiane KspBene ot
YpeBHH Kopemna 6oska CTOMAIITHO-YPEBHUSA
HApyIIeHUs! (BKI1. 6oNKa B TPaKT,
ropHara 4acT Ha XemoparuieH
KopeMma), KOJIUT
Jucnencus
XenaroonauapH [oBumenu OyIMUHAHTEH
U HApYUIIeHUs! YepHOAPOOHHI XeTaTur,
CH3UMH YepHoapobHa
HEJ0CTaThYHOCT,
XenaTtur
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Cucremo- HesxesiaHu peakunu crope/ 4ecToTara
OpraHeH KJac MHuoro yecTn YectHu Heuectn Penxn
(COK)
Hapymenns Ha Ex3ema, AHTHMOHEBPOTHYEH
KosKaTa u Hepmarur, OTOK,
MOJAKOKHATA O6pus, Epurema
ThKaH Yprukapus MyITH(OPME,
Cunapom Ha
Stevens-Johnson,
TokcrnuHa
enuaepManHa
HEKpOoJIu3a
Oomm Bonka
HApYLIEHUA U 3amaiiBane (BKIIL
edexkTn Ha CBETOBBPTEXK),
MSICTOTO HA YmMmopa,
NpuJIo:KeHne [Mupexcus,
bonka B
KpallHUIIUTE

Jleuenue u npogunaxmuxa na epun npu deya.

0610 1 473 aeua (BKIIOYUTEIIHO MHAYE 3IpaBH Jiella Ha Bb3pacT 1-12 rouHM U Jela ¢ acTMa Ha
BB3pacT 6-12 ToAMHM) ca ydacTBalIH B KIIMHUYHU ITPOYYBAHUS HA 03EITAMUBUP 32 JICUCHUE HA TPHUIL.
Ot 11x, 851 nena ca moiryyaBaiy JedeHUE ¢ 03enTaMuBup cycrieH3us. Oomo 158 nera ca nonyyasanu
npenopbunTenHaTa go03a Tamiflu Beaus:k gHEBHO B poyuBaHe 3a MPO(GHUIAKTHKA CIIE EKCIIO3UIHS B
nomakuHcTBaTa (N = 99), 6-ceMMUYHO MeIUATPUYHO MPOYIBaHe 3a ce30HHA nmpodmrakTuka (N = 49) u
12-cegMHUYHO NIEAMATPUYHO MTPOYYBAHE 3a CE30HHA MPOPUIAKTHKA TPH UMyHOKOMIIPOMETHPAHHU JIHIIA

(n=10).

Ta6n1/1ua 2 TOKa3Ba HaM-4eCcTo C’BO6H_IaBaHI/ITC HP ot NEAUATPUYIHUTC KIIMHUYIHU ITPOYUBAHHA.
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Tadonuua 2 HekelaHH peaKUUd NMPH MPOYYBAHUSTA, H3CJIeABAIIM NPUIoKeHHeTo Ha Tamiflu

3a JieueHne U NPoQUIAKTHKA HA TPUI MPH Jiena (T03MPOBKA criopes

Bb3pacrTTa/Tersioro [30 mg mo 75 My BenHb:K THEBHO|)

Cucremo-opranen

He:xenann PC€AKIMUA CIIOpea YecToTaTa

oyuTe

(BKJI. 3aUepBEHU
0YH, CeKpeIus
OT OKOTO U
0oJIKa B OKOTO)

kiaac (COK) MHoro yecTu Yectu Heuectn Penku
HNudexnun u Otur Ha

uHecTauun CPEHOTO YXO

Hapymenns Ha I'maBoGomue

HepBHATa cHCTeMa

Hapymenns Ha KonroukTHBHT

Hapymenns Ha

bonxka B yxoTo

Hapymenune Ha

ropHaTa 4acT Ha
Kopema),
Jucnencus,
Tanene

YXOTO ¥ JIa0UPHUHTA ThIIAaHYEBATA
MemMOpaHa

PecniupaTopHu, Kanumnna, Punopes

TPbIHU U Hazanna

MeIUACTHHAIHU KOHTECTHS

HapylIIeHUsl

CromamHo-uypeBHu | IToBpbinane Kopemna 6omka

HApYLIEeHHS (k1. OOJTKA B

Hapymenus Ha
KOKaTa "
NMOJIKOKHATA ThKaH

Jepmatut (BKIIL.

aJIeprUycH U
aTONMYCH
JIEPMAaTHT)

Onrcanre Ha N30paHU HEXKETAHU PEAKITUU

Tcuxuynu napyuenus u HApyWeHUst Ha HePEHAMA CUCTHeMA
['pumbT MO’Ke J1a € CBbp3aH ¢ Pa3IUYHN HEBPOJIOTUYHH U TIOBEJICHYECKH CUMIITOMH, KOUTO MOTAaT Ja
BKIIFOYBAT CHOUTHS KaTO XATIOIMHAIINY, SIUPUYM ¥ HEOOWYAHO MOBEACHNE, B HAKOU CITy4an
BOJICIITH JI0 JIETaJieH u3X0/. Te3u chOUTHS MOXKe J1a Bh3HUKHAT MPU HATMYHE Ha SHIe(aTuT WIH
eHIedaronaTys, HO MOXe J1a Ce Ha0JI01aBaT 0e3 BUIUMO TEXKKO 3200 IsIBaHE.

[pu nanueHTH ¢ rpur, KOUTO ca npueManu Tamiflu, uma nocTMapkeTHHTOBH CHOOIICHHS 32 ThPUYOBE
1 IenupuyM (BKITIOUHTETHO CHMIITOMH KaTO IIPOMSIHA B Ch3HAHUETO, OOBPKBaHe, HEOOMUYAHO
MOBEJICHNE, HATYTHOCTH, XaTIOIUHAIINN, aXKUTAIHsI, TPEBOXKHOCT, KOIIIMAPH ), KOUTO B MHOT'O MaJIkKO
OT CITy4YauTe ca JOBENIH 10 CAMOHApaHsIBaHEe WM JeTalleH u3xo/. Te3u chOuTHs ce choOIaBar
TPEIVMHO TIPY TIEAUATPUYHY TTAIMEHTH ¥ FOHOIIH K Y€CTO MMaT BHE3aITHO HAYalo U Obp30
or3yuaBane. IIpuHoceT Ha Tamiflu 3a Te3u crOuTHs € HensBecTeH. TakuBa HEBPO-TICHXUYHU

chOUTHS ca ChOOLICHH CHILO M MPH MAIMSHTH C TPUII, KOUTO He ca mpuemainu Tamiflu.

Xenamobunuapnu HapyuieHus
Hapymienus Ha xenaroOmwimapHaTa CUCTEMa, BKITIOUYUTETHO XENAaTUT ¥ MOBUILICHN YePHOAPOOHH
€H3MMHU IPY MAIMEHTH ¢ TPUNonogo0Ho 3abomsiBane. Te3n ciryyan BKIIOYBAT JieTaneH (yIMUHAHTCH
XeMaTUT/4epHOAPOOHA HEOCTATHYHOCT.
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AQYI 1 CTICTTMAJIHU TTOITYJIAIINN

Teouampuuna nonynayust (Kepmasema Ha 6b3pacm noo eoHa 200UHQ)

B 1Be mpoy4BaHus 3a XapakTepu3upaHe Ha papMakOKHHETHKATA, hapMaKoJHHAMHUKATA U MPoQuIa Ha
0e30MacHOCT Ha JICYSHUETO ¢ o3eaTamuBup mpu 135 3apa3eHu ¢ Ipul Jela Ha Bb3pacT 0/ eIHa
rojiuHa, MPOGHIHT Ha 6E30MACHOCT € OMJI CXOICH MEXy KOXOPTHTE IO Bh3PacT KaTo Hal-4ecTo
CHOOIIABAHNTE HEXKEIAHU PEAKIIMHU Ca TIOBPBIIIAHE, IUapHs U OOpHB OT mesieHu (BK. Touka 5.2). Hama
JOCTaThYHO JAHHU NP KbpPMaveTa ¢ TOCTKOHIEMITHOHHA BB3PACT MO 36 CEIMUIIH.

Hannunara nHdopmanus 3a 0€30MacHOCT Ha 03€ITaMHUBUD, IPHIOKEH 32 JICUCHNUE Ha TPUIT IPU
KbpMayera IoJ] €HOTOMIIIHA Bb3PACT, OT IPOCIEKTUBHU H PETPOCHICKTUBHU 00CEPBAIIMOHHH
npoyuBaHus (o6xBarmamu o610 moseue ot 2 400 memna oT Ta3u B3pacToBa Ipyma),
SMUAEMHUOJIOTHYHO U3CIIe/IBaHe Ha 0a3a-JaHHH U MOCTMAPKETHHIOBH CHOOILCHHUS MTPEAToarar, 4e
npodmIbT Ha 6E30MAaCHOCT NPU KbpPMaydeTa Ha Bb3pacT I0]] €IHA TOANMHA € T0J00CH Ha YCTAaHOBEHUS
npodu Ha 6€30MaCHOCT MPH Jielia Ha Bh3PAacT €jHa TOIUHA U TTIO-TOJIEMH.

Xopa 6 cmapuecka 8b3pacm u NAYUeHmuy ¢ XpOHUUHO CbPOEUHO U/UNU PECRUPAMOPHO 3a001A8aHe
[Tonynanusdra, BKIIOYEHA B MPOYYBAHMSTA 3 JIEUEHHE Ha TPHII, CE ChCTOU OT WHAUe 37paBU
BBH3PACTHH/IOHOIIY U “PUCKOBU” MAIUCHTH (MAIIMEHTH C IT0-BUCOK PUCK OT Pa3BUTHE HA YCIOXKHEHUS,
CBBP3aHM C TPHIIA, HAP. XOpa B CTapuecKa Bb3pacT U NALMEHTH C XPOHUYHO ChPACYHO WU
pecriupatopHo 3a0omnsaBane). [1o npuHum, npodmrbT Ha 6€30MACHOCT NPHU “PUCKOBUTE” MALIMEHTH €
KaueCTBEHO MOJ00CH Ha TO3M MPHU WHAYE 3]{PABH Bb3PaCTHU/FOHOIIIH.

HmyHnokomnpomemupanu nayueHmu

B enHo nBOHHOCIATIO MpOyYBaHe 3a JeueHne Ha Tpui o010 199 Be3pacTHH UMYHOKOMIIPOMETHPAHU
nanueHTH (MoIXOIAIIH 32 OIICHKa Ha 0€30MMacHOCTTa) ca paHIOMHU3MpaHu aa noixydyasar Tamiflu B
npoabokenne Ha 10 qau: 98 manmenTH mosry4yaBaT ctanaaptHa go3a (75 mg aBa meTH aHeBHO), a 101
HalUeHTH ToTy4YaBart aBoiHa jo3a (150 mg aBa meTH aHEBHO). [IpoduirsT Ha G€30MacHOCT Ha
Tamiflu, HabnronaBan B ToBa Mpoy4BaHe, ChOTBETCTBA HA PO uIIa, HAOIIOIaBaH B MPEUIIHA
KIMHAYHH U3MUTBaHus, B kouto Tamiflu e mpunaras 3a nedenne Ha rpuil Ipu KIMyHHO-
HEKOMIIPOMETHPAHH TallMeHTH (MHAYe 3/IpaBH MALMEHTH WM MAIMeHTH ,,B PUCK™ [T.€. uma ¢
pecrupaTopHu H/WIIK ChbPACYHU ChITbTCTBALIM 3200 s1BaHusA]). [IpOIIeHThT Ha MAlMeHTHTE,
choOIIaBaLH HEXKETaHU ChOUTHSI, € O-MAIBK B IpyIara ChC CTaHIapTHA /1033 B CPaBHEHHUE C rpymnara
¢ nBoia 103a (crotBeTHO 49,0% crpsimo 59,4%) (Bik. Touka 5.1).

[Ipu enno 12-ceamMuyHO Mpoy4BaHe 3a MpodUiIakTuKa npu 475 UMyHOKOMIIPOMETHPAHU TallMeHTH,
BKJTIOUMTENHO 18 merma Ha BB3pacT oT 1 10 12 TOAMHY | IMO-TOJIEMH, TPO(GIITHET Ha O€30ITaCHOCT IIPH
238-Te nmanueHTH, KOUTO ca MOJTyYaBal 03eITAMUBUP CHOTBETCTBA HA TO3W, HAOIIOJABaH NIPE/IA TOBA
NpY KIIMHAYHUTE poyuBaHus Ha Tamiflu 3a npodunakTuka.

lleya cve cvugecmaysawa OpoHxuaHa acmma
[To nmpuHIHMI, TPOGUITHT HA HEXKETAHUTE PEAKIIMU TIPH JIeTIa ChC CHINECTBYBAIA OPOHXHMATHA aCTMa €
KaueCTBEHO MOI00CH HA TO3M MPY MHAYE 3]IPABUTE JCIIA.

Cpo0111aBaHe Ha MOA03UPAHA HEKETAHH PEAKITHH
Cp0o011aBaHETO HA MOI03UPAHU HE)KETAHU PEaKIIMU ClIe] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHHUS

MMPOAYKT € BaKHO. ToBa mmo3BossiBa Ja IpOabJIKA HaGJ’IIOI[eHI/IeTO Ha CbOTHOIICHUECTO HOHBa/pI/ICK 3a
JICKApCTBCHUSA NPOAYKT. OT MEIUIIMHCKUTE CICIUAINCTH CE U3UCKBA 1a C’BO6IJ_[aBaT BCsKa
IMoJ03MpaHa HEXKEIaHa peaKrd Ype€3 HaAllMOHAJIHA CUCTEMA 3a C’BO6H.IaBaHC, II0CO4YCHAa B

[punoxxenue V.

4.9 Ilpemo3upane
IMony4yenu ca cpoOIIeHNUs 3a ipeao3upane ¢ Tamiflu ot kmuHUYHKM U3NUTBAHUS U

MOCTMAapPKETHHTOBUS ONUT. [Ipy MOBEYETO OT CITyyanTe HA MPEAO3UPaHE HE ca ChOOIICHH HEeXETaH!
cprouTHS.
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HexenanuTe chONTHS, CHOOIICHH CIIe ] MPE03UpPaHe, ca TOIO0HHM 10 XapaKTep M pa3poCTpaHCHUE
Ha Te3H, HAOJroAaBaHy Ipu TeparneBTHuau qo3u Tamiflu, omcanu B Touka 4.8 Hexenanu
JICKApCTBEHHU PEaKIIHU.

He e u3BecTen cnenuduieH aHTHIOT.

IeuaTpyuyHa momyJTarus

IMo-yecto ce choOIIaBaT Caydan Ha MPeT03UPaHe MPH JIea, OTKOJIKOTO MPH Bh3PACTHH U FOHOIIIH.
Ipuroresaero Ha Tamiflu mepopanua cycrencus TpsOBa 1a cTaBa BHUMATEIHO, KAKTO U
npuinoxenuero Ha Tamiflu mpu mena.

5.  ®APMAKOJIOTMYHHU CBOMCTBA
5.1 ®apMmakoaAMHAMHMYHHM CBOiicTBA

®dapmMakoTepaneBTHYHA TPyIa: AHTHBHPYCHHU CPEJCTBA 32 CUCTEMHO NPWIOKEHUE, MHXUOUTOPU Ha
nespamunugazata ATC kox: JOSAHO2

OzentamuBup Qocdar e npeneKapcTBo Ha aKTUBHUS METa0OIHUT (03eITaMUBHP KapOOKCHUIIAT).
AKTHBHHAT METa0OIUT € CENEKTHBEH MHXUOUTOP Ha HEBpaMUHUIa3HUTE SH3UMU Ha BUpYyCa Ha TpUIIa,
KOUTO IIPEJCTABIISABAT TJIFOKONPOTCHHU, HAMHPAILY CE€ Ha TIOBLPXHOCTTA HAa BUpPYyCa. AKTHBHOCTTA Ha
BUPYCHHS HEBPAaMUHHIa3€H €H3UM € Ba)KHA KaKTO 332 HABJIM3aHETO HA BUPYyCa B HEMH(DEKTHPAHUTE
KJICTKH, TaKa U 32 OCBOOOXKIaBAHETO HA CKOPO 00pa3yBaHUTE BUPYCHU YACTHIM OT 3apa3eHUTE KICTKU
1 3a M0-HATATBIIHOTO PAa3NPOCTPAHCHUE Ha BUPYCHATAa MH(EKIIUS B OPraHnu3Ma.

O3enramMuBHp KapOOKCHIAT HHXHOMPA iN VItro HeBpaMHHK/IA3UTE HA TPUITHUTE BUPYCH THIT A 1 B.
OsenramuBup pochar HHXHOMpa HHPEKTUPAHETO M PEIUIMKAIMATA HA TPUITHUS BUPYC IN Vitro.
OsenTaMuBHp, MPUIOKEH MEPOPATHO, HHXUOUPA IN VIVO perIrKaIusTa U maToreHHOCTTa Ha
TPUIHUTE BUPYCH TN A 1 B nipu )XMBOTHHCKHM MOJIENIM HA TPUITHA MHEKIHS [P aHTUBUPYCHA
€KCIO3ULMS, TOJO0HA Ha Ta3H, MOCTUTHATA IPH YOBEKa ChC 75 MY IBa IBTH JHEBHO.

AHTHBHpYCHATa aKTUBHOCT Ha 03€JTaMUBUP KbM I'PUITHUTE BUpYycH THII A U B e Ouna momkperneHa ot
€KCIEPUMEHTAHH [TPOBOKALMOHHY IPOY4BaHUS MIPH 31paBU T0OPOBOJILIH.

CroitHocture Ha IC50 Ha HEBpaMUHUAA3HUS €H3UM 32 03€JITAMUBHUP MIPU KIMHUYHO W30JIMPaH TPUIIEH
Bupyc Tin A ca Bapupanu ot 0,1 nM g0 1,3 nM, a 3a rpunen Bupyc Tumn B ca 6umm 2,6 nM. Tlo-
BrCcOKH ctoitHocT Ha [C50 3a rpunen Bupyc tun B 10 mennana ot 8,5 NM ca 6unm HaOmo1aBaHu
npy MyOJIMKYBaHH TPOYYBAHUS.

Knnauunu npoyuBanus

Jleuenue na epunua ungexyus

ToBa noka3zaHue ce OCHOBaBa Ha KIIMHUYHH TIPOYYBaHUS [IPH €CTECTBEHO Bh3HUKHAI TPHIL, IPH KOUTO
npeoOaxaBamara HHOEKINS € TPUIICH BUPYC TUT A.

OsentamuBHp € e)EKTHBEH CaMo Cpelly 3a00JsIBaHus, IPUYMHEHN OT rpureH Bupyc. [Topaau ToBa ca
Npe/ICTAaBEHH CTATUCTUYESCKU aHaIM3H CaMo 3a JIWIA, 3apa3eHu ¢ rpui. B cOopHara momymaius Ha
NPOYYBAHETO 3a JICYEHHE, KOSITO € BKIIFOUBAJIA U TPUT-TIOJIOKUTENHH U oTpuuarenau uaauBuan (ITT),
IbpPBUYHATA €(PUKACHOCT € Onila MOHMKEHA IPONIOPLIHOHAIHO Ha OpPOs Ha TPUM-OTPUIIATSITHUTE JIMIIA.
B ofrmiara momynanus, Ha KOSTO € IPUIIOKEHO JISYeHUE, TPUITHATA WHQEKIHs € Oriia MOTBhpJIeHa IPH
67% (c rpanuiu 46% 1o 74%) ot HaOpaHuUTe NAIMeHTH. 64% OT JUIaTa B cTapyecka Bb3pacT u 62%
OT T€3U C XPOHUYHO CHPJCYHO W/MITH PECIIMPATOPHO 3a00JsIBaHe ca OMIH TPHIT-NIOJI0KUTENHU. [1pn
BCHYKH npoyuBanus dasza 1l ¢ nen neyenne naumenture ca Oy HabMpaHU caMo Mpe3 NepHoa,
KOTaTO TPUITHT € IIUPKYJIUPAI CPell MECTHOTO HaceJeHHE.
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Bwspacmuu u onowu na 13-200umna év3pacm u no-conemu: Ilanmenture ca vy n30upaHu 3a
ydacTHe, ako ca ChoOIIaBaiy 10 36 gaca cief mosiBaTa Ha CHMITOMUTE, aKO ca MMaJId BUCOKA
temneparypa 3 37,8 °C, npuapyskeHa Hai-MaJIKo OT €IMH PECIIMPATOPEH CUMIITOM (KallUIHIIA,
Ha3aJTHU CUMIITOMH WK OOJIKU B I'bPJIOTO) M HAH-MAIIKO €TUH CUCTEMEH CUMIITOM (MUAIITHS, CTYICHH
TPBIKW/U3NOTIBaHE, HEPA3IMOIOKEHHE, yMOpa Win r1aBobonue). B cOoopen ananus Ha pe3yaTaTHTe OT
BCHUYKH TPUIT-TIOJIOKUTEIIHU Bb3pacTHU H toHOoIIU (N = 2 413), BKIIIOUCHH B ITPOyUYBaHUATA 3a
JIeUeHHe, 03eNTaMUBHp 75 MQ JBa IHTH JJHEBHO B MPOJBIDKEHUE HA 5 THU € HAMAIWII Me/IMaHaTa Ha
NPOIBIDKUTEIHOCTTA Ha TPUITHOTO 3a00J11BaHe MPUOJIU3UTEHO C €AMH JieH, oT 5,2 auu (95%
noBeputesieH uatepsai 4,9 — 5,5 nun) B rpynata ¢ mane6o 10 4,2 nuau (95% noseputenieH HHTEpBa
4,0 — 4,4 nuu; p £ 0,0001).

[TpoueHTHT Ha NUIATa, KOUTO €A Pa3BHJIM OIIPE/ICIICHH YCIOKHEHHS OT CTpaHa Ha JOJHUTE AUXATEeITHH
IbTUIIA (IPEIUMHO OPOHXHT), JIEKYBaHH C aHTUOMOTHUIH, € Omi HaMaieH oT 12,7% (135/1 063) B
rpynara c miane6o Ha 8,6% (116/1 350) npu nmomynanusra, nekyBana ¢ ozentamusup (p = 0,0012).

Jleuenue na epun npu nonyrayuu ¢ 8ucoxk puck: Menuanata Ha IPOABIKUTETHOCTTA Ha 3a00JIIBaHETO
OT I'PHII TIPH JIMIIA B cTapuecka Bb3pact (2 65 roJuHK) U MPH JIKIa ¢ XPOHUYHO ChPACUHO W/HIH
pecnupatopHo 3a00isBaHe, MOTyYaBalli 03eITaMUBHpP 75 MQ JBa 'bTH AHEBHO B MPOIBIDKEHUE HA 5
JIHU, He e Omta 3HaunMo HamaseHa. O0ImaTa NpoaBIDKATETHOCT Ha peOprInTeTa ¢ O1iia HaMmalieHa ¢
€/IMH JICH B TPYITUTE, JIKYBAHHU C 03eITaMUBUD. [Ipy rpUTI-TTOJIOKUTEITHATE JIHIIA B CTApYECKa BH3PACT
03€JITaMHBUP 3HAYMMO € HaMaJIWJI YeCTOTaTa Ha ONPE/ICIICHH YCIOKHEHHS OT CTpaHa Ha JIOJTHHUTE
JUXaTeJHU IbTUINA (IPEIUMHO OPOHXHT), IEKYBaHH C aHTHOMOTHIH, OT 19% (52/268) B rpynara c
miane6o Ha 12% (29/250) npu nomynanusta, JekyBana ¢ o3eixramusup (p = 0,0156).

[pu rpun-moiIoKUTEIHA NAMEHTH C XPOHUYHO ChPACYHO W/HIIH PECIUPATOPHO 3a00IsIBaHE,
KOMOMHHMpaHATa YeCTOTA HA YCIOKHEHUS OT CTPaHA HAa JOJTHUTE IUXATEIHHU MIbTUIIA (TIPETUMHO
OpOHXHT), JIEKYBaHH C aHTHOMOTHIIH, ¢ Ouna 17% (22/133) B rpynarta ¢ mare6o u 14% (16/118) npu
HONyJIAIHMATA, JIeKyBaHa ¢ o3earamuBup (p = 0,5976).

Jleuwenue na epun npu d6pemennu dxcernu. He ca mpoBexIaHU KOHTPOIMPAHU KIMHUYHU IPOYYBAHMS 32
ynoTtpebaTa Ha 03eITAMUBHUP IIPU OpEMEHHH KEHH, BRIIPEKH Y€ MMa JI0Ka3aTeICTBa OT
MOCTMAPKETHHTOBY U PETPOCTIEKTUBHU 00CEPBaIlMOHHU MPOYYBAHHS, KOUTO TIOKA3BaT 1M0JI3a OT
HACTOsIIaTa CXeMa Ha JI03UpaHe IPHY Ta3H MalMeHTCKA MMOMyJIalus, B YCJIOBHUATA Ha HUCKA
MOPOHIHOCT/CMBPTHOCT. Pe3yntatute 0T (hapMaKOKMHETUYHUTE aHAIU3HU TIOKa3BaT HUCKA
€KCITO3UIUS Ha aKTUBHU METa0OJUTH, BBIIPEKH Y€ HE CE MPEnophyBa KOPUTHPAHE Ha J103aTa MPH
OpeMEHHH JKEHH MPH JICUYCHUETO WM NpodHIIaKTHKAaTa Ha rpumna (BK. Touka 5.2, dapMaKOKHHETHKA,
CrenuaiiHy TTOMYJIaIim ).

Jleuenue Ha epun npu deya: B KIMHUYHO U3MUTBAHE MPH UHAYE 3/paBH nena (65% rpun-
TTOJIOXKUTEITHN) Ha BB3pacT oT 1 mo 12 roxunawm (cpemHa BB3pacT 5,3 TOAMHM), KOUTO ca UMaJld BUCOKA
temmeparypa (2 37,8 °C) 1wiroc Kalumi@a Wid puHut, 67% OT IPHUII-MIOTI0KUATSTHATE TTAIMSHTH Ca
0w 3apasenu ¢ TpuneH Bupyc tan A u 33% c rpunen Bupyc tun B. JleueHnero ¢ ozenramMuBup,
3armo4Hano 70 48 Jaca OT mosBaTa Ha CHMITOMUTE, 3HAYMMO € HAMAJIHIO BPEMETO 3a 03/[paBsBaHE
(ompeneneHo KaTo €THOBPEMEHHO BB3BpPBIIIaHE KbM HOPMATHOTO 3/IPABOCIOBHO CHCTOSIHUE U
aKTHBHOCT W CIIaJilaHe Ha BUCOKATa TeMIIepaTypa, 00JeK4YaBaHe Ha KalUIuIaTa U puanTa) ¢ 1,5 nHn
(95% nosepurenen unatTepsan 0,6 — 2,2 nuu; p < 0,0001) B cpaBHeHME ¢ TWIane60. O3enTaMUBHUp €
HaMaJIlJI YeCTOTaTa Ha OCTHP OTUT Ha CPEAHOTO yXo 0T 26,5% (53/200) B rpymnata ¢ mnanebo go 16%
(29/183) nipu menara, aexyBanu ¢ ozearamusup (p = 0,013).

Bropo npoyuBane e 6mto 3apbpiieHo mpu 334 nena ¢ actMa Ha Bb3pacT oT 6 710 12 ToAuHH, OT KOUTO
53,6% ca Ownm rpumn-monoxuTenHu. B rpymara, nekyBaHa ¢ 03e1TaMUBUD, MEAMaHATa Ha
MPOIBIDKUTETHOCTTA Ha 3a00JIIBaHETO He ¢ Onyia HamalieHa 3HaYnMoO. J{o 1eH 6 (TToCIeTHuAT JeH OT
neuenneto) FEV; ce e mosummin ¢ 10,8% B rpynara, nekyBaHa ¢ 03eITaMUBHp, B cpaBHeHHE C 4,7%
OT Ta3u nomyianus ¢ mwianebo (p = 0,0148).
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EBporiefickata AreHIus 1o JekapcTBara oTiara 3aAbKEHHUETO 3a IPEOCTaBIHE Ha PE3yATATUTE OT
npoyuBanusita ¢ Tamiflu B eHa wim moBeye MOATPYITH Ha MeAXATPUIHATA TTOMYJIAIUS [TPU TPHUIL.
Bmxre Touka 4.2 3a nHGOpMAIS OTHOCHO yNOTpeba B eAUaTpUsITA.

ITokazanueTo npu KbpMadeTa Ha Bb3pacT MoJ 1 roJuHa ce OCHOBaBa Ha EKCTPAIIOJIALS Ha JAHHHUTE
3a e(pUKacCHOCT MPH MO-TOJIEMH JIe11a, a IPETIOPhUUTENTHATA JO3UPOBKA CE OCHOBABA HA JTAHHHU OT
(apMaKOKMHETHYHO MOZeIupaHe (BK. ToUka 5.2).

Jleuenue na ungexyust ¢ epunen supyc mun B: 001110, 15% OT rpUII-TI0I0KUTEIHATA MOMYJIALUs €
Ouna nH(eKTHpaHa c TPUICH BUpYyC THI B, kato nmpoueHTsT e Omn B rpanuiu ot 1 1o 33% npu
OTJICITHUTE TIpOyYBaHMs. MenuaHnaTa Ha IPOJABIDKUTEIIHOCTTA Ha 3a00JIIBAHETO TIPH JINIIA, 3aPa3CHH C
TPUIIEH BUPYC TUT B, He ce e pa3nnyaBaia 3HAYNMO MEXIY PA3IMIHUTE TPYIH Ha JICYEHUE B
otnenauTe npoyyBanus. Jlanaute ot 504 nuia, 3apa3eHu ¢ rpyUIieH BUpyc turl B, ca Ouimm cb0panu ot
BCHUYKH MPOYYBaHHA 32 aHAN3. O3eITaMHUBHP € HAMAIMI BPEMETO 70 00JIeKYaBaHe Ha BCUYKU
cumnromu ¢ 0,7 mau (95% nosepurenen unrepsan 0,1 — 1,6 quu; p = 0,022) 1 npoaBIHKUTETHOCTTA
Ha pedpmmteta (2 37,8°C), kanumnaTa u puHuTa ¢ eauH AeH (95% nosepurenen uatepsai 0,4 —

1,7 nam; p < 0,001) B cpaBHeHHe ¢ M1a1Ie00.

Jleuenue na epun npu UMyHoKOMnpoMemupany 6v3pacmuy. EITHO paHIOMHU3UPAHO, ABOMHOCIIAIIO
IpOyYBaHE 3a OLICHKA Ha 0€30MaCHOCTTA M OXapaKTepU3NpaHe Ha e(hEeKTUTE Ha 03ETTaAMHUBUD BBPXY
Pa3BUTHETO HA PE3UCTEHTEH I'PHUICH BUPYC ('bPBUYCH aHAIM3) MIPU 3apa3eHU C TPHIT Bb3PACTHH
MMYHOKOMIIPOMETHPAaH! MallMeHTH BKI0YBa 151 manueHTH, MoAXO0ISIIH 3a OLIeHKA Ha epUKaCHOCTTa
Ha 03eNITaMHUBHUP (BTOpHYEH aHan3, 6€3 I0CTaThuHa cTaTUCTHYecKa MoIHocT). [Ipoy4yBaneTo
BKJIIOYBA MALMEHTH C TPAaHCIUIAHTAIMs Ha conuanu opranu [SOT], mauuenTy ¢ TpaHCIUIaHTanus Ha
xeMaronoetuyHu cTBojoBH Kietku [HSCT], monoxwurennu 3a HIV manuenTu ¢ 6poit na CD4+
xietky <500 kireTkrn/Mm3, nanMeHTH Ha CUCTEMHA HMYHOCYTIPECHBHA TEPAIHs U TAKHBA C
XEeMaTOJIOTHYHH 3JI0Ka4eCTBeHH 3a00isiBaHus. Te3H MalueHTH ca paHIOMHU3HPaHH 3a JIeYCHHE B
pamkuTe Ha 96 yaca OoT mosiBaTa Ha CUMIITOMHTE ChC CTaHapTHaTa /1032 (73 manueHTn) Wiy ¢ IBOHHA
no3a (78 marueHTH) 03eNTaMUBUP B poabikeHne Ha 10 aHu.

Menunanarta Ha BpeMeTo 3a or3ByuaBade Ha cummiromute (TTRS) e momo6Ha B rpymara cbe
crannaprHata go3a (103 gaca [90% nosepurencn unTepBan 75,4-110,0]) u rpynara ¢ 1BoiiHa g03a
(104 gaca [90% noseputenen unrepsan 65,8-131,0]). IIpoieHTHT MAIMEHTH C BTOPUYHN HHA)EKIIUH B
rpymara ¢bC CTaHJapTHA J03a M B TpyIara ¢ ABOiHa 103a € cpaBHuM (8,2% crupsamo 5,1%).

IHpogpunaxmuxa na epun

EdukacHocTTa Ha 03enTaMUBHp 32 MPOPUIAKTHKA HA €CTECTBEHO BH3HUKHAJIO IPUITHO 3a00JIIBaHE €
JIOKa3aHa B IPOYYBAHE 3a MOCTEKCIIO3ULIMOHHA PO HIAKTHKA B JOMAaKHHCTBATA U B MPOYYBAHHUS C
el ce30HHa npodunakTuka. [IspBuyHaTa kpaiiHa Touka 3a €UKACHOCT IPU BCUUKH TE3H
NpOy4BaHUs € OWila YyecToTaTa Ha 1abopaTopHO MOTBBP/ICHU CIy4an Ha TpHIl. BupynentHocTTa Ha
TpUITHATA eUAEMHUS He € TIPeIBUIMMa U Bapupa B paMKHUTE Ha 00J1acTTa M OT CE30H Ha CE30H, MOpau
TOBa OpoAT JnIa, Kouto € HeoOxoanmo aa ce jgekysat (bHJI), 3a na ce mpegoTBpaT eauH cinyvail Ha
TpUNHO 3a00JsBaHe, € Pa3IuycH.

Hocmexcnozuyuonna npogunaxmuxa: B npoydBaHe npu JULa B KOHTAKT C M30JIMPAH CIy4yai Ha rpull
(12,6% BakcMHHMpaHH Cpelly I'PUI), IPHIOKEHUETO Ha 03eNTAMUBUP 75 MJ BEIHBK THEBHO €
3aII0YHaJIO J0 2 IHYU OT I10sIBaTa Ha CUMIITOMUTE IIPH 3apa3eHUs C TPUII U € NIPOABIDKUIIO CEIEM JTHH.
I'pum e 6w moTBBpaeH 1pHu 163 ot 377 oTnenuu cirydast. O3eNTaMHBUP 3HAYUTETHO € TTOHKHI
YyecToTaTa Ha KIMHMYHO MPOSBEHO TPHUITHO 3a00IsBaHe, Bb3HUKHAJIO PU KOHTAKTHUTE JIMLA, IPU
KOHTO € TIOTBBpP/IeHO 3a00sBaHeTo, oT 24/200 (12%) B rpynara c miame6o Ha 2/205 (1%) B rpymnara ¢
ozentamuBup (92% namanenue [95% nosepurenen natepsan 6 — 16; p < 0,0001]). bposar numa, kouto
e Ouno Heo6xonumo aa ce nekysat (BHJI) B kKoHTakT ¢ uCTUHCKH ciaydaun Ha Tpur, € om 10 (95%
JoBepuTesieH uHTEpBas 9 — 12) u e 6w 16 (95% noeepurenen uatepsan 15 — 19) B msumara
nomrynanust (ITT), He3aBUCHMO OT CHCTOSHHETO HAa MH(PEKINATA B OTACITHUS CIydail.

E(i)I/IKaCHOCTTa Ha O3CJITAMUBHUD 3a NPCAOTBPATABAHC HAa CCTCCTBCHO Bb3HUKHAJIO I'PUITHO 3a00J1sBaHe
€ JOKa3aHa B IIPOYYBAHE 3a ITOCTCKCIIO3UIIMOHHA HpO(bI/IHaKTI/IKa B JOMaKHHCTBAaTa, KOCTO €
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BKJIFOYBAaJIO Bb3PACTHH, FOHOLIN U Jiela Ha Bb3pacT OT 1 10 12 ronuHu, KakTo KaTo OTAENHU CIydad,
TaKa M KaTo KOHTAKTHHU B ceMeHCcTBOTO. [ToKka3arensaT 3a mppBUYHA €(UKACHOCT B TOBA MPOYYBAHE €
yecToTaTa Ha 1ab0paTOpHO-TIOTBBPACH KIMHUYHO NPOSBEH IPUIl B ToMakuHcTBata. [IpodunakTukara
Cc ozenTaMuBHp € npoab/okmia 10 qau. B obmara nomynanus € nMano NOHMKEHHE B YeCTOTaTa Ha
nab0paTopHO-TIOTBBP/ICH KIMHIUYHO TIPOSIBEH TpHIl B ToMakuHcTBata oT 20% (27/136) B rpymara,
KOSITO HE € Moy4yaBaia npodunaktuka, Ha 7% (10/135) B rpynara, KosiTo € rmony4yaBaia
npodunakTuka (HamaneHue ¢ 62,7% [95% noseputenen unrepsan 26,0 - 81,2; p = 0,0042]). B
JIOMaKWHCTBATA, KBJIETO € UMAJIO OTJEITHH CITydau Ha MHQEKTUPAHH C TPHII, € HaOIr0IaBaHO
MOHIKEHUE Ha YeCToTaTa Ha 3a00J1IeBaeMOCT OT rpui ot 26% (23/89) B rpynara, KosITO HE €
nojiy4aBaia npodunaktuka, Ha 11% (9/84) B rpynara, nonydaBana npoduiakTrka (HaMaJeHHue C
58,5% [95% nosepurenen uurepsai 15,6 — 79,6; p = 0,0114]).

Criopen IOArpyIOB aHaIM3 MPH Jelia Ha Bb3pacT oT 1 10 12 roaunu, yectorara Ha JabopaTopHO-
NOTBBPACH KIMHUYHO MPOSIBEH TPHII CpeA enaTta € HaMmayieHa 3HauntesHo ot 19% (21/111) B
rpymara, KosTo He € Mojly4yaBaja npodunaktuka, Ha 7% (7/104) B rpynara, noiay4aBana
npoduinakTka (64,4% Hamanenue [95% noseputenen uarepsain 15,8 — 85,0; p = 0,0188]). IIpu
JleraTa, KOUTO B HAYaJIOTO Ha M3MMTBAHETO OIle HEe OTIENAT BUPYCa, YeCTOTaTa Ha JIJabopaTopHO-
NOTBBPACH KIMHUYHO MPOSIBEH Ipull € Hamaisia ot 21% (15/70) B rpynata, KOsTO He MoyTyyaBaa
npodunakTrka, Ha 4% (2/47) B rpynata, nomydaBana npodunakruka (80,1% Hamanenue [95%
noseputeneH uatepsait 22,0 — 94,9; p = 0,0206]). BHJI 3a nsanata neauarpudna nomyianus € 9 (95%
noBeputesieH uutepsan 7 — 24) u 8 (95% moBeputenieH HHTEpBa 6, TOPHATA MPAHKIIA HE € H3MEPEHA)
3a msutata nomynanms (ITT) u cboTBeTHO NpH enaTa, KOHTAKTHU C OTAETHU HHPEKTUPAHU CIydan
(ITTh).

Ipodhunaxmuxa na epun cired excnozuyus npu Kepmauema nood 1-eoouwna ev3pacm no epeme na
nandemus: [IpodunakTrkara 1mo BpemMe Ha MaHAEeMUsI Ha TPUT HE € MIPOYIBaHa B KOHTPOIUPAHH
KJIIMHAYHYU WU3MTATBAHUS TIPH Jena Ha Be3pacT 0-12 mecema. BikTe Touka 5.2 3a moapoOHOCTH OTHOCHO
CUMYJaIHTa Ha €KCIIO3UIIHS.

IIpogunaxmuka no epeme nHa epunna enudemus 8 oouecmsomo: B cOopeH aHam3 Ha IBE APYTH
MPOYYBaHUS, IPOBEJICHH MPU HEBAKCUHHUPAHH, UHAYE 31paBU Bh3PACTHHU, O3EATAMUBHD 75 MJ BEAHBK
JTHEBHO, TIpUJIaraH B MPOIBIDKCHIE HA 6 CEIMUIY, 3HAYUMO HaMaJISIBa Y€CTOTAaTa Ha KIIMHUYHO
NPOSIBEHOTO TpUITHO 3a0oisBane ot 25/519 (4,8%) B rpynara ¢ tuiane6o Ha 6/520 (1,2%) B rpynara c
ozentamuBup (76% namanenue [95% nosepurenen nntepsain 1,6 —5,7; p = 0,0006]) mo Bpeme Ha
rpunHa enugemus B oomectsoro. BHIJI npu ToBa npoyuBasne e 28 (95% noseputenen natepsan 24 —
50).

IIpu mpoydBaHe Ha XOpa B cTapyecKa Bb3pacT B IOMOBE3a Bb3pacTHH xopa, kpaero 80% ca 6mim
BAaKCMHHUPAHHU IPe3 CE30Ha Ha MPOYYBAHETO, O3EATaMUBHP 75 mg BEOAHBXK THEBHO, IPUJIara B
MPOABIDKCHUE Ha 6 CEIMUIIM, 3HAYNMO HaMallsiBa 4YeCTOTaTa Ha KIIMHUYHO MTPOSIBEHOTO TPUITHO
3abomnsBane ot 12/272 (4,4%) B rpynarta ¢ mane6o Ha 1/276 (0,4%) B rpynara ¢ o3entamuBup (92%
Hamasienue [95% nosepurenceH untepsain 1,5 — 6,6; p = 0,0015]). BHJI npu ToBa npoyuBane e 25
(95% noseputenen untepsan 23 — 62).

IIpodunaxkmuxa na epun npu uMyHoxomnpomemupany nayuenmuy: IlpopeeHo e ABOIHO-CIIAIIO,
1ane0o0 KOHTPOJIMPAHO, PAaHAOMHU3UPAHO H3MUTBAHE 32 CE30HHA MPOQHUIAKTHKA Ha TPUI MTPU

475 umyHOKOMIIpOMeTHpaHH narueHTH (388 mauueHTH ¢ TpaHCIUIAaHTAlUs Ha COJIMACH OpraH

[195 mmare60; 193 o3enramuBup], 87 MaUEHTH C TPAHCILIAHTAIIMS HA XEMOTIOETHYHN CTBOJIOBH
kietku [43 miane0o; 44 ozentaMuBHp], HSIMa MALMEHTH C APYTH UMYHOCYIIPECUBHH CHCTOSHHUSA),
BKIItounTenHo 18 nena Ha Bb3pacT oT 1 1o 12 rogunu. [IppBryHaTa KpaiiHa TOUKa IpU TOBAa KIMHUYHO
M3IUTBAHE € YeCTOTaTa Ha J1abopaTOpHO MOTBBPAEH KIMHUYHO NIPOSBEH I'PUIl, ONPEIEIICH Upe3
KyJITUBHpaHE Ha BUPYCH W/WIIM YeTHUPUKpaTHO nouienue Ha HAI anturenara. YectoTtara Ha
71a00paTOPHO MOTBBPACH KIIMHUYHO MposiBeH rpun e 2,9% (7/238) B rpynarta c miane6o u 2,1%
(5/237) B rpynara ¢ o3enramusup (95% AU -2,3% — 4,1%; p = 0,772).

He ca MMPOBCKAAHU CHC]_II/I(bI/I‘-IHI/I Mpoy4BaHHuA 3a OIICHKA Ha HAMAJICHUCTO Ha PUCKA OT YCJIOKHCHUA.
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Peszucmenmnocm xvm ozenmamusup

Knunuynu npoyueanus: PUCKBT OT 1OsIBa Ha TPUITHA BUPYCH C HAMAaJIeHA YyBCTBUTEITHOCT HJIH
U3ABEHA PE3UCTEHTHOCT KbM O3CITAMUBHUP € M3CIICIBAH MO BpeMe Ha crioHcopupanu ot Roche
KIIMHUYHU U3MUTBaHUA. Pa3BUTHETO Ha BUPYC, PE3UCTCHTEH KbM 03€ITAMUBHUD, TI0 BpEMe Ha
JICUCHHUETO € MO-YECTO TPH JIela OTKOJIIKOTO MPH BB3PACTHH, KaTO TOBa Bapupa oT noj 1% mpu
BB3pacTHUTE 10 18% npu KbpMaueTaTa Ha Bb3pact moj 1 roauna. JlenaTa, mpu KOUTO € YCTAHOBEHO,
Ye ca HOCHTENIHM Ha BUPYC, PE3UCTEHTEH KbM 03SITAMUBUP, TI0 IPUHITUT OTACISAT BUPYCa I0-
NPOJIBIDKUTEIHO BPpeMe B CPAaBHEHHE C JIUIATA C YYBCTBHUTEIICH BUPYC. PE3UCTEHTHOCTTA KbM
03¢€JITaMUBUP, Bb3HUKBallla 10 BpEME Ha JICYHCHUC, obaue He MOBIHsIBA OTTOBOpPA KbM JICUCHUETO U HE
MPEIM3BUKBA YAbJDKaBaHE HA CUMIITTOMUTE Ha TpUIIA.

Karo 1151710 1mo-BHCOKa 4eCTOTa Ha PE3UCTEHTHOCT KbM O3€JITAMUBHUD € HAaOJII0/[aBaHa IIPU Bb3PACTHU
UMYHOKOMIIPOMETUPAHH TTAIIHEHTH, JICKYBaHU ChC CTaHIAPTHA /1032 WIIH C JBOMHA /1032 03€ITaMUBUP
B nnpoawipkenue Ha 10 nuu [14,9% (10/67) B rpynara cbe cranmaptha no3a u 2,8% (2/71) B rpynara ¢
JIBOIHA /103a], B CpaBHEHHUE C JJAHHU OT IPOYYBAHUS C JIGKYBaHHU C 03€ITaAMHUBUP HHAYE 3]PABU
BB3PACTHH NaleHTH. [o-rosmMara 4acT OT HallMEHTUTE, KOUTO PAa3BUBAT PE3HUCTEHTHOCT, ca
peunnueHTy Ha TpaHciutanTaT (8/10 manueHTH B TpynaTa chC CTaHAAPTHA 1032 U 2/2 MaleHTH B
rpymnara ¢ JBoiiHa 7103a). [IoBe4eTo OT MalMeHTUTe C PE3UCTEHTEH Ha 03eJTAMHUBUD BHPYC ca
UH(EKTHUPAHU C TPUI THIT A U UMAT TPOABIDKUTEIIHO OT/CIISIHE Ha BUPYCa.

YecroTa Ha PE3UCTEHTHOCT KbM 03€¢JITAMUBUP B KIUHUIHUTE MPOYUYBAHUA

IlanueHTH ¢ MyTanuu Ha pe3ucTeHTHOCT (%)
DeHoTUNIM3UPAHE™ I'eno- u
Honyaanus nanueHTH (eHoTunuzupane*
Bw3pacTHu 1 10HOIIN 0,88% (21/2 377) 1,12% (27/2 391)
Heua (1-12 roguam) 3,89% (66/1 698) 4,24% (72/1 698)
Kspmauera (<1 rozuna) 18,31% (13/71) 18,31% (13/71)

*[1BJIHO TEHOTHITU3UPAHE HE € OMII0 H3BBPIICHO BHB BCUYIKH MPOYYBAHMUS.

[podmmakTrka Ha TpHIl

Hsma mannu 3a mMosiBa Ha JIEKapCTBEHA PE3UCTEHTHOCT, CBbp3aHa ¢ yrorpedara Ha Tamiflu mpu
KJIMHAYHUTE U3MUTBAHUS, IPOBEACHH J0CETa PH IPynu ciies ekcrno3unust (7 AHU), IpU TPYIHU Clie]
eKCTo3uLus B JoMakuHCTBOTO (10 mHM) 1 ce3onHa (42 1HM) MPOPHUIAKTUKA HA TPHIT TIPH
MMYHOKOMIIETCHTHH MTanineHTy. He e HabmoaBana pe3sucTeHTHOCT 0 BpeMe Ha 12-ceaMIIHO
NpOoy4BaHe 3a MPOPUIAKTHKA TPH UMYHOKOMIIPOMETHPAHH TTAIUCHTH.

Knunuunu oannu u dannu om nabodenue: OTKPUTH ca €CTECTBECHH MyTaIllH, CBbP3aHU C HaMaJleHa
YyBCTBUTEIHOCT KbM 03€JITaMHUBH IN VItro npu Bupycu tum A u B, u3omupanu ot nanueHt 6e3
EKCITO3UITUS Ha 03eITAMUBUD. PE3NCTECHTHY IIaMOBE, CEIICKTHPAHH 110 BpEMe Ha JICUSHHUE C
03eJITaMUBUD, Ca U30JUPAHU KAKTO OT UMyHOKOMIICTCHTHH, TaKa U OT IMYHOKOMITPOMETHPaHU
nanueHTH. VIMyHOKOMITPOMETHPAHUTE NAIIMEHTH U MAJIKHUTE JIela ca H3JI0KEHN Ha Hal-BHCOK PUCK OT
pa3BHUTHE Ha PE3UCTCHTHU HA 03EITAMUBUP BHPYCH 10 BPEME Ha JICUCHHUETO.

YCTaHOBEHO €, e Pe3UCTEHTHHU Ha 03€ITaMUBUP BUPYCH, U30JIUPAaHH OT MAILIUEHTH, JIEKYBAaHU C
03€JITaMHBUP, U PE3UCTCHTHH HA 03€ITaMUBHUP JTaOOPATOPHH IIAMOBE HA TPUITHUTE BUPYCH, ChIABPIKAT
myTtanuu B N1 u N2 HeBpamunuaasure. ima TeHAeHIMS MyTalMUTE 32 PE3UCTEHTHOCT Ja Obaat
crienurany 3a BupycHus noarum. Ot 2007 r. cnopaJiudHo ce OTKPHUBA €CTECTBEHO Bh3HUKBAIIATA
PE3UCTEHTHOCT, CBbp3aHa ¢ MyTanusata H275Y npu cezonnure mamore HIN1. UyBcTBUTEIHOCTTA
KBbM 03€ITaMHUBHP U MIKPOKOTO Pa3NpOCTPAHEHNE HA TE3W BUPYCH U3TJIEKIa BAPUPAT CE30HHO U
reorpadceku. [pe3 2008 r. H275Y e Ouna otkpura npu > 99% ot uupkynupammre HIN1 rpunan
nzonatu B EBpona. [Ipe3 2009 r. rpunausat Bupyc HIN1 (“cBuHCKE rpun’) e O MOYTH €THAKBO
YyBCTBHUTEJIEH KbM 03€JITAMUBUP, KATO € UMAJIO CaMO CIIOPAIMYHU ChOOIIEHNS 338 PE3UCTEHTHOCT BbB
BPB3Ka KaKTO C TEPareBTUYHH, TaKa U C MPOPUIAKTHUYHH CXEMH Ha IpUIIaraHe.
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5.2 ®apMaKOKMHETHYHH CBOIiCTBA

O6111a nahopManusa

Abcopoyus

OzenramMuBHp ce abcopdbupa 100pe OT CTOMAITHO-UPEBHUS TPAKT CIIE IIEPOPATTHO MPUIOKEHNE Ha
o3entamuBup ocdat (mpekypcop) u ce MeTaboJM3upa B rojisiMa CTEIEH KaTo ce MPEeBphIIa B
AKTUBHUSA METa0O0JIUT (03€NTaMUBUD KapOOKCHUIAT) IPEAMMHO C ITIOMOIITA Ha YePHOAPOOHHUTE
ectepasu. Hait-manko 75% ot mepopanHara 03a JOCTHra CHCTEMHOTO KPhBOOOpAIIeHHE MO
(hopmara Ha akTUBEH MeTa0oIuT. EXcrio3unusaTa Ha mpeisiekapcTBOTO MO0 OTHOIIIEHUE HAa aKTUBHUS
MeTaboNHT € mo-Maika ot 5%. [nasMeHnTe KOHIIEHTPALMK Ha MIPEKypcopa U Ha aKTUBHUSI META0OIHT
ca MPONOPIIMOHAIHU Ha JI03aTa U HE CE MOBJIHSBAT OT SJHOBPEMEHHO MPHUIIOKEHUE C XPaHa.

Pasnpedenenue

Cpennust o0eM Ha pa3mnpeesiCHIe B CTAI[MOHAPHO ChCTOSIHUE Ha 03€JITaMHUBUP KapOOKCHUIIAT NIPH
xopa e nmpuonu3nuTenHo 23 aurpa — 00eM, eKBUBAJICHTEH Ha eKCTpallelyJiapHaTa TeJleCHa TeUHOCT.
Tbii KaTO HEBpaMHUHHUIA3HATA aKTUBHOCT € eKCTpalenyaapHa, 03eITaMUBUP KapOOKCUIaT ce
pasnpeneins BbB BCUYKH MECTA Ha PaslpOCTPAHEHUE HA TPUITHUA BUPYC.

CBBp3BaHETO HA 03EITAMHUBHP KapOOKCHIIAT C IIA3MEHHUTE MPOTEHHHU IPU X0pa € HE3HAUYUTEITHO
(npubnuzurenso 3%).

buompancpopmayua

OszenramMuBHp € HOIJIOKEH Ha €KCTEH3UBHO MPEBPBIIAHE 10 03€ITaMUBHUP KapOOKCHIIAT OT
ecTepasuTe, HAMUPAIHU Ce MPESAUMMHO B YepHUs apo0. [IpoydBanust in VIitro ca rmokasaiu, ue HUTO
03eNTaMUBUD, HUTO aKTUBHUAT My METaOOJHUT ca cyOCTpaTH UM HHXHOUTOPH Ha OCHOBHUTE
uzodopmu Ha rutoxpom P450. He ca naentudunupany in Vivo koHroratu ot $asa 2 Ha HUTO €IHO OT
JBETE ChbEIMHEHUS.

Enumunupane

AGcopOMpaHUAT 03eNTaMHUBHD C€ eTUMHUHUPA NpeauMHO (> 90%) upe3 npeBpbIIaHETO MY B
o3enTamMuBUp KapOokcmiat. Cies ToBa TOi He ce MeTaboIn3upa Mo-HaTaThK U ce eTMMUHHpPA C
ypuHarta. ITuxoBuTE TIA3MEHU KOHICHTpAIMKU HA O3CJITAMHUBUD Kap6OKCI/IJ]aT HaMaJIsABaT C MOy KUBOT
ot 6 1o 10 yaca mpu MoBe4eTO MHANBUIN. AKTUBHHUAT META0OINT C€ SIMMHUHIPA U3IIIIO0 Upes3
0b0peuna ekckpenusa. bropeunusat knupwHe (18,8 1/h) npeBumasa creneHTa Ha rIOMEpyJIHA
¢dunrpanus (7,5 1/h), koeto mokasBa, 4e OCBEH TIIOMEpY/IHa (pUITpaIus ce U3BBPINBA U TYOYITHA
cekpenust. [To-manko ot 20% ot nepopanHara Oens3aHa 103a ce eIMMUHUPA ¢ HeKaInuTeE.

AQYI 1 CTICTTMAJIHU IOy I

THeouampuuna nonynayus

Kvpmauema na ev3pacm noo 1 coouna. ®apmMakokuHeTHKATa, (hapMaKOAMHAMHUKATA U 0€301MacCHOCTTa
Ha Tamiflu ca orieHeHH B 1Be HEKOHTPOJIMPAHU OTBOPECHHU MPOYUYBAHHMS, BKITFOUBAIIN 3apa3eHH C TPHIT
Jlelia Ha BB3pacT mox eana rogunaa (N=135). CkopocTTa Ha KIMPHHC Ha aKTUBHYS METa0OJINT,
KOPUTHpPAaHa 32 TEJIECHOTO TErJI0, HaMalsiBa IIPU Bb3pacT TOJ ¢JjHa ToanuHa. Excrio3unusaTa Ha
MeTaboJIHTa CHIIO € MO-MPOMEHJINBA MPH Hal-MaJIKUTE KbpMadeTa. HamnyHuTe TaHHU MOKa3BaT, 4e
excrozuisTa cien go3a 3 mg/kg mpu kbpmauera Ha Bh3pacT 0 — 12 Meceria OCUrypsiBa €KCIIO3UITUH
Ha MPEJICKapCTBOTO U METa0OJIUTa, KOMTO CE€ OYaKBa Ja ObaaT epuKacHH, ¢ mpodu Ha 6€30MacHOCT,
CPaBHHM C TO3H IIPH MO-TOJIEMH JIeTla U Bb3PACTHHU, MMOJTyYaBaliy 0J00peHaTa 103a (Bx. Touku 4.1 u
4.2). Cho0IIeHUTE HEKETaH! PEaKIMK ca B ChOTBETCTBHE C YCTAHOBEHHSI MPOQHIT Ha 0€30MaCHOCT
NPH TIO-TOJIEMH JielIa.

Jluncear JaHHU IIPU KbpMadC€Ta Ha Bb3PaCT O] 1 roavHa 3a HpO(l)I/IHaKTI/IKa Ha I'pHIl CJICq

excriosuius. [IpodunakTukara Mo BpeMe Ha TpUITHA SMUIASMHESI B OOIIIECTBOTO HE € MPOyYBaHa Mpu
Jletia Ha Bh3pacT noj 12 roauHH.
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Ipoghunaxmuka na epun cied ekcnosuyus npu Kopmaiema noo I-200uwina 8b3pacm no speme na
nandemus: CUMyJanpaTa Ha MIPUIOKEHNE BEIHBX THEBHO Ha 3 MQ/KQ mpu kbpMadera < 1 roguna
MOKa3Ba €KCITO3UIIVSI B CHINUTE TPAHUIIM WII TIO-BUCOKA OT Ta3H MPH MPHIIOKEHUE BEIHBK JHEBHO Ha
75 mg ipu BB3pacTHY. Excrio3unusra He MpeBUIlIaBa Ta3u MMpH JICYCHHE Ha KbpMmadeTa < 1 roauHa (3
mMQ/Kg aBa TBTH IHEBHO) M CE€ OYaKBa Jia OBEE IO CpaBHUM IIpodui Ha 6€30MacHOCT (BK. TOUKa
4.8). He ca mpoBex1aHN KIMHUYHU W3MUTBAHUS ¢ TPODUIAKTHKA IPH KbpMadeTa Ha Bb3pact < |
roJIMHA.

Kvpumauema u deya na 6v3pacm 1 200una uiu no-coremu’. @apMakoKHHETHKATA HA 03EJTAMUBHP €
OIICHSIBaHA BB (hapMaKOKHHETHYHU MPOYYBAHHS C SAHOKPATHO MPUIIOKECHUE TIPU KbpMadeTa, Ieta U
IOHOIIIY Ha BB3pacT OT 1 10 16 ronuan. @apMakOKHHETHKATA P MHOTOKPATHO MPHIIOKEHUE € Omia
npoydveHa Mpy MaIbK OpoH Jiela, BKIFOUSHH B KIIMHUYHO U3MUTBaHe 3a eukacHocT. [lo-Mankure
Jiera ca OTJCIMIN MIPEICKaApCTBOTO M aKTUBHUS MYy METaOO0JIUT O-OBP30 OT BB3PaCTHHUTE, KOCTO ©
JIOBEJIO JIO0 MO-HHUCKA SKCIO3UITHS 3a AajeHa no3a B mg/kg. Jlosu ot 2 mg/kg maBaT ekCro3uIu Ha
03eNTaMUBUP KapOOKCHIIAT, CPABHUMHU C TE3H, IOCTHIHATH IIPH BH3PACTHH, TIOJTyYaBaIy eJTHOKPATHA
no3a ot 75 mg (mpubausurenno 1 mg/kg). dapMakoknHeTHKATa HA O3€JTAMHUBHP TIPH J€La U FOHOIIH
Ha BB3pacT 12 roMHU WU MTO-TOJIEMH, € TI0JJ00HA Ha Ta3u MPHU Bh3PACTHUTE.

Cmapuecka 8v3pacm

Excno3unusita Ha akTUBHHSA METa0OJINT B CTALIMOHAPHO CHCTOSIHUE € 25 10 35% mo-BHCOKa MpH Xopa
B CTapuecKa Bb3pacT (Ha Bb3pacT OT 65 10 78 TOANHU) B CPaBHEHHUE C BB3PACTHU NOA 65 TOIUHH Clie]
IPUIOXKEHUE HA CPABHUMM JJ03U 03enTaMuBup. [1oiyKuBOTHT, HaOJIF0JaBaH IpHU XOpa B cTapuecka
BB3pAcT € NoA00EH Ha TO3W, HAOII0AaBaH PH MIIaJu Bb3pacTHH. Bb3 OCHOBa Ha JieKapCTBEHATA
€KCIO3ULHS ¥ IOHOCUMOCTTA, HE € He0OX0JMMO KOPUTHpaHe Ha Jj03aTa [IPU X0pa B CTapuecka
BB3pacT, OCBEH aK0 HIMa JaHHU 32 YMEPEHO WIIN TeKKO OBOpEedYHO yBpekaaHe (KpeaTHHHHOB
kupbHC 10 60 ml/min) (Bx. Touka 4.2).

bvbpeuno yspescoane

[punoxennero va 100 mg o3entamMuBup docdaT qBa MHTU JHEBHO B MIPOIBIDKEHAUE HA 5 THH MPU
NAMEHTH C pa3InYHa CTENeH Ha ObOPEYHO yBpEexKIaHe MOKa3Ba, Ye eKCIO3UIHMATA Ha 03€ITAMUBUD
kapOoKcHiaT € 00paTHO MPONOPLHOHAIHA HA HAMAJICHHETO Ha ObOpeuHaTa GyHKuus. 3a JO3UpOBKaTa
BIXTeE TOUKa 4.2.

Yeproopobno yspedxcoane

ITpoyuBanus in Vitro ca nokasaiu, 4e He e 0YaKBa 3HAYMMO MMOBUIIIABAHE HA CKCIIO3UIIMATA HA
03eNTaMUBUP, HUTO ITBK 3HAYMMO HaMaJIeHUE Ha eKCIIO3UIIHMATA Ha aKTHBHUSI MeTabOIUT NpU
MAIMEeHTH C YepHOAPOOHO yBpexaane (Bxk. Touka 4.2).

bpemennu orcenu

O600611eH oMy aiuoHeH hapMaKOKHHETHYIEH aHAM3 [TOKa3Ba, 4e cXxeMaTa Ha npuiarane Ha Tamiflu,
ommcaHa B Touka 4.2 ,.J[03upoBKa ¥ HAUWH Ha MPIJTOKEHUE , BOAM A0 To-HHCcKa ekcrosuttus (30%
CpelHa BEJINYMHA 32 BCUYKHA TPUMECTPH) HA aKTHBHUS METaOOIUT Npy OpeMEHHH KeHH, B CPaBHEHUE
C JKeHH, KOuTO He ca OpemeHHH. [lo-HUCKaTa oyakBaHa eKMO3UIUS 0bade ocTaBa HaJl MHXUOUTOPHUTE
koHneHTparuu (IC95 croitHoCTH) 1 B TpaHUIIUTE HA TEPAIIEBTUIHOTO HUBO 32 PeuIia MaMOBe Ha
rpunHus BUpyc. OcBeH ToBa, UMa JaHHU OT 00CepBAMOHHN TPOYYBaHUsI, IOKa3BallH M0J3aTa OT
HacTosIIaTa CXeMa Ha NMpuiaraie npy Tasu nomyiamus nanueHTd. Cie1oBaTenHo, He ce IpenopbyuBa
KOpHUTHpaHe Ha J103aTa 32 OpeMEHHH KEeHH MIPH JICUSHUE WU MPO(PIITAKTHKA Ha TPHIT (BXK. Touka 4.6
OeprunureT, OpeMEHHOCT U KbpMEHE).

Hmynoxomnpomemupanu nayuenmu

[MomynanuoneH papMaKOKHHETHUYCH aHAITN3 TOKa3Ba, Ye JICYCHUETO Ha Bh3PACTHU
UMYHOKOMITIPOMETHPAHU MAIMEHTH ¢ 03eaTaMUBUp (KakTo ¢ omucaHo B Touka 4.2. J[o3upoBka u
HAYWH Ha MPHIOKEHKE) BOJIHU JI0 MOBHIIICHA eKco3utius (10 50%) Ha akTHBHUS METaOOJHT B
CpaBHEHHE C Bb3PACTHH UMYHHO HEKOMIIPOMETHPAHH TMAIUEHTH ChC CPABHUM KPEATHHUHOB KIIHPBHHC.
ITopaau ITHPOKUTE TPAHKUIM Ha OE30MTACHOCT Ha aKTHBHIS MeTabOIHUT 00ade He € HEOOX0IUMO
KOpHUTUpPaHe Ha J103aTa P Bh3PaCTHU 3apajii UMyHOKOMITPOMETHUPAHUS UM cTaTyc. [Ipu Bb3pacTHU
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MMYHOKOMITPOMETHPAHHM MMAIMEHTH ¢ ObOPEUHO YBpeXkKAaHe 00ade MO3UTE TPsOBa Ja ce KOPUTHPAT,
KaKTO € OIUCaHo B Touka 4.2. Jl03upoBKa ¥ HAYMH Ha MPHIIOKCHHUE.

5.3 TIpeakJMHUYHM JAHHH 32 6€30MACHOCT

HexsmHnYHUTE TaHHU HE MTOKa3BaT 0COOCH PUCK 32 XOpa Ha 0a3aTa Ha KOHBCHIMOHAIHUTE
(hapMakoIOrHYHH MPOYUYBAHUS 32 0€30MACHOCT, TOKCHYHOCT MPH MHOT'OKPATHO MpUJIaraHe u
TeHOTOKCHYHOCT. Pe3ynTature OT KOHBEHIMOHAIHHU MPOYYBAHHS 32 KAPIMHOT€HHOCT IIPH TPHU3adn
MOKa3BaT TEHACHINS KbM J[03a-3aBUCHMO OBHUIIICHNE HA YeCTOTAaTa Ha HAKOU TyMOPH, KOUTO ca
TUIWYHH 32 U3M0JI3BaHUTE BUAOBE rpuzadn. KaTo ce MMaT npenBua rpaHULUTE Ha EKCIIO3HULUS 110
OTHOIIICHNE Ha OYaKBaHATa EKCIIO3MLMS MPH yroTpeda MpH Xopa, Te31 JaHHHU HEe IPOMEHST
CHhOTHOIIIEHHETO Toi3a/puck Ha Tamiflu mpu ogo00peHnTe TepaneBTHYHHA OKa3aHUsI.

TepaTomornyHUTE MPOYYBAHHS Ca TIPOBEJACHU BbPXY IUTHX0BE U 3aHIM B 03U CHOTBETHO JI0

1 500 mg/kg/nuesno u 500 mg/kg/nueBHo. He e HabmoaaBan eekt BbpXy (eTarHOTO pa3BHTHE.
[MpoyuBane Ha GpepTUIMTETa MPH TUTHXOBE B 03U 10 1 500 mg/kg/nHeBHO He € MmoKa3aio HeXXeTaH!
peaxiuu BppXy nBata noja. [Ipu mpe- v mocTHaTaTHUTE MPOYYBAHUS ITPH TUTHXOBE € 0TOEISI3aH0
yabbkaBaHe Ha paxaaHeto npu 1 500 mg/kg/nHeBHO: rpaHuiiaTa Ha 0€30IaCHOCT MEXKIY
EKCITO3UIUATA [IPH X0pa U Hail-BUcoKaTa J103a 0e3 edext (500 mg/kg/nHEBHO) MPH IIBXOBE €
croTBeTHO 480 TBTH 32 03enTaMuBUp U 44 THTH 32 aKTUBHUS MeTabouT. deTanHaTa eKCIO3HUIUS TPH
TUTBXOBE U 321 € mpubmm3utenHo 15 no 20% oT Ta3u Ha Maiikara.

ITpu IBXOBE C JIAKTALKS 03€TAMUBUD U AKTHBHHUST METa0OJIHT C€ eKCKPETHPAT B MIIIKOTO.
OrpaHuYeHU TaHHH TTOKA3BaT, Ye 03CITAMUBUD U AKTUBHUST META0OJIUT CE€ SKCKPETHPAT B KbpMaTa
npu xopa. [Ipu excTpamnonupane Ha JaHHUTE OT KMBOTHHU C€ MOJIy4aBaT CTOMHOCTH OT

0,01 mg/nuerHo u 0,3 MY/THEBHO 32 CHOTBETHUTE ChEIUHCHHMS.

HabmronaBaHn e moTeHInaN 3a KOXXHO CeHCHOMIIM3UpaHe KbM 03eJITAMUBHUD B ''maximisation" tect
BBPXY MOpCKH cBUHYETA. [Ipnbmusutenno 50% OT )KUBOTHUTE, TPETUPAHHU CaMO C aKTUBHOTO
BEIIIECTBO, MMOKa3BaT EPUTEMA CJIE] TPOBOKAIIWS HA HHIYIUpaHH )KUBOTHU. HabmoaaBano e oopatumo
Jpa3HEHE Ha OYM Ha 3ailu.

Bbnpeku ue MHOTO BUCOKH €THOKPATHH MEPOpaIHU 103U o3enTamuBup ¢ocdar noj popmara Ha cou,
110 Haii-BUcoKata u3cieasana a03a (1 310 mg/kg), HsmMaT HexxellaHU peakiuy PU Bh3PACTHU
IJIBXOBE, TC3U AO03U Ca MPEAN3BUKAIIN TOKCUYHOCT, BKIIFOYUTCIIHO CMBPT, IIPU MaJIKU 7'Z[HCBHI/I
rurbx4era. Te3u peakiuu ca Ha0Jro1aBanu 1pu 1034 ot 657 mg/kg u no-sucoku. [Ipu 500 mg/kg He
ca yCTAaHOBEHH HEXKEJaHU PEaKI|H, BKIFOUHUTEITHO U CiIel XpoHUYHO Tpetupane (500 mg/kg mHeBHoO,
mpusiarasu ot 7 1o 21 feH cien paxaaHeTo).

6. OAPMAIEBTUYHU JAHHUAU
6.1 CHnuchbK HAa MOMOIIHUTE BeLIECTBA

Tamiflu 30 mg TBEpAM Karcyau

Kancynno cvovporcumo

[IpexxenaTuHM3MpaHO HUIIIECTE (MTOTYYSHO OT APSBUYHO HUIIISCTE)
Tank

TloBunmon

Kpockapmenosa Hatpuit

Hatpues creapunpymapar
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Cvcmas Ha kancyrama
Kenatun

Kbt xeneszen okcup (E172)
Yepsen xene3en okcug (E172)
TurtanoB nuokcun (E171)

Ilewamno macmuno

Iennax

TutanoB auokcuz (E171)

FD u C Blue 2 (urgurokapmus, E132)

Tamiflu 45 mg TBBpau Kancynu

Kancynno cvovpoicumo

[IpexenaTnHu3upaHo HUIIECTE (MIOTYYESHO OT HAPEBUYHO HUIIECTE)
Tank

TToBugon

Kpockapmenosa Hatpuit

Hatpues creapundymapar

Cvcmas Ha kancyrama
Kematna

Uepen xene3en okcua (E172)
TurtanoB grokcun (E171)

Ilevamuo macmuno

ITemnax

TurtanoB nuokcun (E171)

FD u C Blue 2 (urnuroxapmus, E132)

Tamiflu 75 mg TBepau Kancyu

Kancynno cvowvpoicumo

[pexenaTnHu3upaHo HuIecTe (MOTYIESHO OT HAPEBUYHO HHIIECTE)
Tanx

IToBunon

Kpockapmenosa Harpuit

Hatpues creapundymapar

Cvcmas Ha kancyrama
Kenatuu

Kunt xenezen okenn (E172)
Uepsen xenesen okeun (E172)
Yepen xeneszen okeua (E172)
Turanos auokcua (E171)

Ileuamno macmuno

[enmax

Turtanos nuokcun (E171)

FD u C Blue 2 (uaaurokapmun, E132)

6.2 HecbBMECTHMOCTH

Henpunoxxumo
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6.3 Cpox Ha roaIHOCT

Tamiflu 30 mg TBBpaM Kancyau
7 roquHU

Tamiflu 45 mg TBEpaM Kancyn
7 roguHU

Tamiflu 75 mg TBEpau Kancyin
10 roguau

ChXpaHeHHUE HA CYCIIEH3HATA, IPUTOTBEHA B AlITEKaTa
Cpoxk Ha rogroct 10 nau npu cexpadenue mox 25° C.

6.4 CrnenuaJHu ycJIOBHSI HA CbXpaHeHHe

[a ne ce cpxpansiBa Hax 25 °C.

3a ycioBuUsTa Ha ChXpaHEHHUE Ha CYCIICH3HATA, IPUTOTBEHA B allTeKaTa, BIDKTE TOUKa 6.3.
6.5 Bwuau chabp:kaHUe HA OMAKOBKATA

Tpucnoiina onuctepHa onakoBka (PVC/PE/PVDC, 3aneuarana ¢ aryMUHHEBO (OIIHO).
OnaxkoBka ot 10 xancymmu.

6.6 ChoenuaJiHu NpeANa3Hu MEPKH NMPH U3XBBPJIsSTHE U padoTa

Hewnsnon3panusr MPOAYKT WJIM OTHAABYHUTC MAaTCPUATIA OT HETO TpH6Ba Ja C€ U3XBBHPJIAT B
ChOTBETCTBHEC C MCCTHUTC N3UCKBAHUA.

EKCTCMHODHJ’IHH (bODMa

Kozamo nama Tamiflu npax 3a nepopanna cycnensus

[Mpomunieno npoussenen Tamiflu mpax 3a mepopanna cycrnensus (6 mg/ml) e npeanmoynTaHusT
HPOIYKT 32 eUAaTPUIHH ¥ BH3PACTHH MAMEHTH, KOUTO UMAT 3aTPyIHEHUS IIPU MPETTIBIIAHETO Ha
KaICyJIH, WM KOTaTo ca He0OXO0ANMHM MO-HUCKHU 103H. B ciryyaii, 4ye HsIMa MPOMMIIIIICHO PON3BE/ICH
Tamiflu mpax 3a nepopayina cycrneHsus, papManeBThT MOXKe Jja NpUroTBy cycrnensus (6 mg/ml) ot
Tamiflu xkancynu, uiu NaMEHTHTE MOXKE J1a CH TIPUTOTBAT CYCIICH3UATA OT KAICyJIM B KBIIH.

Tps6Ba ga ce nmpeanounTa Mpenapar, IPUroTBEH B alTeKaTa, Ipea NPUTOTBEHHUS B IOMAILIHU YCIOBHSI.
[Honpo6na nHpopManys 3a IPUTOTBSHE B JOMAIIHH yCIOBHUS MOXE J1a C€ HAMEPH B JIMCTOBKATa 32
nanueHTa Ha Tamiflu xarncynu B ,,IIpuroresse Ha Teuen Tamiflu B kpmm”.

3a mpusarase Ha CyCIIeH3HsITa, IPUTOTBEHA B alTeKaTa, KaKTo U 3a MPOIEIyPUTE 3a JOMAIITHO
MIPUTOTBSIHE, TPSAOBA J1a CE OCUTYPSAT CIPUHIIOBKH ¢ MOIXOAI 00eM U rpaayupane. B aBara ciy4as

MIPABWJIHUTE 00eMHU TPsIOBa J1a ca 0TOCISI3aHU BbPXY CIIPHUHIIOBKUTE.

HDI/IFOTBHHC B afiITCKaTa

6 mg/ml cycnen3usi, pUroTBEHA B aNTEKATa OT KANCYJIH

Bwv3pacmnu, onowu u kepmavema, u deua HAa ev3pacm 1 200una unu no-zojiemu, Kounio He ca 6
cbemosiHue 0a nozivuiam yeau Kancyau

Tazu mnpoucaypa onvucBa NpUroTBAHCTO Ha 6 mg/ mi CYCIICH3H, KOATO IIC OCUTYPH HA SAWH MAITUCHT
AOCTAaTBhYHO JICKAPCTBO 34 S-Z[HCBCH KypC Ha JICHCHUC UIIN IO-I[HCBCH KypcC 3a HpO(l)I/IJ'IaKTI/IKa.
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dapmarieBTHT MOXe Aa purorsu 6 mg/ml cycmensust ot Tamiflu 30 mg, 45 mg wnm 75 mg xarcyim,
KaTo U3M0J3Ba Boja, chabspxkaia 0,05% 1./00. HaTpueB GeH30aT, T0OABEH KaTO KOHCEPBAHT.

IIspBoO, M3uncnere 0O 00eM, HEOOXOUM 3a IPUTOTBSHE U OTITYCKaHE, KOWTO IIe OCUTYPH S-
JHEBEH Kypc Ha jieucHue win 10-1HeBeH Kypc 3a npoduIakTika Ha nanuenta. HeoOxoaumust o0y
00eM ce ompesiessl Crope]] TErJI0TO Ha MAIMeHTa, ChIIIACHO MPETMOPhKUTE B TAOIUIIATA MTO-A0y. 32 Ja
MOXe Jla ce Mu3Teryi TouHust 00eM 1o 10 mo3u (2 u3TernsaHus 3a JHEBHA /1034 32 JICUCHHUE B
POIBIDKEHNE Ha 5 IHU), TIPH IPUTOTBSAHE HA 103aTa TPAOBA J1a Ce B3eMe MPeIBHU I KOJIOHKATA,
MoKa3Baila 3arybara pu H3MEpBaHETO.

O06em Ha 6 mg/ml cycnieH3usi, NPUIOTBEHA B aNITEKATA Bb3 OCHOBA HA TEIJI0TO HA MAI[HEHTA

TejecHo Terjo

(kg)

OO0111 00eM 32 MPUTOTBsIHE
CIOpe/ TerJIOTO HA MAIIMEeHTa
(ml)
3ary6a npu u3mMepBaHeTO, KOSITO
He € B3eTa MpeaBU/I

OO011 00eM 32 MPUTOTBsIHE
CIOpe/ TerJIOTO HA MAIIMEeHTa
(ml)
3ary6a npu u3mMepBaHeTO, KOSITO
€ B3eTa NMpeIBu

10 kg mo 15 kg 50 ml 60 ml wu 75 ml*
> 15 kg o 23 kg 75 ml 90 ml waum 100 ml*
> 23 kg o 40 kg 100 ml 125 ml
> 40 kg 125 ml 137,5 ml (umm 150 ml)*

*B 3aBHCUMOCT OT KOJINYECTBOTO Ha aKTHBHOTO BCOICCTBO B M3II0JI3BaHATA KarcyJia.
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Bropo, onpenenere Opost Ha KalCyJIUTe W KOIUYECTBOTO HAa HocuTens (Boja, chabpikaria 0,05% T./00.
HaTpUeB OCH30aT, 100aBEH KaTO KOHCEPBAHT), HCOOXOIUMHU 3a IPUTOTBAHE Ha OOIIHsI 00eM (M34YHCIICH
oT ropHaTa Tabnuia) Ha 6 mg/ml cycrieHsus, MPUroTBEHA B aNTeKaTa, KakTo € TOKa3aHo B TabIuIaTa

O-J10TY:

Bpoii Ha kancy/juTe U KOJINYECTBO HA HOCUTEIs1, HeOOX0JUMH 32 IPUIOTBsIHE HAa 001N 00eM
Ha 6 Mg/ml cycneH3usi, HPUrOTBEHA B aniTeKaTa

OO0 06eM Ha Heo0xonum 6poii kancyan Tamiflu
CycleH3HusATa 3a (mg o3eJITAMUBHP) HeobGxonqum 00emM
MPUTOTBsIHE 75 mg 45 mg 30 mg HA HOCHTEJISI
60 ml Mons, 8 karcynu 12 kancynu 59,5 ml
U3I0JI3BaiiTe (360 mg) (360 mg)
KarcyJu ¢ Ipyro
KOJIMYECTBO Ha
AKTHBHOTO
BEIIeCTBO™
75 ml 6 xancynu 10 kancynu 15 kamncynu 74 ml
(450 mg) (450 mg) (450 mg)
90 ml Mo, 12 karncymm 18 karcysm 89 mi
U3I0JI3BaiiTe (540 mg) (540 mg)
KarcyJu ¢ Ipyro
KOJIMYECTBO Ha
AKTHBHOTO
BEIIECTBO™
100 ml 8 karcynu Mo, 20 xamcynu 98,5 ml
(600 mg) U3I0JI3BaiiTe (600 mg)
KarcyJii ¢
Apyro
KOJIMYECTBO Ha
AKTUBHOTO
BEIIECTBO™
125 ml 10 kancynu Mo, 25 Karcynu 123,5 ml
(750 mg) U3I0JI3BaiiTe (750 mg)
KarcyJii ¢
Apyro
KOJIMYECTBO Ha
AKTUBHOTO
BeIIeCTBO™®
137,5 ml 11 xancymnu Mo, Mouns 136 mi
(825 mg) U3I0JI3BaiiTe U3I0JI3BaiiTe
KarcyJiu ¢ KarcyJii ¢
Apyro ApYro
KOJIMYECTBO HA | KOJHMYECTBO HA
AKTUBHOTO AKTUBHOTO
BeIIeCTBO™® BeIIeCTBO™®

*Hama KOMGI/IHaHI/Iﬂ C TaKOBa KOJIMYECTBO Ha aKTUBHOTO BCIICCTBO B KaIlCyJia, KOATO MOXKE Jla CC U3I10JI3Ba 3a
TIOCTUTAHE HA XEJIaHAaTa KOHOCHTPpAHWA, 3aTOBAa MOJIA H3II0JI3BalTe Karcya ¢ pyro KOJIM4IECTBO Ha

AaKTHBHOTO BEIICCTBO.

Tperto, cienBaiite mpoueaypaTa Mo-10y 3a IpUroTBsane Ha 6 Mg/ml cycnensust ot Tamiflu kancynu:

1. B crhkieHa yalma ¢ moAaXoIsI] pa3Mep CI0KETE MOCOYCHOTO KOJIMIECTBO BOJIa, ChAbPIKaIla
0,05% T1./00. HaTpueB OeH30aT, TOOABEH KATO KOHCEPBAHT.
2. OtBopere noco4eHOTO KonmdecTBo Tamiflu karcynu u mpexBbpieTe ChAbPKAHUETO HA BCAKA

KarcyJjia IMPEKTHO BbB BOJAAaTa C KOHCCPBAHT B CTHKJICHATA Yallla.
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3. Pa30bpkBaiiTe B IpoabDKEHUE HA 2 MUHYTH € TTOAXO/AIIA ObpKaJKa.
(3abenexka: JIekapcTBEHOTO BEMIECTBO O3eaTaMUBUP (ocdart ce pa3rBaps JIeCHO BBB BOjA.
CycneH3usTa ce IbKY Ha HAKOW OT IOMOIIHUTE BetmlecTBa Ha Tamiflu karcynu, kourto ca
HEPa3TBOPUMHU. )

4.  TlpexBbpiere CyclieH3UsATa B OyTHIIKA OT THMHO CTHKIIO MM ThMEH NOJNHETHIICHTEpedTanaT

(PET). Mose na msnon3Bare (GyHUS, 3a J1a H30EeTHETE pa3InBaHE.

3aTBopeTe OyTHIIKaTa KaTo U3IOJI3BATE 3alUTCHA OT Jella KaraJka.

[TocTraBeTe MOMOILIEH €TUKET BhPXY OyTHIIKaTa ¢ Haanuc “PaskiiaTeTe BHUMATEIIHO MIPEIn

ymotpeba”.

(3abenexxka: Ta3u mpUTOTBEHA CYCIICH3US TPOBA 11a Ce pa3KIaTH JIEKO IPeId IPUIIOKECHHE, 32

Jla ce CBeJIe 10 MUHMHYM TEH/ICHIIUATA 32 3aIbpyKaHe Ha Bb3IyX.)

7. JlaiiTe yka3aHHs Ha POJUTENS WIM HA OOIHOTIIEIa4ya, Y€ BCHUKH OCTAaHAIIM MaTepHalU CIIe
NPUKITIOYBaHE Ha JICYEHHETO TPsIOBa Na ce m3XBbpIAT. [IpernopbuBa ce Ta3u HHPOpMAaIHs Ja ce
JlaJie KaTo ce TIOCTaBU MIOMOIIICH €TUKET Ha OyTHIIKaTa WiIH ce I00aBH yKa3aHHE KbM €THKETaA C
WHCTPYKITUH OT anTeKara.

8.  TlocraBeTe eTHKET ChC CHOTBETHATA JIaTa HA U3TUYAHE HA CPOKA Ha TOJAHOCT CHITIACHO
yCJIOBHSATA HA ChXpaHeHHe (BXK. ToUKa 6.3).

oo

ITocTaBere anTeueH eTUKET BHPXY OyTHIIKAaTa, KOMTO BKIIOYBA IMETO HA MAIMEHTA, YKa3aHUs 3a
npuiIarane, faTa Jio KOsTo MOXKe J1a Ce M3I0JI3Ba, UME Ha JISKApCTBEHUS IPOJYKT U Jpyra HeoOXoauma
nHpOpMAaI B ChOTBETCTBUE C MECTHHUTE PETYJIATOPHH M3MCKBAaHMA 3a anTekuTe. Hampasere ciipaBka
¢ TabnuIaTa mo-10Iry 3a MOAXOIAIINTE YKa3aH!sI 3a IIpHiIaraHe.

Tadauua 3a npuiaarane Ha 6 mg/ml cycnensusi, npurorsena B anrekata ot Tamiflu kancysn, 3a
KbpPMaueTa u Jela Ha Bb3pacT 1 roagnHa WM no-rojieMu

TesiecHo Terso HJo3a | O0em 3a no3a Jo3a 3a seyenne IpodnaakTnyna 103a
(kg) (mg) 6 mg/ml (3a 5 qumM) (3a 10 aun)
10 kg mo 15 kg 30 mg 5ml 5 ml gBa bTH THEBHO 5 ml BegHBX) THEBHO
> 15 kg mo 23 kg 45 mg 7.5 ml 7,5 ml gBa mbTH THEBHO 7,5 ml BenHBX THEBHO
> 23 kg mo 40 kg 60 mg 10 ml 10 ml gBa wHTH JHEBHO 10 ml BenHBX JHEBHO
> 40 kg 75 mg 12,5 ml 12,5 ml nBa meti gHeBHO | 12,5 Ml BemHBX MHEBHO

OrtmyckaiiTe cycrieH3usITa, IPUrOTBEHA B aNITeKaTa, C rpaJyupaHa CIPUHIOBKA 3a MEpOpaIHu GopMHU
3a U3MEpBaHe HA MAJKH KOJIMYECTBA OT CYCIEH3MATA. AKO € Bb3MOXKHO, OTOCTIEIKETE WIN
noJuepTaiTe AEJICHUETO Ha CIIPUHIIOBKATA 3a IEPOpaIHU (POpMHU, CHOTBETCTBAILO Ha ITOXOAAIIATa
no3a (chrilacHO TabNuIATa 3a 103UPaHe MMO-TOPE) 32 BCEKU MAIUCHT.

BonnornemausT TpsiOBa Ja cMeCH MOIXOIIATA /103a C PABHO KOJIMYECTBO ClIaJIKa TeUHA XpaHa, HATIp.
MOJICTIaZicHa BOJIA, IIIOKOJIAI0B CHPOTI, CHPOIT OT YEPEIlH, AECEPTHU 3aJTUBKHU (HAIIP. CHPOT OT KapaMen
WM HYTA), 33 J]a C€ MAaCKHUpPa TOPYUBHUS BKYC.

Kvpmauema na évzpacm noo 1 2oouna
Tasu nporieaypa omucBa NpurotesiHeTo Ha 6 mg/ml cycrnieHsus, KoSTo 111e OCUTYpH Ha €IUH MAI[UCHT
JIOCTaThYHO JISKAPCTBO 3a S-THEBEH Kypc Ha JiedeHue win 10-THeBeH Kype 3a MpoduIaKTHKA.

®dapmarieBTHT MOXe Aa npurorsu 6 mg/ml cycmensust or Tamiflu 30 mg, 45 mg unu 75 mg karcyiu,
KaTo M3M0Ja3Ba Boaa, chabpxama 0,05% 1./00. HaTpueB OeH30aT, 1OOABEH KaTO KOHCEPBAHT.

[IspBo, U3uKcaeTe 001U 00eM, HEOOXOAUM 3a MPUTOTBAHE M OTITYCKAHE 3a BCCKH MAIUEHT.
HeobxomumusT 06111 00eM ce orpenes crope] TErJIOTO Ha MAIUeHTa, ChIVIACHO MPETIOPHKUTE B
TaOJHMIIaTa MO-A0JTy. 3a 1a MOXe Jia ce U3Teru TouHus ooem ot 10 no3u (2 usTernsHus 3a JHEBHA
J103a 3a JIeYeHHe B IPOIbIDKEHNE HA 5 IHHU), P MPUTOTBSHE Ha J03aTa TPSOBA J1a Ce B3eMe MMPEIBHT
KOJIOHKaTa, MOKa3BaIla 3arydarta mpu u3MepBaHETo.
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O6em Ha 6 mg/ml CYCIICH3MS, IPUTOTBCHA B alITEKAaTa Bb3 OCHOBA HA TEIJIOTO HA NMAIIMCHTA

TesnecHo TerJio OO0u1 00eM 3a MPUTOTBSIHE CIIOPEN OO011 00eM 32 MPUTOTBsIHE
(kg) TErJoTo HAa MalHeHTAa CIIOpe/ TerJIOTO HA MALIMEeHTA
(ml) (ml)
3ary6a npu u3mMepBaHeTo, KOosiT0 | 3ary0a mpu u3MepBaHETO, KOSITO
He € B3eTa NmpeaBu € B3eTa NpeIBu
£7kg 10 40 ml 50 ml
> 7 kg o 10 kg 50 ml 60 ml wam 75 ml*

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

Bropo, onpenenere Opost Ha KalCyIuTe U KOIUYECTBOTO HAa HocuTens (Boja, chabpikaria 0,05% T./00.
HaTpueB OCH30aT, 100aBeH KaTO KOHCEPBAHT), HEOOXOIUMHU 3a IPUTOTBAHE HA OOIIHsI 00eM (M34UHCIICH
oT ropHaTa Tabnuiia) Ha 6 mg/ml cycneHsus, MPUroTBEHA B aNTeKaTa, KaKTO € TOKa3aHo B TaOIuUIaTa
10-J101Ty:

Bpoii Ha kancyanTe U KOJHYeCTBO HA HOCHTEJIsl, HeOOX0AMMH 32 NPUTOTBSAHE HA 001Hs 00eM
Ha 6 Mg/ml cycneH3usi, HPUroTBEHA B anTeKaTa

O61y 00eM Ha Heo0xonum 6poii kancyau Tamiflu
CycleH3HusATa 3a (mg o3es-TAMUBHP) Heo0xoauM 00eM Ha
NMPUTOTBSIHE 75 mg 45 mg 30 mg HOCHUTEJIS
50 ml 4 karcymu Mosst 10 xamcysm 49,5 ml
(300 mg) H3IT0JI3BaiiTe (300 mg)
KarcyJsu ¢
JIpYTo
KOJINYECTBO Ha
AKTHBHOTO
BelIeCTBO™®
60 ml Moist 8 xarcyim 12 karncymm 59,5 ml
U3I0JI3BaiiTe (360 mg) (360 mg)
KarcyJsu ¢
JIpyTo
KOJIMYECTBO Ha
AKTUBHOTO
BEIIECTBO*
75 ml 6 xamncymnu 10 karcymm 15 kancysm 74 ml
(450 mg) (450 mg) (450 mg)

*Hama KOM6I/IHaIII/I${ C TaKOBa KOJIMYECTBO Ha aKTUBHOTO BCIICCTBO B KaIlCyJid, KOATO MOXKE Jia CC U3I10JI3Ba 3a
MOCTUTAHC HA KEJIaHAaTa KOHUCHTpAalus; 3aTOBa MOJIL H3II0JI3BalTe Karicyjaa ¢ Apyro KOJnu4eCTBO Ha
AaKTHBHOTO BEIICCTBO.

Tpero, cnensaiiTe npoueaypara mo-ma0iy 3a Ipurotesine Ha 6 mg/ml cycnensus ot Tamiflu kancyinu:

1. B crhkieHa yalma ¢ moAXOoIsI] pa3Mep CI0KETE MOCOYCHOTO KOJIMYECTBO BOJIa, ChAbpKaIla
0,05% T1./00. HaTpueB OeH30aT, TOOABEH KATO KOHCEPBAHT.

2. OTtBoOpeTe mocoyeHoTo KonudecTBo Tamiflu karcyau u mpexBbpiIeTe ChAbPKAHUETO HA BCSIKA
Karicylia IMPEKTHO BbB BOJlaTa C KOHCEPBAHT B CTHKJICHATA Yallla.

3. Pas0ObpkBaiiTe B mpoabIKEHUE HA 2 MUHYTH C TIOAXOAAIIA ObpKAJTKa.

(3abenexka: JlekapcTBEHOTO BEIIECTBO 03eaTaMUBHP (PocdaT ce pa3TBaps JECHO BbB BOJA.
CycreH3usTa ce Ib/DKY Ha HAKOU OT IIOMOIIHUTE BenlecTBa Ha Tamiflu karcyu, Kouto ca
HEPa3TBOPUMH. )

4. [pexBbpiieTe cycnen3usara B OyTHIIKA OT ThMHO CTBHKIJIO MJIM THMEH MOJUEeTUIICHTepedTanar
(PET). Mose na u3nonsBare QyHus, 3a 1a M30erHeTe pa3iuBaHe.
5. 3arBopete OyTHIIKATA KATO U3MOI3BATE 3AIUTCHA OT JIela Kanayuka.
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6. TlocraBeTe MOMOIICH ETHKET BHPXY OyTHIKAaTa ¢ HaAmuc “Pa3kinarere BHUMATEITHO MPEIH

ymotpeba”.

(3abenexxka: Tazu MpUTOTBEHA CYCIICH3US TPIOBa [1a Ce pa3KJIaTH JIEKO IPeau MIPHIIOKCHHE, 32
Jla ce cBeJie IO MUHUHYM TEHJICHIHSTA 32 3a/Ibp)KaHe Ha Bb3IyX.)
7. JlaiiTe yka3aHus Ha POJUTENS WM HA OONHOTIIEIa4ya, Ye BCEKHM OCTaHaJl MaTepHai e/
NPUKITIOYBaHE Ha JICYEHHETOo TPsIOBa Ja ce m3XBbpIH. [IpernopbuBa ce Ta3zu nHpOpMAIHs 1a ce
JlaJie KaTo ce TIOCTaBU MIOMOIIIEH €TUKET Ha OyTHIIKaTa WK ce I00aBH yKa3aHHEe KbM €THKETa C
WHCTPYKITUH OT arTeKara.
8.  IlocraBeTe eTHKET ChC CHOTBETHATA JlaTa HA U3THYAHE HA CPOKA Ha TOAHOCT CHIIACHO
yCJIOBHSATA HA ChXpaHEeHHe (BXK. ToUkKa 6.3).

[locraBete anTedyeH eTUKET BHPXY OyTHIIKAaTa, KOWTO BKJIIOUBA HMETO HA MAIlMEHTa, YKa3aHHs 32
npuiIarafe, ata Jio KOsTO MOXKe Jia Ce M3IMO0JI3Ba, UME Ha JISKApCTBEHUS POJYKT U Jpyra HeoOXoauma
uHQOpPMAIHs B CbOTBETCTBHE C MECTHUTE PETYJIaTOPHHU M3MCKBAHMSA 3a anTekuTe. Hampasere cripaBka

C Ta6J'II/ILIaTa IMMO-A0JY 3a MOAXOAAIINTE YKa3daHUs 3a IIpruiiaraHe.

Ta6auna 3a npuaarane Ha 6 mg/ml cycnensus, npuroreeHa B antekara ot Tamiflu kancynu 3a

KbpMaveTa Ha Bb3pacT nojg 1 roquna

TeJsiecHo Pasmep Ha
TerJao 103aTOPA, KOWTO
(3akpbriaeno Oo6em 3a Jo3a 3a Ja ce U3M0JI3Ba
kM 0,5 KQ) Ho3a ao3a [o3a 3a jeueHue NpopuIaKTHKA (c menenusi ot
(mg) | (6 mg/ml) (3a 5 aun) (3a 10 guu) 0,1 ml)
3 kg 1,5 ml nBa meT!H 1,5 ml Bemabx
9 mg 1,5ml JTHEBHO JIHEBHO 2,0 ml v 3,0 ml
3,5 kg 1,8 ml gBa neTH 1,8 ml BemubxK
10,5 mg 1,8 ml JTHEBHO JTHEBHO 2,0 ml v 3,0 ml
4 kg 2,0 ml nBa mpTH 2,0 ml BemHBXK
12 mg 2,0 ml JHEBHO JIHEBHO 3,0ml
4,5 kg 2,3 ml gBa neTH 2,3 ml BenubxK
135mg | 2,3ml JTHEBHO JTHEBHO 3,0ml
5 kg 2,5 ml nBa mpTH 2,5 ml BemaBXK
15 mg 2,5ml JHEBHO JIHEBHO 3,0ml
5,5 kg 2,8 ml gBa neTH 2,8 ml Benubx
16,5mg | 2,8ml JTHEBHO JTHEBHO 3,0ml
6 kg 3,0 ml gBa mpTH 3,0 ml BemaBXK 3,0 ml (mmu
18 mg 3,0ml JTHEBHO IHEBHO 5,0 ml)
6,5 kg 3,3 ml nBa mpTH 3,3 ml Benubx
195mg | 3,3ml JTHEBHO JTHEBHO 5,0ml
7 kg 3,5ml nBa mpTH 3,5 ml BemHBXK
21 mg 3,5ml JHEBHO IIHEBHO 50ml
7,5 kg 3,8 ml 1Ba mbpTH 3,8 ml Benubx
225mg | 3,8ml JTHEBHO JTHEBHO 5,0ml
8 kg 4.0 ml nBa mreTH 4,0 ml BegaBXK
24 mg 4,0 ml JHEBHO JIHEBHO 50ml
8,5 kg 4,3 ml nBa npTH 4,3 ml Begupx
255mg | 4,3ml JTHEBHO JTHEBHO 5,0ml
9 kg 4.5 ml nBa mpTH 4.5 ml BemaBK
27 mg 4,5 ml JHEBHO JIHEBHO 50ml
9,5 kg 4,8 ml nBa npTH 4,8 ml Begunx
285mg | 4.8ml JTHEBHO JTHEBHO 5,0ml
10 kg 5,0 ml nBa mpTH 5,0 ml BemaBXK
30 mg 5,0ml JTHEBHO JIHEBHO 50ml

OrtmyckaiitTe cycrieH3usTa, IPUrOTBEHA B aNITeKaTa, C TpajyupaHa CIPUHIIOBKA 32 MepOpaIHd GopMu
3a U3MEpBaHE Ha MAJIKU KOJMYECTBA OT CYCHEeH3UATa. AKO € Bb3MOXKHO, OTOEIeKeTe HiTh
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MoTUepTaiTe ISJICHUETO Ha CIPHUHIIOBKATA 3a TIEpOpaTHU (POPMH, CHOTBETCTBAIIIO HA ITOIXOAIIATA
no3a (ChriacHo TabwIaTa 3a JO3UpPaHe IMO-TOPE) 3a BCEKH IMAIlHEHT.

BonHornenaupT TpsAOBA Aa CMECH MOAXOSIIATA 103 ¢ PABHO KOJMYECTBO CIIaJKa TeUHa XpaHa, Harp.
MOJICTIa/IeHa BOJIA, OKOJIAIOB CUPOII, CUPOII OT YEPEIIH, IECEPTHH 3AIUBKH (HAIP. CHPON OT KapaMen
WM HyTa), 33 JIa C€ MAaCKUpa rOPUYMBUS BKYC.

H[}I/IFOTBHHC B IOMallTHU YCJIOBUA

Koraro Hsama npomunuieno npousseaeH Tamiflu nepopanna cycnensus, TpsOBa a ce U3Moi3Ba
CyCIIeH3Hs1, IPUTOTBEeHa B antekara oT Tamiflu karncynum (Bxk. oApoOHH yKa3aHHs O-Tope). AKO
HsIMa NPOMHMIIIIEHO mpou3BeaeH Tamiflu mepopanHa cycneH3us 1 CyCIlieH3usl, IPUTOTBEHA B aNTeKaTa,
Tamiflu cycrien3ust Moxke J1a ce MPUrOTBU BKBIIIH.

Koraro nma xancymnu ¢ moJxozsiio KOJINYecTBO Ha aKTHBHOTO BEILIECTBO 3a HY)KHATa /1034, 103aTa Ce
HpuiIara ype3 oTBapsHe Ha KallCyJiaTa M CMECBaHE Ha ChABPKUMOTO i C HE TIOBEYE OT e/{Ha YaeHa
JTBKUYKA TOAXO/SIIA MOACIaZeHa XpaHa. ['opUuBHAT BKyC MOXKE Ja C€ MACKUpa ¢ IPOLYKTH KaTo
HOJICJIa[IeHa BOJIA, IIOKOJIAJOB CHUPOII, CUPOII OT YepEeLIn, AeCePTHH 3aJIMBKH (HAIp. CUPOII OT Kapamel
wim Hyra). CMecTa TpsiOBa Ja ce pa30bpKa U Jla ce 1ajie Ha MalieHTa [suIoTo KonndectBo. CMecrta
TpsiOBa J1a ce MOT'bJIHE BeJHAara cje]l IPUrOTBSIHETO M.

Koraro uma camo karcynu ot 75 mg, a ca Heo0xoaumu 1034 oT 30 mg win 45 mg, MPUTrOTBSIHETO Ha
Tamiflu cycniensust BKIIFOUBa AOMBJIHUTENHU CTHIKA. [loapoOHN yKa3zaHUS MOXKE Ja ce HaMepsT B
JTUCTOBKaTa 3a manuenTta Ha Tamiflu kancymnu B, Ilpurorssue va Teuen Tamiflu B kpimm’”.

7. NPUTEXATEJ HA PASPEHLIEHUETO 3A YIIOTPEBA
Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

I'epmanns

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Tamiflu 30 mg TBBpaM Kancynu
EU/1/02/222/003

Tamiflu 45 mg TBBpauM Kancyau
EU/1/02/222/004

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

9. JATA HA O'BbPBO PA3ZPEHIABAHE/ITIOJHOBSABAHE HA PASPELHIEHHUETO 3A
YIIOTPEBA

[ata Ha mepBoO pazpemanane: 20 roau 2002 .
JlaTa Ha mocaeaHO moaHOBsBaHe: 22 Mmait 2012 T.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

IToapoOHa uHOpMaIKs 3a TO3M JICKApPCTBEH MPOAYKT € MPeI0ocTaBeHa Ha yeOcalita Ha EBponeiickara
areHIus o Jiekapcreata http://www.ema.europa.eu
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1. HME HA JIEKAPCTBEHUA TPOAYKT

Tamiflu 6 mg/ml npax 3a nepopaiHa cycreH3us

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB

Beeku MUTMIIUTED OT IPUTOTBEHATA CYCIIEH3Us ChIbPrKa 03eITaMUBHpP Qocdat, eKBUBAJIEHTEH Ha
6 mg oserrramuBup (0seltamivir).
Enna Oytmiika c mpurotBeHara cycnensus (65 ml) cpappixa 390 mg o3enTamMuBup.

[TomorHY BemiecTBa ¢ U3BECTHO JICHCTBUE:

5 ml ozentamuBHp cycnensus noctass 0,9 g copouTou.
7,5 ml o3enTamuBuUp cycrneHsus noctass 1,3 g copouTo.
10 ml o3enTamuBHp cycnensusi 1octass 1,7 g copOuToOI.
12,5 ml ozentamuBup cycnensus noctass 2,1 g copoUTOL.

3a IBJIHUSA CIIMCHK HA IIOMOIIHUTE BEIlECTBA BIDKTE TouKa 6.1.

3.  JIEKAPCTBEHA ®OPMA

[Ipax 3a nepopaiiHa CyCHeH3HS
[IpaxbT npencraBnsiBa rpaHyiIaT WM CIETHAJ c€ TPaHyJatr ¢ Os1 0 CBETIO-KBIT LBSAT.

4.  KIMHHWYHU JAHHU
4.1 TepaneBTHYHHN NOKA3AHUA

Jleuenue na epun

Tamiflu e mokasan npu BE3pacTHU | €1, BKIOUYUTEIHO JOHOCEHH HOBOPOJCHHU, ChC CHMITTOMH,
TUIIMYHM 32 TPHII, KOTaTO TPUITHUAT BUPYC HUPKYIHUpa B 0011ecTBOTO. J[oka3aHa € e(HUKacHOCT,
KOTaTo JEYEHHETO 3all0YHeE JO IBa JHHU OT HAaYaJI0TO Ha CUMIITOMHUTE.

Ipogpunaxmuxa na epun

- [Toctekcmo3nimonHa MpoQUIaKTAKA TIPH JIUIIA Ha BE3PACcT | TOAMHA WIIA TIO-TOJIEMH CIIe]]
KOHTaKT C KIIMHUYHO TUATHOCTHIIMPAH CIy4ai Ha TPHII, KOTaTo B OOIIECTBOTO IUPKYIHPa
TPHUIIEH BUPYC.

- YmMmecTHOCTTA Ha pritokeHrneTo Ha Tamiflu 3a mpodunakTrka Ha Tpum TpsiOBa fa ce onpenens
BbB BCEKH OT/ENIEH ClIy4ail criope]i 00CTOSATENCTBATa U MOy IalusITa, H3UCcKBamla 3ammura. [Ipu
W3BBHPEIHU CUTYyaAlMH (Hamp. B cIy4ail Ha HEChBIAlaHe MEXAY LHUPKYIHPALIUTE 1
BaKCHHAIHUTE BUPYCHH [IIAMOBE M TIPH MaHAEMHUYHA CUTYalus) OM MOTJIO J1a ce OOMUCIIN
CEe30HHA NPOQUIAKTUKA [IPYU JIHIA HA Bb3PACT €/1Ha FOANHA WU HO-TOJIEMH.

- Tamiflu e mokazan 3a mpoduIaKTHKA Ha TPUTIA CJIe] SKCTIO3UIHS MPH KbpMadeTa Ha Bb3pacT
rmox 1 romquHa npu n30yxBaHe Ha TPUITHA MaHAEMHUs (BXK. TOUKa 5.2).

Tamiflu me 3amecTBa OPOTUBOrpUIIHATA BAKCHUHAIIMA.

[IpunoxeHneTo Ha aHTUBUPYCHU CPEJICTBA 3a JICUeHUE U TPO(UITaKTHKA Ha TPHII TPSOBA 1a ce
pelaBa Bb3 0OCHOBa Ha oHIMaHuTe Ipenopbku. [Ipu B3eMaHe Ha penieHue 3a ynoTpeda Ha
03eNTaMUBUD 32 JIeUeHUE U MpoduiIakTuka TpsOBa 1a ce UMa MPEABH/ ChIISCTBYBAIaTa HHPOPMAaLUs
OTHOCHO XapaKTEPUCTUKUTE Ha UPKYJIUPAIINTE BUPYCH Ha TPUMa, HATMYHATa HHPOPMAIHI OTHOCHO
MoOJieJa Ha 9yBCTBUTEITHOCTTa KbM JIEKapCTBaTa MPOTUB TPHUII 32 BCEKH CE30H M 3HAYCHHUETO Ha
3a00JIsIBAHETO 32 pa3IMYHKUTE reorpadcku 00NacTy U MOMyIAUK OT MalMeHTH (BXK. Touka 5.1).
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4.2 Jlo3upoBKa M HAYMH HA NMPUJIOKEHHE

AOBI/I[ZOBKa

Tamiflu cycniensust u Tamiflu TBepau Karncynm ca GHOEKBUBAIEHTHH JIEKapCTBEHH GopMu. J[o3m oT
75 mg morar za ce npuiarar Wi

- KaTo e/iHa Karcyja oT 75 mg, uiu

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

- KaTo eHa 103a oT 30 mg riroc eaHa 103a oT 45 mg CyCleH3H .

Bw3pacthy, rononwm wim nena (> 40 kg), kouTo Morar jia moripliaT Kancyiy, MOXe J1a ToJTydaBat
noxo smm Ao3u ot Tamiflu karcynu.

Jleuenue

Jleuennero TpH6Ba Jla C€ 3alI0YHEC KOJIKOTO € Bb3MOXXHO IIO-paHO B PAaMKUTC HAa IPBUTE ABa JTHU OT
nogBaTa Ha CUMIITOMUTC Ha I'pUIia.

3a ronomw (ot 13 0 17-romumiHa Bh3pacT) U Bb3pacTHU: [IpenoppunTeTHaTa mepopaiHa 103a ¢

75 mg O3CJITaMUBHP [ABA IIbTU JTHCBHO B ITPOABIIZKCHUC HA 5 JHHA.

IlenuaTpuyHa momyJsamnus

3a kppMaveTa U Jielia Ha Bb3pacT | rojnHa win no-rojemu: [Ipenopsuntentara go3a Tamiflu
6 mg/ml nepopanHna cycrniensus e mocoueHa B tabnuiiara mo-aoiy. [pemtarar ce Tamiflu kancynu ot
30 mg u 45 Mg karo ajxTepHATHBA Ha IpernopbunTeanaTa qo3a Tamiflu 6 mg/ml cycrensus.

3a neyeHue Ha KbpMaueTa U JIella Ha Bb3pacT | TouHa WK MO-TOJIEMHU, C€ IPETOPbUBAT CICIHUTE
CXEMH Ha MpUJIaraHe, KOpUTHpaHH CIIOpe] TEroTo:

TesiecHo Teryo IpenopbunTesna no3a 3a S xau | KoJumdecTBo nepopajHa cycneH3us,
KO€eTO TPsi0Ba J1a ce U3TerJun

10 kg mo 15 kg 30 mg 1Ba IBTH THEBHO 5 ml gBa IBTH JHEBHO

> 15 kg mo 23 kg 45 mg nBa MTH JHEBHO 7,5 ml n1Ba MTH AHEBHO

> 23 kg o 40 kg 60 mg 1Ba IBTU AHEBHO 10 ml aBa IBTH AHEBHO

> 40 kg 75 mg 1Ba IbTU JHEBHO 12,5 ml gBa nbTH THEBHO

Jema, kouto Texar > 40 Kg 1 kouTo Morar Jia MorIbIIAT KarcyJsIu, MOTaT a ObIaT JEKYBaHH ¢ 103aTa
3a BB3pacTHH OT 75 mg Karcylu J[Ba IbTH JHEBHO B POJIbIDKEHUE HA 5 THU KaTo aJITepHATHBA Ha
npenopbrunTenHaTa n03a Tamiflu cycnensus.

3a kppMadeTa Ha Bb3pact noj 1 roauna: [Ipenopruntennara g03a 3a JIeueHHE Ha KbpMaveTa Ha
BB3pacT 0 — 12 mecena e 3 mg/kg nBa meTH nHEBHO. T ce OCHOBaBa Ha (PapMaKOKHHETHYHH JAHHU U
JIaHHU 32 0€30MacHOCT, TIOKa3Ballly, Ue Ta3! Jio3a pHu KbpMadeTa Ha Bb3pact 0 — 12 mecerna
OCHTYpsIBa TNIa3MEHU KOHIICHTPAIIUY Ha MPEAJICKAPCTBOTO M AKTHBHHUS METa0O0JIUT, KOUTO CE OYaKBa
Jla ca KIIMHUYHO eUKaCHH, ¢ Tpo(mI Ha 6€30MaCHOCT, CPABHUM C TO3H MPU TO-TOJIEMH Jiela 1
BB3pPACTHU (BK. TOUKA 5.2).

3a onpeiensiHe Ha J03arta Mpu Jera Ha Bb3pact 0 — 12 mMecena, kouto ce Hykaast ot 1 ml qo 3 ml
Tamiflu 6 mg/ml mepopanna cycrensus, TpsOBa 1a ce M3IOI3Ba IepopaieH 1o3atop ot 3 ml
(rpamyupan Ha crerienu ot 0,1 ml). 3a mo-BUCOKH 031 TpsIOBa 1a Ce U3IOJI3Ba CIIPUHIIOBKATA OT
10 ml. 3a kppMmayera Ha BB3pACT MO 1 TOIMHA ce IPEnopbyBa CeJHATa CXEMa Ha MpHJIaraHe:
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Tadnuua 3a 103upaHe HA 03eJITAMHBHP NPH Jela Ha Bb3pact nox 1 roquna: 3 mg/kg aBa mbTu
JTHEBHO

Tenecno terno* | [IpemopbunTenna xo3a 3a | KoauuecTBo nepopanna Pasmep Ha
5 aamn CyCIeH3Hs, KOeTOo 103aTOPA, KOWTO 12
TpsiOBa [a ce M3TerJau ce U3I0/13Ba

3 kg 9 mg fBa MTU THEBHO 1,5 ml gBa reTH JHEBHO 3ml
3,5 kg 10,5 mg 1Ba IBTH AHEBHO 1,8 ml gBa mBTH THEBHO 3ml

4 kg 12 mg n1Ba IbTH THEBHO 2,0 ml n1Ba mpTH THEBHO 3ml
4,5 kg 13,5 mg 1Ba IBTH JHEBHO 2,3 ml n1Ba mbTH THEBHO 3ml

5 kg 15 mg 1Ba IbTH THEBHO 2,5 ml n1Ba mbTH THEBHO 3ml
5,5 kg 16,5 mg nBa TBTH THEBHO 2,8 ml gBa mbTH THEBHO 3ml

6 kg 18 mg nBa IBbTH THEBHO 3,0 ml 1Ba mbpTH THEBHO 3ml
>6-7Kkg 21 mg 1Ba IBTH THEBHO 3,5 ml gBa pTH THEBHO 10 ml
>7-8Kkg 24 Mg 1Ba IGTH THEBHO 4.0 ml nBa rpTH THEBHO 10 ml
>8-9kg 27 Mg nBa IbTH JHEBHO 4,5 ml nBa npTH THEBHO 10 ml
>9-10Kkg 30 mg nBa IbTH JHEBHO 5,0 ml gBa mbTH THEBHO 10 ml

* Taszu Ta6nnua HE CbABbPIKA BCUYKH Bb3MOXKHU TCJICCHU TECIJIA 3a Ta3U MOIMYyJialus.

Te3u npenopbKu 3a 103UpaHe HE ce OTHACST 3a HEIOHOCEHU KbpMaueTa, T.€. Te3U C
MOCTKOHIENIIMOHHA Bb3pacT 1moja 36 ceamuiin. Hsima noctaTbuyHO JaHHU 3a TE3U MalUEHTH, TIPH
KOHMTO MOKE JIa ca HeOOXOAUMU JIPYTH JIO3H MOPaJN HE3PsIIOCTTa Ha (PU3HOIIOTHIHUTE (DYHKITUHL.

IHpogunaxmuxa

I[ocmexcnosuyuonna npoguraxmuxa

IIpu roromw (ot 13 1o 17-roawiHa BB3pacT) U Bb3pacTHH: [IpemoprunTeHaTa g03a 3a
npo(UIaKTHKA Ha TPUI Clie/l OJIN3BK KOHTAKT ChC 3aPa3eHO JIMIE € 75 mg 03eITaMUBHUD BEIHBK
JHEBHO B npoabipkeHue Ha 10 quu. Jledenunero TpsOBa qa 3amoyHe KOJIKOTO € Bb3MOXHO I0-PaHO B
paMKHTE Ha JIBa JIHA OT KOHTAKTa ChC 3apa3eHOTO JIUIIE.

IIpu xppMaveTa U Jiclia Ha Bb3pact | roauHa win no-rojemu: [Ipeamarat ce Tamiflu kancynu ot
30 mg u 45 Mg karo ajxTepHATHBA Ha IpernopbunTeanaTa qo3a Tamiflu 6 mg/ml cycrensus.

[IpenoppunTenHaTa MNOCTEKCIO3UIIMOHHA NTpodunakTHyHa go3a Ha Tamiflu e:

TesiecHo Teryo IIpenopbunTesna x03a 3a 10 | KonuvecTBo nepopajHa cycneH3us,
JHH KOETO0 TPsi0BA j1a ce H3TerJIn

10 kg mo 15 kg 30 mg BeIHBK JHEBHO 5 ml BegHbK THEBHO

> 15 kg mo 23 kg 45 mg BeTHBXK THEBHO 7,5 ml BenHBX JHEBHO

> 23 kg 1o 40 kg 60 mg BeHBXK THEBHO 10 ml BenHBX THEBHO

> 40 kg 75 mg BeIHBK AHEBHO 12,5 ml BeqHBK THEBHO

Hemna, kouto Texar > 40 Kg 1 KouTo MoraT Ja MorIbInaT Karcyyay, 3a Mpo(UIIakTHKA MOKE CBIIO Ja
MOJIy9aBaT 10 €Ha Karcysia oT 75 mg BEAHBK JHEBHO B MPOAbDKeHHE HAa 10 THU KaTo anTepHaTHBA
Ha TpenopbunTenHaTa fo3a Tamiflu cycnensust.

3a kppMadeTa Ha Bh3pact noj 1 roguna: [Ipenopruntennara npoduiakTudHa 103a 3a KbpMadeTa Ha
BB3pacT moj 12 mMecena npy n30yxBaHe Ha aHIEMUs OT TPUI € MTOJIOBHHATA OT JIHCBHATA /1032 3a
nedeHue. Ts ce OCHOBaBa HA KIIMHUYHH JJAHHHM TIPY JIella Ha Bh3pacT > | TOAMHA U PU BH3PACTHH,
KOHUTO TIOKa3BaT, 4e nMpo(uakTHIHa 1032, paBHA Ha MMOJIOBHHATA OT JHEBHATA /1032 32 JICUCHHE, €
KIMHAYHO e(huKacHa 3a Mpo(MITaKTHKa Ha TPHII (BXK. TOUKa 5.2 332 CUMYJalnus Ha eKCIO3UIHS).

IMpu mangemMus 3a ONpeeNsaHe Ha 103aTa MPH Jelia Ha Bb3pacT 1Mo/ | TOIMHA, KOUTO CE HYXKIAsT OT

1 ml mo 3 ml Tamiflu 6 mg/ml nepopainsa cycrensus, TpsOBa a ce U3MOI3Ba MIEPOPAIIEH 103aTOP OT
3 ml (rpaxyupan Ha creneru ot 0,1 ml). 3a Mo-BUCOKH 7034 TPIOBA /1a C€ M3IOJI3Ba CIIPUHIIOBKATA OT
10 ml.
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3a kppMayveTa Ha Bb3pacT 1o | rojrHa ce MpenopbhyBa CJICHATA CXeMa Ha TpUIlaraHe:

Tadnuua 3a 1o3upaHe HA 03eJITAMHBHP NPH Jela HA Bb3PACT MO/ eqHa roquna: 3 Mgy/Kg BerHbxK

JIHEBHO
Tesecno terio* | IlIpemopbunTenna xo3a 3a | KosudecTBo mepopaiHa Pa3mep Ha
10 quu CyCIeH3Hs, KoeTo TpsaoBa a03aTopa,
J1a ce M3Terjn KOHTO 12 ce
H3I10JI3BA
3 kg 9 My BeIHDBK THEBHO 1,5 ml BequbBX THEBHO 3ml
3,5 kg 10,5 mg Be1HBK JHEBHO 1,8 ml BegHBX THEBHO 3ml
4 kg 12 mg BeqHBK JHEBHO 2,0 ml BenHBX AHEBHO 3ml
4,5 kg 13,5 mg BeTHBK JTHEBHO 2,3 ml BenHBX THEBHO 3ml
5 kg 15 m(g BeTHBK THEBHO 2,5 ml BenHBX AHEBHO 3ml
5,5 kg 16,5 mg Be1HBK JHEBHO 2,8 ml BenHBX AHEBHO 3ml
6 kg 18 m(Q BeTHBK THEBHO 3,0 ml BegHBX THEBHO 3ml
>6-7Kkg 21 Mg BeIHBXK THEBHO 3,5 ml BenubX THEBHO 10 ml
>7-8Kkg 24 Mg BeTHBX THEBHO 4,0 ml Begubxk AHEBHO 10 ml
>8-9kg 27 My BEIHBK JHEBHO 4.5 ml BegHbX THEBHO 10 ml
>9-10Kkg 30 Mg BeIHBK JHEBHO 5,0 ml BenHBX THEBHO 10 ml

* Taszu Ta6nnua HE CbABbPIKA BCUYKH Bb3MOXKHU TCJICCHU TCIJIA 3a Ta3U MOIYyJialus.

Te3u npenopbKH 3a T03UpaHe HE C€ OTHACAT 3a HEIOHOCCHH KbpMadeTa, T.6. Te3U C
MOCTKOHIEIIIMOHHA Bb3pacT moja 36 ceamuiid. Hsima qoctaThuHO AaHHU 3a TE3U MALMEHTH, IIPH
KOUTO MOXeE JIa ca HeOOXOUMHU JIPYTH J03H MOPAJX HE3PSUIOCTTa Ha (PU3UOIOTHIHUTE (PYHKIIUY.

IIpodunaxmura no epeme na cpunna enudemust 8 0OUWECmeomo

[IpodunakTukara Mo BpeMe Ha TPUITHA SIUESMUS HE € POYyYBaHa MIPH Jella Ha Bb3pacT 1oy 12
roquHu. [IpenoprunTenHara 103a Ipy Bh3PacTHU U FOHOIIH 3a PO MIIAKTHKA HA TPUI 110 BpeMe Ha
SMUIEMHUS B OOIIIECTBOTO € 75 mg 03eITaMUBHP BEAHBK JHEBHO 110 6 CEAMUITH.

CHCLII/IEIJ'IHI/I nomnyJiannnuu

Yeprnodpobuo yepesicoane

He ce m3nckBa kopurupaHe Ha J103aTa 3a JICYCHUE I IPOPUIAKTAKA TTPH MAIUCHTH C HapyIlIeHa
yepHOApoOHa PyHKIHMs. He ca mpoBexgaHu MPOydYBaHUS TP MEIUATPUIHH MAIUSHTH C YePHOAPOOHO
HapylIeHuE.

bvbpeuno yspeoscoane
Jleuenue na epun: IlpenopbuBa ce KOpUTHpaHe HA 103aTa P BH3PACTHH U IOHOUIN (Ha BB3pacT oT 13
10 17 roguHm) ¢ yMEpEHo WU TEXKO Ob0peuHo yBpexaane. [IpemopbunteHuTe 1034 ca
NpeAcTaBeHH NoAPOOHO B TaOIUIIATA MO-HOIY.
KpeaTHHHHOB KJIMPBHC
> 60 (ml/min)
> 30 go 60 (ml/min)
> 10 mo 30 (ml/min)
£ 10 (ml/min)
[TanmenTH Ha XeMoAMANIN3a 30 mg ciex BcekH ceaHC Ha XeMOAHANN3a
[TanenTH Ha mepUTOHEaTHa quamn3a™ 30 mg (cycneH3ust uiK KaIcyJjn) eTHOKpaTHa J103a

* ITaHHM, OJIYYEHU OT NPOYUBAHUS TIPU NMALMEHTH HA NPOIB/DKUTENHA aMOYJIaTOpPHA TIEPUTOHEAIHA AUAIn3a
(CAPD); ouyakBa ce KIMPBHCHT Ha 03€ATaAMUBHP KapOOKCHIIAT Ja € [O-BHCOK, KOTaTo Ce U3I0JI3Ba
aBTOMaTH3UpaHa nepurtoHeanHa auanusa (APD). HaunabT Ha edeHne Moke Ja ce mpomenu ot APD Ha
CAPD, ako He}poIOTbT CUETE TOBA 32 HEOOXOIMMO.

IIpenopbunTeTHa 1032 32 JeUeHHE
75 mg nBa IHTH THEBHO
30 mg (cycnieH3us WK KarcyJin) 1Ba IbTH JHEBHO
30 mg (cycnieH3us WM KaIlCyJn) BEIHBXK THEBHO
He ce npenopruBa (HsAMa 1aHHN)

Ipopuraxmura na epun: IlpenopbuBa ce KOPUTUPAHE Ha J103aTa IIPH BE3PACTHH U IOHOIIY (Ha
BB3pacT oT 13 10 17 ToauHM) C YMEPEHO MIIH TEKKO OhOPEUHO YBpEKIaHEe, KAKTO IMIOAPOOHO €
NpEe/ICTaBEHO B TaOJIHIIATA MO-/I0ITY.
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KpeaTHHHHOB KJIHpPBHC IIpenopbunTe/iHA 1032 32 NPO(PUIAKTHKA
> 60 (ml/min) 75 mg BEIHBK JHEBHO
> 30 1o 60 (ml/min) 30 mg (cycnieH3us WM KaIlCyJn) BeIHBK THEBHO
> 10 1o 30 (ml/min) 30 mg (cycnieH3usi WM KaIcyJyn) npe3 1eH
£ 10 (ml/min) He ce npenopbuBa (HAMa gaHHN)
[TanmeHTH Ha XeMoAMAIN3a 30 mg cie BCeKH BTOPH CEaHC HA XEeMOIMAJIH3a
I[TanieHTH Ha epUTOHEeaHa quanu3a™ 30 mg (cycreH3usi Wi Karcyin) BeIHBXK CEIMUIHO

* JIaHHH, MOJIyYEHH OT NPOYUYBAHHS TIPH AIKEHTH HA IPOABDKUTEIIHA aMOyIaTOPHA IEPUTOHEAHA IHaIN3a
(CAPD); ouakBa ce KIUPBHHCHT Ha 03ENTAMUBHD KapOOKCHIIAT [1a € MO-BUCOK, KOTaToO Ce M3I0NI3Ba
aBTOMaTU3MpaHa rneputoHeanaHa auanusa (APD). HaunnbT Ha ieueHne Moxxe Ja ce npomenu ot APD na
CAPD, ako HedpoJOorsT cueTe TOBa 32 HEOOX0IUMO.

Hsima mocTaTbuHO KIMHUYHU JaHHU IPU KbpMadeTa u Jera (Ha Bb3pacT 12 TOIUHYU U TO-MaJIKH) C
0BOpeyYHO yBpeXkKAaHe, 3a 1a MOXKE Jla Ce HAIIPaBST MPENOPHKH 32 JO3UPOBKATA.

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

HmyHnokomnpomemupanu nayueHmu

Jleuenue: IlpenoppunTennaTa nepopaiHa J03a 3a Bb3PacTHH € 75 MJ 03eITaMUBHP [1Ba ITbTH JTHEBHO
B nnpoawpkeHue Ha 10 nuu (Bk. Touku 4.4, 4.8 u 5.1). Jleuenuero TpsOBa 1a ce 3a10YHE BH3MOKHO
Hali-Obp30 B paMKHTE Ha IbPBUTE ABA THH OT IOSIBATa HA CHMITOMUTE Ha TPHIL.

Cesonna npogunaxmuxa: TIpu HMyHOKOMIIPOMETHPAHH TTAIHEHTH € OLEHsIBaHAa MO-IIPOIb/KATETHA
ce3oHHa npogumakTuka 10 12 ceamuiu (Bx. Touku 4.4, 4.8 u 5.1).

HauuH Ha npurIoKeHUE

3a npusIoKeHHE B OTIAKOBKATA € MOCTaBeH nepopaiieH po3arop ot 3 ml u 10 ml.

Ipemoprusa ce Tamiflu mpax 3a mepopaiHa cycneHsus aa ce MPUroTBH OT (hapMaIieBT IPEIN 1a Ce
OTITyCHE Ha MaluenTa (BX. Touka 6.6).

4.3 TlpoTuBomoOKa3aHusA

CBpPBXUYYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO WM KBbM HSAKOE OT IIOMOIITHUTE BEIICCTBA,
n30poeHH B TOUKa 6.1.

4.4 CneuuajHu npeIynpe:kaeHus U NpeanasHu MEPKH Npu ynorpeda

OszenramuBHp € eQUKaceH caMo cpelry 3a0oJsBaHe, IPHYMHEHO OT TPUITHU BUpYCH. Hsima qaHHu 3a
e(UKacCHOCT Ha 03eJITAMHUBUD NpH 3a00JI1BaHe, IPEAU3BUKAHO OT APYT'H NPUYMHUTEIH OCBEH
BUpYyCHUTE Ha rpuma (Bx. Touka 5.1).

Tamiflu e 3amecTBa poTHBOrpHIHATA BakcHHaIwms. Ymorpebara Ha Tamiflu e Tps6Ba ma nosussa
Ha OIICHKATa Ha XOpaTa 3a €KEroJHO BAKCHHUPAHE IPOTHB IPHII. 3allMTaTa CPEIly IPHIT POAbIKaBa
camo pokaro ce nprmaara Tamiflu. Tamiflu tps6Ba ma ce u3mon3sa 3a meuenue u MPoPUITAKTHKA HA
IPHIT CAaMO, KOTATO HAJEKIHHU EIUIEMHUOJIOTHYHH JTAHHHU [TOKA3BaT, 9€ B 00MIECTBOTO IIUPKYIIHPA
IPHUIIECH BUPYC.

VY CTaHOBEHO €, Ye YyBCTBUTEIHOCTTA Ha [UPKYJIUPAIINTE IIAMOBE TPHITHH BUPYCH KBM 03€TAMHUBUD
Bapupa 3HaunTenHo (BK. Touka 5.1). [Topamu ToBa, KoraTo pemasar fgaiau aa uimoiassar Tamiflu,
IpEAMMCBAIIUTE JICKApH TPAOBa Jla B3eMat IPeIBH/I Hali-CKOPOIHATa HATHYHA HH)OPMAITHS 32
XapaKTEPUCTUKUTE HA YYBCTBUTEIHOCT KbM 03CJITAMUBHP Ha [UPKYIUPAIIATE B MOMEHTA BUPYCH.
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TeXKO ChITBTCTBAINO ChCTOSHUE

Hsima nadopManuis OTHOCHO 6€30MacHOCTTa ¥ e(hpUKACHOCTTA HA O3EITAMHUBHD ITPH MAIMEHTH C
TOJIKOBA TEKKO MIIM HECTAOMITHO OOJIECTHO ChCTOSIHHE, Ue JIa CE CUUTAT U3JI0KEHHU Ha HETIOCPEICTBEH
PHUCK, KOMTO Hajara XOCIuTaIn3aIusl.

HUMyHOKOMIIpOMETHPAHH NAIUEHTH

EdukacHocTTa Ha 03e1TaAMUBUP MPH JICUCHUE WM POPUIAKTAKA HA TPUIT IPH UIMYHOKOMITPOME-
TUPaHU MAIMEHTH HE ca KaTerOPHYHO YCTaHOBEHH. [IpOIBIKUTEIHOCTTA HA ICYUSHUETO Ha TPUII ITPH
HMYHOKOMIIPOMETHPAHH Bb3PaCTHU NallMeHTH obaue TpsoBa na Obae 10 qHu, Thit KaTO HIMA

IMpoy4BaHHu 3a MO-KPATHK KYPC HaA JICHCHUC C O3CJIITAMHUBUP MIPU Ta3U I'pyIia HAITUCHTH (B)K. TOYKa
5.1).

ChprieuHO/peciupaTopHo 3a00IIBaHe

EdwukacHocTTa Ha 03eNTaMUBUP MPH JICYCHUE HA JIUIIA C XPOHUYHO CHPACYHO 3a00sBaHE W/HITU
pecrimpaTopHo 3abolsiBaHe He € ycTaHoBeHa. He e HaOmro1aBana pasnuka B 4ecToTara Ha
YCIIOXKHEHUSATA MEX Ty TPYIHUTE Ha JICUCHHE U Ha TuTarie00 Ipu Tas3w momyanys (Bx. Touka 5.1).

IleaguaTpuyna nomysamus
[ToHacTrosIeM HAMa TaHHHU, KOUTO Ja IMO3BOJIAT JIa CE HAIlPaBH MPEHopbhKa 3a J03UPOBKATa MPU
HEJIOHOCEHHU Jiena (MIOCTKOHIENIIMOHHA BB3pacT < 36 ceaMHuIIn).

Texxkxo 6b0peyHO YBpek1aHe

[IpenopbuBa ce kopurupaHe Ha J03aTa 3a JeUueHUe U PO MITAKTHKA ITPY FOHOIIH (Ha Bh3pacT oT 13
no0 17 roguHM) ¥ BE3paCTHH C TEKKO OLOpEUHO yBpexkaaHe. HaMa 10CTaThYHO KIMHUYHH JaHHH MTPH
KbpMadeTa | Jielia (Ha Bb3pacT | ToauHa Wity TI0-ToJIeMH) ¢ O0BOpeuHO yBpeKIaHe, 3a Ja MOTaT J1a ce
HaIpaBsAT MPETIOPHKHU 3a Jo3UpoBKaTa (BX. Touku 4.2 11 5.2).

HeBpo-ncuxuynu chOuTUs

Mma choO1eHns 3a HeBpO-TICHXUYHU CHOUTHS IO BpeMe Ha mpriokeHne Ha Tamiflu mpu narmuenTu ¢
rpurl, 0cOOEHO TP JeTa U IoHOMIU. Te3u ChOUTHS ca HaOMI0JaBaHu ChINO U MTPH MAI[USHTH C TPUIT 0€3
MPHUJIOKEHUE Ha o3enTaMuBHp. [lanmeHTuTe TpsOBa BHUMATEITHO JIa C€ HAOII0JaBaT 3a MPOMEHU B
TIOBEJICHUETO, KaTo MOJI3UTE U PUCKOBETE OT MPOJIbIDKaBaHE HA JICUCHHETO TPSIOBA BHUMATEIHO Jia e
TIPETICHABAT IIPH BCEKU TMAITUEHT (BXK. ToukKa 4.8).

To3u ieKkapcTBEH NPOAYKT Chabprka copOuTOI1. ITarMenTn ¢ peaKu HAacAeICTBEHH HApYIIICHHUS Ha
HEIIOHOCHMOCT KbM (DpYyKTO3aTa HE TPsIiOBa Ja IMpHEeMaT TOBa JICKapCTRO.
CopOuTonbT MOXKeE J1a UMa cad JTakcaTUBEH eeKT.

4.5 BszamMmopneiicTBHe ¢ IPYTH JeKapcTBeHH MPOAYKTH U APYTrH (OPMHU HA B3auMOo/ieiicTBHE

B®3 ocHOBa Ha (hapMaKOKMHETUUHHUTE CBOMCTBA Ha 03€JITAMUBUP, KATO HUCKATa CTEIIEH Ha CBBbP3BaHE
¢ IpoTenHuTe 1 MeTabonn3bM, He3aBucHM 0T CYP450 u rimrokypoHHJa3HUTE CUCTEMH (BXK. TOUKA
5.2), MOXe J1a ce MPEeaAIoIokKH, Y€ KIMHUYHO 3HAYNMUTE JIEKAPCTBEHH B3aMMOJCHCTBHUS Ype3 Te3U
MEXaHHU3MH HE Ca BEPOSATHH.

IIpobenenmn
He ce m3uckBa kopurupaHe Ha J103aTa, KOraTo ce Ipuiiara ¢IHOBPEeMEHHO ¢ IPOOSHEIN T TTPH

MAIMeHTH ¢ HOpMaiHa ObOpedHa ¢pyHKms. EMTHOBpEeMEHHOTO MPUIIOKEHUE Ha MTPOOCHEIN]T, MOIIICH
HHXUOUTOP Ha aHUOHHUTE IIbTHILA Ha ObOpeuHaTa TyOyIHA CEKpEIUs, BOIAM 0 OJIM30 ABYKPATHO
YBEJIIMYCHHUE HA CKCIIO3UIIMATA HA aKTHUBHUS METa0OIIUT HA 03EITAMUBUD.

AMOKCHUITMINH
O3zenraMuBHp HAMA KHHETHYHO B3aUMOJCHCTBUE C aMOKCHIIFIIMH, KOHTO C€ SITMMHHHPA IO CHITUS

IOpT, KOCTO IIOKa3Ba, 4c B3aMMOJCHUCTBHETO Ha 03CJITaAMHUBHUP C TO3U IIBT € cn1abo H3pa3CHO.
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br0pedno ennMuHupane
KimHu4HO 3HaYMMU JIEKAPCTBCHH B3aMMOCHCTBYS, BKIIOYBAIN KOHKYPHpaHe 3a Ob0pedyHara

TyOyJIHA CEKpEIHsl, ca MAJIKO BEPOSTHH MOPaIy U3BECTHATA TPAHMUIIA HA OE30MACHOCT Ha MOBEYETO OT
TE3H JICKApCTBA, CBOUCTBATA HA CIIMMHHUPAHE HA aKTUBHUS METa0OIUT (TIIOMepyITHa (GUITpaIvs U
AQHUOHHA TYOYyJIHA CEKpelusi) ¥ Bb3MOXKHOCTUTE Ha T€3M ITBTHIIA 3a eKCKperms. TpsoBa na ce
BHMMaBa o0aue, KOrato ce MpeInrcBa 03eITaMUBHP Ha JINIA, KOUTO MTPUEMAT JIEKapCTBa C TECHU
TEpaneBTHYHU TPAHUIH, EKCKPETUPAIIHN CE TI0 CHIIUTE MHTUIIA (HATP. XJIOPIPONAMHUI, METOTPEKCAT,
(hennnOyTa3oH).

Jonbanutenna uHGopManys

He ca nabmronaBanu ¢papMakOKMHETHYHH B3aUMOJCHCTBHA MEKIY O3€ITaMUBHUP HJIH TNIABHUS MY
MeTaboJIHT, KOTaToO 03eNTaMHUBUp CE pUJIara €AHOBPEMEHHO C MapareTaModl, alleTHICAINIMIOBA
KHCEJIMHA, IUMETHINH, aHTHAIIUIN (MarHe3neB U allyMHUHHUEB XUAPOKCH U KaJIIUEBU KapOOHaATH),
pUMaHTaauH Win BapdapuH (IIpu JIra, CTAOUIHY [IpHU JiedeHue ¢ BapdapuH u 6e3 rpumn).

4.6 @epTHIAHNTET, DPEMEHHOCT U KbpPMeHe

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

MaopMaIuy, BKIFOYATEITHO BPOJACHU ChpACUHU NedekTu. ['omsm o0eM naHHH 32 OpeMEHHH KEHU C
EKCIIO3UITUS HA 03ENTAMHBHP OT MOCTMAPKETHHIOBU CHOOINEHHS M 00CEPBALIMOHHY MPOYYIBAHU (32
n3xona Ha mosede ot 1 000 ciryyast ¢ eKCIO3HUIMS TIPE3 IIbPBUS TPUMECTHP) HE TIOKa3BaT
MasihopMaTUBHA WK (eTaTHa/HeOHATATHA TOKCHYHOCT Ha 03eITAMUBUP.

B exno oOcepBaioHHO Ipoy4BaHe, 00ade, Makap 1 0€3 MOBUIIICHHUE Ha OOIIUS PUCK OT
MasihopMaInm, pe3yITaTUTE 3a 3HAYNTEHN BPOICHH ChbPACYHN 1e(EKTH, JHATHOCTUIIMPAHN B
pamkuTe Ha 12 Mecela OT paxx/JaHeTo, He ca yoenuTenHu. B ToBa mpoy4BaHe yecToTara Ha
3HAYUTEJIHU BPOJICHH ChPACYHHU TS(DEKTH CIIe]] eKCIO3KIUSA Ha 03eITAMUBUP 10 BPEME Ha MTbPBUS
tpumecThp € 1,76 % (7 kppmauera ot 397 6pemenHocTn) B cpaBuenue ¢ 1,01 % npu OpemeHHOCTH
6e3 excro3uist ot obmrara nomysnarus (Odds Ratio 1,75, 95 % nosepurenen uarepsan 0,51 1o 5,98).
Hsma sicHOTa OTHOCHO KIIMHMYHATA 3HAYMMOCT Ha Ta3u HAXOJKa, Thil KATO MPOYYBAHETO € C
orpaHHY€Ha CTATUCTHYECKa MOIITHOCT. ChIIO Taka TOBA MPOyYBAHE € TBHP/IE MAJKO, 3a Ja CE OIIEHAT
HaJIEKTHO OTAETHUTE BUAOBE 3HAYMTETHN Maa(opmMaln. OCBeH TOBa, )KEHUTE C EKCITO3MIINS Ha
03CNITAMUBHUD U JKCHH 0€3 SKCIIO3MIUS HEe MOTaT J1a ObIaT HAITBJIHO CPABHUMH, 0COOEHO 110 TOBA i
ca MMaJy TPHIT HITH HE.

IIpoyuBaHusITa IpH )KUBOTHH HE ITOKA3BaT PENPOAYKTUBHA TOKCHUYHOCT (BXK. ToukKa 5.3).

ITpu HEOOXOAMMOCT MOsKE J1a ce 0OMHUCITH 1a ce mprumoxu Tamiflu mo Bpeme Ha GpeMeHHOCT U ciie
KaTo ce B3eMe I10]] BHUMaHKE HaIMYHATa HH(OpMAaIHs 3a 6€30IIacHOCTTa U 3a 1oj3ara (3a JaHHH
OTHOCHO I10J13aTa IpH OPEMEHHH KEHH MOJIs, BIKTE Touka 5.1 ,,JIeueHne Ha rpum npu OpeMeHHH
KEHHU”), U TATOreHHOCTTA Ha IIUPKYJIUPAIIHS 1AM IPUIICH BUPYC.

Kopmene
O3zentaMuBHp W aKTUBHHSIT METa0OJIHMT C€ EKCKpEeTHpaT B MIIIKOTO Ha TUTHXOBE ¢ JakTanus. MiMa

MHOTO OTpaHn4YeHa HH(OpMaIus 3a Aena, KbpMEHH OT MalKH, KOUTO IpueMaT 03eITaMUBUD, U
OTHOCHO €KCKpELHUATa Ha 03EITaMUBHUP B KbpMaTa. OrpaHUYeHU JaHHU [IOKa3BaT, Y€ 03CITAMUBUD U
AKTUBHUSAT My METa0OJUT c€ OTKPUBAT B KbpMaTa, HO HUBATa ca HUCKH, KOETO OU JTOBEIIO JI0 MTPHEM
Ha cyOTeparneBTHYHA J103a OT KbpMaueTo. Karo ce nMa npeaBu ta3u nHpopMaius, MaToreHHOCTTa Ha
UUPKYJIUPAIINS 11aM Ha TPUIIHUSA BUPYC U OCHOBHOTO ChCTOSIHUE HA KbPMEILIATa XKEHA, MOXKE J1a Ce
0OMUCITH MTPIITOKEHUE Ha 03€JITAMUBHUP, KOTaTO MMa KATETOPUYHA MOTEHITUAITHA 1T0JI3a 32 KbPMEIINUTE
MauKH.

DepTUIuTet
B®3 0cHOBa Ha HEKJIMHUYHUTE JaHHH, HIMa J0Ka3aTeNCcTBa, ue Tamiflu okas3sa ehekT BbpXy MBKKHUS

WM KEHCKHUS PepTHIIUTET (BXK. Touka 5.3).
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4.7 EdekTH BbPXY cocOOHOCTTA 32 modupaHe u padoTa ¢ MAIIMHU
Tamiflu He noBnMsABa cIOCOOHOCTTA 3a MOQUpaHe U paboTa C MaIIUHH.
4.8 HexesaHu J1eKaPCTBEHU pPeaKkIUU

O606uienre Ha npoduna Ha Ge30MacCHOCT

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

3 990 BB3pacTHH/IOHOWN U 253 MeANaTPUYHU MaLMeHTH, mody4yaBanu Tamiflu wnn mnane6o/0e3
JIeYeHUe 3a MPOQHIAKTUKA Ha TPHII II0 BpeMe Ha KIMHUYHHUTE poyyBanus. B nombiHenue, 199
AMYHOKOMIIPOMETHPAHN BB3PACTHH MMalieHTH moaydasar 1amiflu 3a neuenne na rpum, a

475 nMyHOKOMIIpOMETHpaH! NauueHTy (BKitountenHo 18 nena, ot kouto 10 Ha Tamiflu u 8 Ha
mane6o) ca nomyyasanu Tamiflu wim mnanedo 3a npoduiakTuka Ha TpUIL.

[Ipu BB3pacTHHU/FOHOIIN Hal-ueCTO ChoOIaBaHuTe Hexenanu peakiuu (HP) ca ragene u noppbinane
B IIPOyYBaHUsATA 32 JICYCHUE, U TaJICHE B MPOYyYBaHUATA 32 podunaktuka. [lopeueto ot Te3u HP ce
ChOOIIABAT B CAMHUYHHU CIIydau Ipe3 IbPBUS WM BTOPHUS JACH OT JICUCHUETO U OT3BYyYaBaT CIIOHTAHHO
1o 1-2 nuu. [Ipu nena Haii-uecTo choOIlaBaHaTa HeXKellaHa peakiys ¢ MmoBpshiane. [Ipy noBeyeTo
nanuenTty, Te3n HP He ca moBesu 10 npeycTaHoBsiBaHe Ha JieuerueTo ¢ Tamiflu.

CrnenHuTe CepHO3HU HEXEJAHU PEaKIny ca ChOOIIaBaHU PSAZIKO CIIE IyCKaHeTO Ha 03eITaMUBHD Ha
nasapa: aHaUIaKTUYHU U aHA(DUIAKTOMIHHN PEaKLUUH, YePHOAPOOHN HapyleHus (HyIMUHAHTEH
XeMaTUT, HapylIeHUe Ha YepHOApoOHaTa (GYHKIHS 1 KBJITCHULA), AaHTHOHEBPOTUYEH OTOK, CHHAPOM
Ha Stevens-Johnson u TokcuyHa enuaepMaiHa HeKpOJIn3a, CTOMAIIHO-YPEBHO KbPBEHE U
HEBPOIICUXUYHH HAPYIICHHUS.

(OTHOCHO HEBPOIICUXUYHUTE HAPYILLIEHUS BXK. TOUka 4.4.)

Tabnu4eH CIUCHK HA HEWENAHUTE PEaKIHU

W36poenunte B TabiuuTe mo-10ay HP cragat keM crienuuTe Kateropuu: MHoro uecta (3 1/10), yectn
(® 1/100 mo < 1/10 ), mewectu (3 1/1 000 mo < 1/100), peaxu (2 1/10 000 xo < 1/1 000) u MHOTO peaKu
(< 1/10 000). HP ce BKJIIOYBAT B CHOTBETHATA KATETOPHSI B TAOIHIIUTE CIIOPE COOPHUS aHAIIN3 OT
KJIHHAYHUATE TPOYIBAHUSI.

Jleuenue u npoghunaxmuxa Ha cpun npu 6b3PACHHU U TOHOULLL.

[Tpu npoyuBanusITa 32 IeueHNe U MPODUITAKTHKA TP Bh3pacTHH/foHOmH, HP, KOUTO Bh3HUKBAT Hali-
YeCTO MPH NpernopbhUnTeHATA 1032 (75 MY 2 THTU AHEBHO 3a 5 AHM 32 JIeUeHUE U 75 MQ BETHBK
JTHEBHO B IIPOIBJDKEHUE HA 6 CEMUITH 3a TPo(dIIIaKTHKA), ca TToKa3anu B Tadmima 1.

[TpoduasT Ha 6E30MaCHOCT MPH JIMI[A, KOMTO ca MOTy4YaBalli OpernopbunTentara 1o3a Tamiflu 3a
npodunakTuka (75 My BeIHBXK THEBHO B MIPOABIDKEHUE HA 6 CEIMUIIN), € KAaUeCTBEHO NMOJ00CH Ha
TO3H, HAOJII0/JaBaH MPY IPOYYBAHHATA 32 JICUCHHE, HE3aBUCHUMO OT IO-TOJISIMATa TIPOIBIKHTEIIHOCT
Ha MPUJIOKEHUE TP IPOYUBAHUATA 33 IPOPUIAKTHKA.
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Ta6auna 1 HexeslaHu peaknuu NpU Npoy4YBaHusATa, n3caeapamu Tamiflu 3a neyenne u
NpoUIaKTHKA HA TPUII IPH BH3PACTHH U IOHOLIH WJIH 10 BpeMe Ha
NMOCTMAPKETHHIOBOTO HAGJII0IeHUEe

Cucremo- Hesxes1aHM peakIuM CTIOpPe/ YecToTaTa
OpraHeH KJac MHoro yecTn YecTn Heuectn Penxn
(COK)
Nudexuun n Bponxur,
uHdecTaunu Xeprmec
CUMILIIEKC,
Hazodapunrur,
Hudekunu Ha
TOpHHTE
JTUXaTEITHA
TBTHIIA,
CuHy3uT
Hapyumenuss Ha TpombouuToneHus
KPbBTAa U
aum¢Hara
cucreMa
Hapymenns Ha Peakuus Ha AHadunakTHIHU
HMYHHATA CBPBXYYBCTBUTEN | PEAKIIVIH,
cucreMa HOCT AHnadwmrakTonIHA
peakiuu
Icuxuunn Ackuranus,
HAPYHIIEHUS OTKIOHEHUS B
MTOBEICHUETO,
TpeBoxHOCT,
Oo6mbpkBane,
Hanynnoctu, enup,
XamonuHaIus,
Kommapn,
CamoHapaHsBaHE
Hapymenunst Ha | ['maBoGomnue bescpHue ITpoMeHeHO HUBO
HEpBHaTa Ha Ch3HAHHE,
cHCcTEeMa I'epuoBe
Hapymenus Ha 3putenHo
ouuTe HapyIlIeHne
Chpaeunn Copreuna
HAPYHIICHHS aApUTMUS
PecniupaTopHu, Kamuna,
IPbLIAHU H Br3naneno
MeIHACTHHAIHA I'bpIIO,
HApPYIICHUA Punopes
CromaiiHo- lanene [ToBpbiane KspBene ot
YpeBHH Kopemna 6oska CTOMAIITHO-YPEBHUSA
HApyIIeHUs! (BKI1. 6oNKa B TPaKT,
ropHara 4acT Ha XemoparuieH
KopeMma), KOJIUT
Jucnencus
XenaTroonauapH [oBumenu OyIMUHAHTEH
U HApYUIIeHUs! YepHOAPOOHHI XeTaTur,
CH3UMH YepHoapobHa
HEJ0CTaThYHOCT,
XenaTtur
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Cucremo- HesxesiaHu peakunu crope/ 4ecToTara
OpraHeH KJac MHuoro yecTn YectHu Heuectn Penxn
(COK)
Hapymenns Ha Ex3ema, AHTHMOHEBPOTHYEH
KosKaTa u Hepmarur, OTOK,
MOJAKOKHATA O6pus, Epurema
ThKaH Yprukapus MyITH(OPME,
Cunapom Ha
Stevens-Johnson,
TokcrnuHa
enuaepManHa
HEKpOoJIu3a
Oomm Bonka
HApYLIEHUA U 3amaiiBane (BKIIL
edexkTn Ha CBETOBBPTEXK),
MSICTOTO HA YmMmopa,
NpuJIo:KeHne [Mupexcus,
bonka B
KpallHUIIUTE

Jleuenue u npogunaxmuxa na epun npu deya.

0610 1 473 aeua (BKIIOYUTEIIHO MHAYE 3paBU Jielia Ha Bb3pacT 1-12 roJuHM U Jela ¢ acTMa Ha
BB3pacT 6-12 ToAMHM) ca yyacTBal M B KJIMHUYHU NMPOYYBAHUS HA 03CITAMUBUD 32 JICYEHUE Ha TPUIL.
Ot 11x, 851 nena ca moiryyaBaiy JedeHUE ¢ 03enTaMuBup cycrieH3us. Oomo 158 nera ca nonyyasanu
npenopbunTenHaTa go03a Tamiflu Beaus:k gHEBHO B poyuBaHe 3a PO(PHUIAKTHKA CIIE EKCIIO3UIHS B
nomakuHcTBaTa (N = 99), 6-ceMMUYHO MeIUATPUYHO MPOYIBaHEe 3a ce30HHA nmpodmiaktuka (N = 49) u
12-cegMHUYHO NIEAMATPUYHO MTPOYYBAHE 3a CE30HHA MPOPUIAKTHKA TPH UMyHOKOMIIPOMETHPAHHU JIHIIA

(n=10).

Ta6n1/1ua 2 IoKa3Ba Hal-4eCcTo C’BO6H_IaBaHI/ITC HP ot NEANUATPUIHUTC KIIMHUYIHU [IPOYYUBAHUA.
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Tadonuua 2 HekelaHH peaKUUd NMPH MPOYYBAHUSATA, H3CJIeABAIIM NPUIOKeHHeTo Ha Tamiflu

3a JieueHHne U NPoQUIAKTHKA HA TPUII PH Jena (T03MPOBKA criopes

Bb3pactTa/Tersioro [30 mg mo 75 My Bennb:k THEBHO|)

Cucremo-opraneH

He:xenann PC€AKIMUA CIIOpea YecToTaTa

oyuTe

(BKJI. 3aUepBEHU
0YH, CeKpeIus
OT OKOTO U
0oJIKa B OKOTO)

kiaac (COK) MHoro yecTu Yectu Heuectn Penku
HNudexnun u Otur Ha

uHecTauun CPEHOTO YXO

Hapymenns Ha I'maBoGomue

HepBHATa cHCTeMa

Hapymenns Ha KonroukTHBHT

Hapymenns Ha

bonxka B yxoTo

Hapymenune Ha

ropHaTa 4acT Ha
Kopema),
Jucnencus,
Tanene

YXOTO ¥ JIa0UPHUHTA ThIIAaHYEBATA
MemMOpaHa

PecniupaTopHu, Kanumnna, Punopes

TPbIHU U Hazanna

MeIUACTHHAIHU KOHTECTHS

HapylIIeHUsl

CromamHo-uypeBHu | IToBpbinane Kopemna 6omka

HApYLIEeHHS (k1. OOJTKA B

Hapymenus Ha
KOKaTa "
NMOJIKOKHATA ThKaH

Jepmatut (BKIIL.

aJIeprUycH U
aTONMYCH
JIEPMAaTHT)

Onrcanre Ha N30paHU HEXKETAHU PEAKITUU

Tcuxuynu napyuenus u HApyWeHUst Ha HePEHAMA CUCTHeMA
['pumbT MO’Xe J1a € CBbp3aH ¢ Pa3TUYHN HEBPOJIOTUYHU U TIOBEJICHYECKH CUMIITOMH, KOUTO MOTAaT Ja
BKIIFOYBAT CHOUTHS KaTO XAITIOIMHAIINY, JISTUPUYM U HEOOUYAHO TIOBEJCHHE, B HSIKOH CITyYan
BOJICIITH IO JIeTaJIeH U3X0. Te3u ChOUTHS MOXKE J1a Bh3HUKHAT MPU HAJTMYWE Ha CHIE(ATHUT WITH
eHiedaronarys, HO MOXe J1a ce HaOJIrogaBaT 0e3 BUIMMO TEKKO 3a00/IsIBaHE.

[pu nanueHTH ¢ rpuI, KOUTO ca npueManu Tamiflu, uma mocTMapkeTHHTOBH CHOOIICHHS 32 ThPUOBE
1 IeUpuyM (BKITFOYHTETHO CHMIITOMH KaTO TIPOMSIHA B Ch3HAHMUETO, OOBPKBaHE, HEOOMUYANHO
MOBEIEHNE, HATYTHOCTH, XaTIOIMHAIINN, aXKUTAIHs, TPEBOXKHOCT, KOIIIMapH ), KOUTO B MHOT'O MaJIkO
OT CITy4YauTe ca JOBENIH 10 CAaMOHApaHsIBaHe WM JeTalleH u3xo. Te3u chOuTHs ce choOIaBar
TPEIVMHO TIPH TIEANATPUYHN TAIMEHTH ¥ IOHOIIHN U Ye€CTO MMAT BHE3AITHO HAYaJI0 1 ObP30
or3pyuaBane. IIpuroceT Ha Tamiflu 3a Tesn crOuTHs € HensBecTeH. TakuBa HEBPO-TICUXUYHU

chOUTHS ca ChOOIICHH CHILO U TPH MAILMSHTH C TPUII, KOUTO He ca mpueMainu Tamiflu.

Xenamobunuapnu HapyuieHus
Hapymienus Ha xenaroOmwimapHaTa CUCTEMa, BKITIOUYUTETHO XENAaTUT ¥ MOBUILICHN YePHOAPOOHH
€H3MMHU IPU MAIMEHTH ¢ TPUNonogo0Ho 3abomsiBaHe. Te3n ciryyan BKIIOYBAT JieTaeH (yIMUHAHTEH
XeMaTUT/4epHOAPOOHA HETOCTATHYHOCT.
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AQYI 1 CTICTIMAJIHU TTOITYJIAITNN

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

B 1Be mpoy4BaHus 3a XapakTepU3upaHe Ha (papMakOKUHETHKATA, (hapMaKoJMHAMHKATA U MPOodHIa Ha
0e30MacHOCT Ha JICYSHUETO ¢ o3eaTamuBup mpu 135 3apa3eHu ¢ Ipul Jela Ha Bb3pacT MO0 eIHa
roivHa, MPOGHIHT Ha 6E30MACHOCT € OMJI CXOJICH MEX/y KOXOPTHTE 10 Bh3PacT KaTo Hal-4ecTo
ChOOIIABAHNTE HEXKEIAHU PEAKIINHU Ca TIOBPBIIIAHE, IUapus U OOpHB OT mesieHH (BK. Touka 5.2). Hama
JIOCTaThYHO JaHHU MPH KbpPMaveTa ¢ TOCTKOHIENITHOHHA BB3PACT MO 36 CEIMUIIH.

Hanmnunara nadopmanus 3a 0€30MacHOCT Ha 03€ITaMHUBUD, IPHIOKEH 32 JICUCHHUE Ha TPUIT IPU
KbpMayera I0J] €AHOTOIMIIIHA Bh3PACT, OT NPOCHEKTUBHU M PETPOCHICKTUBHU 00CEPBAIIMOHHH
npoyuBaHus (oOxBarany 0610 mosede ot 2 400 mera OT Ta3u Bb3pacToBa Ipyna),
SMUAEMHUOIOTHYHO U3CIIe/IBaHe Ha 0a3a-JaHHH U MOCTMAPKETHHIOBH CHOOILEHHUS MTPEAIoarar, 4e
npodmIbT Ha 630MACHOCT MPU KbpPMaveTa Ha Bb3pacT O] €JHA FOMHA € TT0J00CH Ha YCTAaHOBEHUS
npodu Ha 6€30IaCHOCT TPH JIella Ha Bh3PACT €jHa TOIUHA U TTO-TOJIEMH.

Xopa 6 cmapuecka 8b3pacm u NAYUeHmMy ¢ XpOHUUHO CbPOEUHO U/UNU PECRUPAMOPHO 3a001A8aHe
[Tonynanusdra, BKIIOYEHA B IPOYYBAHMSITA 32 JIEUEHHE HA TPHII, C€ ChCTOU OT MHAYE 3/IPABU
BBH3PACTHH/IOHOIIN U “PUCKOBU” MAIUEHTH (MAIIMEHTH C IT0-BUCOK PUCK OT Pa3BUTHE HA YCIOXKHEHUS,
CBBP3aHM C TPUIIA, HAIIP. XOpa B CTapUeCcKa Bb3pacT M NALMEHTH C XPOHUIHO ChPACYHO WU
pecniupatopHo 3a0omnsBane). [1o npuHIMI, npodurbT Ha 6€30MACHOCT NMPHU “PUCKOBUTE” MAILIUEHTH €
KaueCTBEHO MOJ00CH Ha TO3U NPU WHAYC 3[[PaBH Bh3PaCcTHU/FOHOIIIN.

HmyHnokomnpomemuparu nayueHmu

B exno nBoiiHOCHTAIO MpOyYBaHe 3a JieueHHe Ha rpun 0010 199 Bp3pacTHH HMYHOKOMIIPOMETHPaHH
nanueHTH (ITOAXOISIIH 32 OlEHKa Ha 0€301TaCHOCTTA) ca paHIOMU3HpaHu j1a moaydasar Tamiflu B
npoabiokerne Ha 10 quu: 98 manmeHTH momyyaBat ctaHAapTHa qo3a (75 mg aBa mbTH AHEBHO), a 101
MAIMeHTH MoJTyYaBar aBoiHa 103a (150 mg aBa nbTH aHEBHO). [IpoduabT Ha 6€30MaCHOCT HA
Tamiflu, HabnronaBan B ToBa Mpoy4BaHe, ChOTBETCTBA Ha PO uIia, HAOIIOIaBaH B IPEAUIIHA
KJIMHUYHH U3MUTBaHUs, B Kouto Tamiflu e mpunarax 3a jiedueHne Ha TpUIl IpH KIMYHHO
HEKOMIIPOMETHPAHH TalMeHTH (MHaYe 3/{paBH MALMEHTH WM MAIMeHTH ,,B PUCK™ [T.€. iuma ¢
pecrpaTopHu H/WIIK ChbPACYHU ChITbTCTBALIM 3a00siBaHusA]). [IpOlIeHTHT Ha MALMEHTHTE,
choOIIaBAIM HeXKETaHU ChOUTHSI, € O-MAIBK B IpyIara ChC CTaHIapTHA /1032 B CPaBHEHHUE C rpymara
¢ nBoitHa 103a (crotBeTHO 49,0% cnpsimo 59,4%) (k. Touka 5.1).

[Ipu enno 12-ceamuyHO Mpoy4BaHe 3a NpoduiIakTuKa npu 475 UMyHOKOMIIPOMETHPAaHU TTallMeHTH,
BKJTIOUMTENTHO 18 merma Ha Be3pacT ot 1 10 12 TOAMHY | MO-TOJIEMH, TPO(PIITHET Ha 6€30IMaCHOCT IIPH
238-Te nmanueHTH, KOUTO ca MOTyYaBald 03eJITAMABUD CHOTBETCTBA HA TO3M, HAOIOJaBaH MIPEIHN TOBA
NpY KIIMHAYHUTE npoyuBaHus Ha Tamiflu 3a npodunakTuka.

lleya cve cougecmaysawya OpoHXUATHA ACMMA
[To nmpuHIHMI, TPOGUITHT HA HEXKETAHUTE PEAKIIMU MIPH JICIa ChC ChINECTBYBAIa OPOHXHUATHA ACTMA €
KaueCTBEHO MOI00CH HA TO3M MPY MHAYE 3]IPABUTE JICIIA.

Cpo0111aBaHe Ha MOA03UPAHA HEKETAHH PEAKITHH
Cp0011aBaHETO HA MMOI03UPAHU HE)KETAHH PEeaKIMU CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHHUS

IMPOAYKT € BaKHO. ToBa mo3BossiBa Ja IpOaBbJIKA Ha6J'IIO,I[eHI/IeTO Ha CbOTHOIICHHUECTO HOJ'IBa/pI/ICK 3a
JICKApCTBCHUSA NPOAYKT. OT MEIUIIMHCKUTE CICIUAINCTH CE U3UCKBA 1A C’BO6H_[aBaT BCsKa
IMoJ03MpaHa HEXKEIaHa peaKrd Yp€3 HaAllMOHAJIHA CUCTEMA 3a C’I)06H_IaBaHe, II0CO4YCHAa B

[punoxxenue V.

4.9 Ilpemo3upane
IMony4yenu ca cpoOIIeHNUs 3a ipeao3upane ¢ Tamiflu ot kmuHUYHKM U3NUTBAHUS U

MOCTMAapKETHHTOBUS onuT. [Ipy MOBEYETO OT ClIyyanTe Ha MPEAO3UpaHE He ca ChOOIICHH HEKETaH!
crOuTHS.
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HexenanuTe chONTHS, CHOOIICHH CIIe ] MPE03UpPaHe, ca TOIO0HHM 10 XapaKTep M pa3poCTpaHCHUE
Ha Te3u, HAOJroaBaHy pu TepareBTHunu qo3u Tamiflu, omcanu B Touka 4.8 Hexenanu
JICKApCTBEHHU PEaKIIHH.

He e u3BecTen cnenuduieH aHTHIOT.

IeuaTpyuyHa momyJTarus

IMo-yecTto ce choOIIaBaT Caydan Ha MpeT03UPaHe MPH JIela, OTKOJIKOTO IPH Bh3PACTHH U FOHOIIIH.
Ipuroresaero Ha Tamiflu mepopanua cycrencus TpsOBa 1a cTaBa BHUMATEIHO, KAKTO K
npunoxenuero Ha Tamiflu mpu mena.

5.  ®APMAKOJIOTMYHHU CBOMCTBA
5.1 ®apMmakoaAMHAMMYHHM CBOiicTBA

dapMakoTepaneBTHYHA TPyIa: AHTHBHPYCHHU CPEJICTBA 32 CUCTEMHO NMPWIOKEHUE, MHXUOUTOPU Ha
HeBpamunugazara ATC kox: JOSAHO2

OszenramuBup ocdar e nmpeayiekapcTBO Ha AKTUBHUS METa0O0IHT (03eTaMUBUD KapOOKCHIIAT).
AKTUBHHAT META0OJIUT € CEJIEKTUBEH MHXMOUTOP Ha HEBPAaMHUHUIA3HUTE €H3MMH Ha BUpYcCa Ha TPHIIA,
KOHTO IMPEJICTABIISBAT TIFOKOIIPOTCHHH, HAMHUPAIIH CE Ha TIOBBPXHOCTTA HA BUpYyCca. AKTUBHOCTTA Ha
BUPYCHUSI HEBPAMUHHIA3€H €H3MM € Ba)KHA KaKTO 32 HABJIM3aHETO HAa BUpYyca B HEMH(PEKTHPAHUTE
KJIETKH, TaKa ¥ 32 0CBOOOXKIABaHETO Ha CKOPO 00pa3yBaHUTE BUPYCHU YACTHLM OT 3apa3eHUTE KICTKU
U 32 [0-HATaTBIIHOTO Pa3NpoCTpaHeHNe Ha BUPYCHATA HHPEKIHS B OPraHU3Ma.

O3senramMuBHp KapOOKCHIAT HHXHOMPA iN VItro HeBpaMHHKIa3UTE HA IPUITHUTE BUPYCH THIT A 1 B.
OsenramuBup pochar HHXUOUpPa HHHEKTUPAHETO U PEIUIMKAIMATA HA TPUITHUS BUPYC IN Vitro.
OsenTaMuBHp, MPUIOKEH NMEPOPATHO, HHXUOUPA IN VIVO perIrKaIusTa U maToreHHOCTTa Ha
TPUIIHUTE BUPYCH TN A ¥ B nipy >KMBOTHHCKHM MOJIEJIM Ha TPUIHA MH(QEKLUS IPH aHTUBUPYCHA
€KCIO3ULMS, TOJO0HA Ha Ta3H, MOCTUTHATA IIPU YOBEKa ChC 75 mg /1Ba ITbTH JHEBHO.

AHTHBHpYCHATa aKTUBHOCT Ha 03€JTaAMUBUP KbM I'PUITHUTE BUpYycH THIl A U B e Ouna momkperneHa ot
€KCIEPUMEHTAIHH [TPOBOKALMOHHY IPOYYBAHUS MIPH 3IPaBU JOOPOBOJILIH.

CroitHocture Ha IC50 Ha HEBpaMUHUAA3HUS €H3UM 32 03€JITAMUBHUP IIPU KIMHUYHO W30JIMPaH TPUIIEH
Bupyc T A ca Bapupanu ot 0,1 nM 1o 1,3 nM, a 3a rpunen Bupyc Tumn B ca 6wmm 2,6 nM. Ilo-
Brucoku ctoitHocTh Ha IC50 3a rpunen Bupyc tun B 1o meamana ot 8,5 nM ca 6wunu HaOnro1aBaHu
npy MyOJIMKYBaHH MTPOYYBAHUS.

Knnanynu npoyysaHug

Jleuenue na epunna ungexyus

Tora moka3zaHne ce OCHOBaBa Ha KIIMHWYHHU NIPOYYBAHMS IIPY €CTECTBEHO BH3HUKHAJ TPHII, IPH KOUTO
npeobaaaBamaTa HHGEKIUs ¢ TpureH Bupyc tum A. O3entaMuBHUp € €PEKTUBEH CaMO CPEIry
3a00J1sBaHUs, IPUYUHECHA OT TpHUIieH BUpYC. Ilopaay ToBa ca mpencTaBeHn CTATUCTUICCKH aHATH3H
caMo 3a JIHIIa, 3apa3eHu ¢ Tpull. B cOopHaTa momyamus Ha MpoyYBaHEeTO 3a JICUCHUE, KOSTO €
BKITIOYBAJIA U TPUII-TIOJIOKUTENHU U oTpuniatenny uaausuan (ITT), mbpBuuHara edukacHoCT € Onna
MIOHIKEHA TTPOITOPIIMOHATHO Ha Opos Ha TPUI-OTPULIATEITHUTE Jula. B obmiara momynaius, Ha KOsSTO
€ IPUJIOKEHO JIeUCHHe, rpuIHaTa HHpEKIus ¢ Ouia moTebpAcHa mpu 67% (¢ rpanuiy 46% no 74%)
OT HaOpaHUTe MarueHTu. 64% OT JIMIaTa B cTapyecka Bb3pacT u 62% OT Te3U C XpOHHUYHO CHPIIEYHO
W/WIH peciupaTopHo 3a0osaBane ca Oviu rpun-nonoxurenau. [lpu Bcuuku npoyusanus ¢daza 111 ¢
11eJ1 JICUCHUE TAIMeHTHTE ca OMIIM HAOMpPaHHU caMo TIpe3 Mepruoaa, KOraTo TPUITHT € IUPKYIUPA CPe.
MECTHOTO HaCEJICHHE.

Bwspacmuu u wonowu na 13-200uwna év3pacm u no-eonemu: Ilanmentute ca Ounm n30upanu 3a
y4acTHe, aKo ca ChoOIIaBam 10 36 Jaca ciien mosBaTa Ha CAMITOMHTE, aKO Ca MMaJId BUCOKA
temueparypa 3 37,8 °C, npuapyskeHa Hai-MaJIko OT €IHH PECIIUPATOPEH CUMIITOM (KallUIHIIA,
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Ha3aJTHU CUMIITOMH WK OOJIKU B I'bPJIOTO) M HAH-MAIIKO €TUH CUCTEMEH CUMIITOM (MUAIITHS, CTYICHH
TPBIKW/U3NOTIBAHE, HEPA3IOJIOKEHNE, yMOpa Wi TiiaBodoinue). B cOopen ananus Ha pe3ysTaTUTe OT
BCUYKH TPUIT-TIOJIOKUTEIHU Bb3pacTHU 1 toHOIHY (N = 2 413), BKIIIOUSHH B TPOyYBaHUATA 32
JICYCHUE, 03eITaMUBUDP 75 Mg JBa ITbTH THEBHO B MPOABIDKCHUE HA 5 THU € HAMAJIMJI MEeIMaHaTa Ha
MPOABIDKUTEITHOCTTA Ha TPUITHOTO 3a00J1sIBaHe MPUOIM3UTENTHO C eIHH JIeH, oT 5,2 nau (95%
noBepuTesieH uHTEpBa 4,9 — 5,5 1HM) B Tpymnara ¢ mianebo 1o 4,2 nuu (95% noBepuTeneH HHTEPBAI
4,0 — 4,4 num; p £ 0,0001).

[IponeHTHT Ha AHLATA, KOUTO Ca Pa3BUIIM ONPEACICHN YCIOKHEHUS OT CTpaHa Ha JIOJIHUTE AUXATEIHU
IBTUIA (IPETUMHO OPOHXWT), JIEKYBaHH C aHTHOMOTHUIIH, € O HamauieH oT 12,7% (135/1 063) B
rpynata ¢ miane6o Ha 8,6% (116/1 350) npu nmomynarmsTa, 1ekyBana ¢ ozentamusup (p = 0,0012).

Jleuenue na epun npu nonyiayuu ¢ 8ucok puck: Meauanara Ha POIBIDKUTEITHOCTTA HA 3200 IsIBAHETO
OT TPHII IIPH JIIIa B cTapuecka Bb3pacT (2 65 roAMHMU) U MIPH JIHMLA C XPOHUYHO CHPACYHO H/HIH
pecnupaTopHo 3a00JIsBaHe, NOTyYaBaId O3eITaMUBHP /5 mg Ba IIbTH THEBHO B MIPOABIDKEHHE HA 5
IHH, He e Owia 3HauuMo HamasieHa. O0maTa npoabKUTETHOCT Ha heOpuuTera e Ouiia HamaJieHa C
€/IMH JIeH B TPYIIUTE, JIEKYBaHU C 03esaTaMuBHp. [Ipu rpun-noaoXuTeIHuTe JULA B CTapYecka Bb3PacT
03eJITaMHMBHUP 3HAYMMO € HaMaJIWJI YeCTOTaTa Ha ONPE/ICIICHN YCIOKHEHHS OT CTpaHa Ha OJTHUTE
JUXATeITHH TbTUINA (TPEIMMHO OPOHXHT), JICKYBaHH C aHTHOUOTHIH, OT 19% (52/268) B rpymnara ¢
miane6o Ha 12% (29/250) npu nomynanusrta, nekyBana ¢ ozenramusup (p = 0,0156).

[Tpyu rpun-moNIOKUTEITHN HAIMEHTH ¢ XPOHUYHO ChPACYHO W/WIIHM PECTIMPAaTOPHO 3a00IsBaHe,
KOMOMHHMpaHaTa 4YecTOTa Ha YCIOKHEHHsSI OT CTpaHa Ha JOJHUTE JUXAaTEIHU IbTUIIA (IPEAUMHO
OpOHXMT), JIeKyBaHH ¢ aHTHOMOTHIH, € Omna 17% (22/133) B rpynata ¢ mane6o u 14% (16/118) npu
MOIyJIanusATa, JJeKyBaHa ¢ osenramusup (p = 0,5976).

Jleuenue na epun npu bpemennu scenu: He ca mpoBex1aHi KOHTPOJIMPAHU KIMHUYHY TPOYYBAHUS 3a
ynoTtpebaTa Ha 03eNTaMUBHP TIpU OpEeMEHHH KEHH, BIIPEKH Ye UMa JI0Ka3aTeICTBa OT
MMOCTMApKETHHTOBY U PETPOCTIEKTUBHU 00CEPBAIlMOHHH MIPOYYBAHHSA, KOUTO TIOKa3BaT 1M0JI3a OT
HACTOsIIIaTa CXeMa Ha JIO3UPaHe NPH Ta3u MalUeHTCKA MOIMYJIALMs, B YCIOBHATA Ha HICKA
MOPOUAHOCT/CMBPTHOCT. PesynraTure oT papMakOKMHETHUHUTE aHATTU3H [TOKa3BaT HUCKA
€KCIIO3UIINS Ha aKTUBHU METa0OJUTH, BBIIPEKH Ue HE Ce MPenopbyBa KOPUTHPAHE Ha J103aTa PH
OpeMeHHH KEHH IpH JICYUSHUETO WK NPo(UITaKTHKATa Ha rpuna (BXK. Touka 5.2, @apMakOKHHETHKA,
CrienaiHy TOMYJIaLuH).

Jleuenue Ha epun npu deya: B KIMHUYHO U3MUTBAHE NPH WHAYE 31paBH nena (65% rpun-
TMIOJIO’KUTEITHN ) Ha Bh3pact oT 1 10 12 roguam (cpeaHa Bh3pacT 5,3 TOAWHN), KOUTO Ca MMaTd BUCOKa
temneparypa (3 37,8 °C) miroc Kalnivia Wik puHAT, 67% OT TPHUIT-TIOJI0XKUTESITHUTE MAIUSHTH ca
0wy 3apasenu ¢ rpuneH Bupyc tvi A u 33% c rpunen Bupyc tun B. Jleuenuero ¢ ozentamMuBup,
3armo4Hasno 70 48 Jaca OT mosiBaTa Ha CHMITOMUTE, 3HAYMMO € HaMaJIMJIO BPEMETO 32 O3/[paBsiBaHe
(ompezneneHo KaTo eAHOBPEMEHHO Bb3BPhIIaHE KbM HOPMAIHOTO 3IPaBOCIOBHO CHCTOSIHUE H
aKTUBHOCT W CTaJlaHe Ha BUCOKATa TeMIepaTypa, 00JeKYaBaHe Ha KalllIuiaTta u puHnuTa) ¢ 1,5 nau
(95% nosepurenen unatepsan 0,6 — 2,2 nuu; p < 0,0001) B cpaBHeHue ¢ wiae60. O3eaTaMUBHD €
HaMaJIWJI YeCTOTaTa Ha OCThP OTUT HA CPEIHOTO yXO OT 26,5% (53/200) B rpynara ¢ miarne6o g0 16%
(29/183) npm neuata, nexyBanu ¢ o3enramusup (p = 0,013).

Btopo npoyuBane e 6mito 3aBspireHo npu 334 aera ¢ actMa Ha B3pacT OT 6 10 12 roauHu, OT KOUTO
53,6% ca Ownu rpun-monoxuTenHu. B rpymara, iekyBaHa ¢ 03eITaMUBUD, MEIMaHATA HA
MPOABIDKUTEITHOCTTA Ha 3a00JIIBaHETO HE ¢ Oniia HamanieHa 3HauuMo. J[o jeH 6 (TIoCIeTHusT IeH OT
nedenueto) FEV; ce e mosumm ¢ 10,8% B rpynara, tekyBaHa ¢ 03eITaMHUBHp, B cpaBHEHHE C 4,7%
oT Ta3u momyanus ¢ mianedo (p = 0,0148).

EBporefickata AreHIus 1Mo JeKapcTBara oriiara 3abDKEHHUETO 32 IPEOCTaBsSIHE Ha PE3YIATaTUTE OT

npoyuBanusta ¢ Tamiflu B exna wnm noseve nmoArpynu Ha rneAMaTpUYHATA TOMYJIALMS IPU TPHIL.
BmxTe Touka 4.2 3a nHGOpPMALUS OTHOCHO yoTpeba B MeAuaTpusTa.
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INTokazanueTo npu KbpMaveTa Ha BB3PacT IO | roJjHa ce OCHOBaBa Ha €KCTPAIoIalus Ha JaHHUTE
3a e(pUKaCHOCT NpH MO-TOJIEMH JIea, a IPETIOPhUNTENIHATA JJO3UPOBKA CE OCHOBABA HA IAHHU OT
(hapMaKOKMHETHYHO MOeIupaHe (BK. To4ka 5.2).

Jleuwenue na ungexyust ¢ epunen supyc mun B: 001110, 15% OT rpUII-TI0JI0KUTEIHATA MOMYJIALUs €
Ouna nHpeKTHpaHa ¢ TPUIICH BUPYyC THI B, kato nmponeHTsT e 6w B rpanuim ot 1 10 33% npu
OTJICITHUTE TpOyYBaHMs. MenuaHnaTa Ha IPOABDKUTEIIHOCTTA Ha 3a00JIIBAHETO TIPH JIMIIA, 3aPA3CHH C
TPUIIEH BUPYC TUT B, HE ce e pa3nnyaBaia 3HAYNMO MEXKIY PA3IMIHUTE TPYIH Ha JICYEHUE B
otnenuuTe npoyuBanws. JanauTe ot 504 nuia, 3apaseHu ¢ TPUTICH BUPYC TUI B, ca 6mim crOpanu ot
BCHUYKH MPOYYBAHHA 32 aHAMK3. O3eITaMHUBHpP € HAMAIMI BPEMETO 70 00JIeKYaBaHe Ha BCUYKH
cumnromu ¢ 0,7 mau (95% noseputenen unrepsan 0,1 — 1,6 qau; p = 0,022) ¥ npobIHKUTETHOCTTA
Ha ¢pebdpmmreta (2 37,8°C), kanumnaTa u puHuTa ¢ eauH AeH (95% nosepurenen nuatepsai 0,4 —

1,7 nam; p < 0,001) B cpaBHEHHeE ¢ M1a1Ie00.

Jleuenue na epun npu uMyHoOKoMnpoMemupanu ebspacmuy’: EJTHO paHIOMU3UPAHO, JTBOWHOCISIIO
MpPOYUYBAHE 3a OIICHKA Ha OE30MaCHOCTTA U OXapaKTepH3UpaHe Ha eheKTUTE Ha 03CITAMUBUD BBPXY
PasBUTHETO HA PE3UCTEHTEH IpUIleH BUPYC (IIbPBUYEH aHAJIM3) TIPH 3apa3eHy ¢ TPUIl Bb3PacTHH
HMYHOKOMITIPOMETHPAHU MAMEHTH BKIIOYBa 151 marpieHTH, OAXO0/IAIIH 3a OIICHKA Ha e(PUKACHOCTTA
Ha 03eNITaMHUBHD (BTOPHYCH aHaK3, 03 JoCTaThuHA CTATHCTHUYECKA MONTHOCT). [Ipoy4uBaneTo
BKJIFOYBA MAIMEHTH C TPAHCILIAHTAIMS Ha conuanuu opranu [SOT], manueHTH ¢ TpaHCILIAHTAIMS HA
xeMartormoeTuuHu ctBojioBu Kinetku [HSCT], momoxurenan 3a HIV mammentu ¢ 6poii na CD4+
knetku <500 k1eTkn/Mm3, MaUeHTH Ha CUCTEMHA HMYHOCYTIPECHBHA TEPAIUS M TAKHBA C
XEMAaTOJIOTMYHH 3JI0KaYeCTBEHH 3a00siBanus. Te3H MalMeHTH ca PaHIOMU3UPAHHU 32 JICUCHHE B
pamkuTe Ha 96 yaca OT HosABaTa HAa CHMIITOMHTE ChC CTaHAApTHA 1034 (73 MalMeHTH) WK C JBOWHA
no3a (78 marueHTH) 03eITaMUBHP B IPOAbDKeHHe Ha 10 qHu.

Mennanarta Ha BpeMeTo 3a or3ByuaBade Ha cummiromute (TTRS) e momo6Ha B rpymara ¢be
cranaprHata no3a (103 gaca [90% nosepurencn unTepBan 75,4-110,0]) u rpynara ¢ 1BoiiHa g03a
(104 gaca [90% nosepuTenen unrepsan 65,8-131,0]). [IponeHTHT ManeHTH ¢ BTOPUYHE UHOEKINH B
rpymara ¢bC CTaHJapTHA J03a M B TpyIara ¢ ABoiiHa 103a € cpaBHuM (8,2% crupsamo 5,1%).

IHpogpunaxmuxa na epun

EdukacHocTTa Ha 03enTaMuBHp 3a NPO(UIAKTHKA Ha €CTECTBEHO BH3HUKHAJIO TPUITHO 3a00JIBaHE €
JI0OKa3aHa B MPOYYBaHE 32 IOCTEKCIIO3UIIMOHHA MPO(HUIAKTHKA B JOMAKWHCTBATA U IBE IPOYIBAHUS C
el ce30HHa npoduiakTuka. [IspBuyHaTa kpaiiHa Touka 3a eUKACHOCT IPU BCUUKH TE3H
Npoy4BaHUs € Oujia YyectoTaTa Ha Ja0OpaTOpHO NOTBBPACHH CIy4au Ha IpHIl. BUpyneHTHOCTTa Ha
rpUITHATa eNUAEMHUS He € TPeIBUIMMa U Bapupa B paMKHUTE Ha 00J1acTTa ¥ OT CE30H Ha CE30H, MOpau
TOBa OpoAT JnIa, KouTo € HeoOxoaumo aa ce jgekysaT (bHJI), 3a na ce mpenoTBpaT eauH cinydaid Ha
TpUIHO 3a00JsBaHe, € Pa3IuycH.

Ilocmexcnosuyuonna npogurakmuxa: B npoyusaHe Ipu JIniia B KOHTAKT C U30JIMPaH CIy4ail Ha IpUIl
(12,6% BakcuHHMpaHH Cpelly I'pHUIl), IPUIOKEHUETO Ha 03eNTAMUBUD 75 mg BeIHBK JHEBHO €
3aroyHao A0 2 IHU OT MOsIBaTa Ha CUMIITOMUTE TP 3apa3eHusI C TPUI U € MPOABIKUIIO CEIEM JTHH.
I'pum e 6w moTBBpaeH 1pHu 163 oT 377 oTnenuu cirydast. O3eITaMHBUP 3HAYUTETHO € TTOHKHI
YyecToTaTa Ha KIMHMYHO MPOSBEHO TPHUITHO 3a00IsIBaHe, Bb3HUKHAIO PU KOHTAKTHUTE JIMLA, IPU
KOHTO € IOTBBPACHO 3a00siBaHeTo, oT 24/200 (12%) B rpynara c miaue6o Ha 2/205 (1%) B rpymnata ¢
ozentamuBup (92% namanenue [95% nosepurenen natepsan 6 — 16; p < 0,0001]). bposar numa, kouro
e 6miro HeoOxoauMo na ce ekyBaT (BHJI) B KoHTakT ¢ MCTHHCKH cinydau Ha rpum, ¢ 6wt 10 (95%
noBepuTesieH uHTEepBai 9 — 12) u e 6un 16 (95% nosepureneH uatepBan 15 — 19) B msutara
nomrynanus (ITT), He3aBUCHMO OT CHCTOSHUETO Ha WH(EKINATA B OTACITHUS CIydail.

EdukacHocTTa Ha 03e1TaMUBHP 32 MPEAOTBPATIBAHE HA €CTECTBCHO BH3HUKHAIIO TPUITHO 3200JIIBaHe
€ JIOKa3aHa B IPOyYBaHE 3a MOCTEKCIIO3UIIMOHHA TPOPUIIAKTHKA B JOMAKHMHCTBATA, KOETO €
BKJTFOYBAJIO BH3PACTHH, FOHOIIN U JeIa Ha Bb3pacT oT 1 10 12 roauHu, KaKTo KaTo OTACITHA CIy4au,
TaKa U KaTo KOHTAKTHH B ceMeicTBOTO. [loka3aTensT 3a mppBUYHA €PUKACHOCT B TOBA MPOYYBAHE €
YeCcTOTaTa Ha JIa0OPaTOPHO-TIOTBBPCH KIIMHUYHO MIPOSBEH TPUI B JoMakuHCTBaTa. [Ipodunaktukara
¢ o3enTaMHuBHUp € poakpkuia 10 gau. B obmara momynarus € mMaio IOHIKEHNE B YecToTaTa Ha
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n1abopaToOpHO-TIOTBBP/ICH KIMHIUYHO TIPOSIBEH TpHIl B ToMakuHcTBata oT 20% (27/136) B rpymara,
KOSITO HE € MoTy4yaBaia npoduinaktrka, Ha 7% (10/135) B rpynara, KosTo € rmoiy4yanana
npoduiakTuka (HamaneHue ¢ 62,7% [95% noseputenen unrepsan 26,0 - 81,2; p = 0,0042]). B
JIOMaKHMHCTBATa, KBJIETO € MMAJIO OTJICTHU CIIy4au Ha WH()EKTHPAHH C TPUII, € HaOIr01aBaHO
MOHW)KEHHUE Ha YecToTaTa Ha 3aboieBaeMocCT OT rpull oT 26% (23/89) B rpymnara, KoArTo He €
noiy4aBana npodunaktuka, Ha 11% (9/84) B rpynara, nonydaBaia npoduiakTrka (HaMaleHHe C
58,5% [95% noepurenen unrepsan 15,6 — 79,6; p = 0,0114]).

Criope/ IOArpyIoB aHajIKM3 MPH Jielia Ha Bb3pacT oT 1 10 12 roguHu, yectorara Ha 1ad00paTopHO-
NOTBBPACH KIMHUYHO MPOSIBEH TPHII CpeA JenaTta € HaManeHa 3HauuTenHo ot 19% (21/111) B
rpymara, KOsTo He € Mojly4yaBajia npodunaktuka, Ha 7% (7/104) B rpynara, noiay4aBana
npodunakTrka (64,4% Hamanenue [95% noseputenen uarepsain 15,8 — 85,0; p = 0,0188]). IIpu
Jenara, KOUTO B HA4aJIOTO HA M3UTBAHETO OIE HE OTACNIAT BUPYCa, YecTOTaTa Ha JabopaTopHo-
NOTBBPACH KIMHUYHO MPOSIBEH Ipull € Hamaisia ot 21% (15/70) B rpynara, KOsTO He MoyryyaBaia
npoduiakTrka, Ha 4% (2/47) B rpynata, nmoiydasaia npopuiaktuka (80,1% namanenue [95%
nosepureneH uatepsai 22,0 — 94,9; p = 0,0206]). BHJI 3a nianata neauarpudna nomyiamus € 9 (95%
noBeputesieH uatepBan 7 — 24) u 8 (95% noseputeseH HHTEpBai 6, TOpHATa TPaHULA HE € H3MEPEHa)
3a utata nomynanus (ITT) u choTBeTHO NpH JieniaTa, KOHTAKTHU C OTACTHH UH(QEKTUPAHU CIydan
(ITTh).

IIpounaxmuxa na epun cned excnozuyus npu Kbpmavema noo 1-eoouwna vspacm no épeme na
nandemus: IlpodunakTukara o BpeMe Ha aHAEMHsI Ha TPUI HE € [IPOYYBaHA B KOHTPOJIUPAHU
KJIMHAYHU M3MHUTBAHUA NpU Aena Ha Bb3pact oT 0-12 mecena. Bmxre Touka 5.2 3a mogpoOHOCTH
OTHOCHO CUMYJalUATa Ha €KCIIO3ULHS.

IIpogunaxmuka no epeme Ha epunna enudemus 8 obugecmsomo: B cOopeH aHam3 Ha IBE APYTH
NpOY4BaHUs, MPOBEICHH TP HEBAKCUHUPAHH, HHAYE 37JpaBU Bb3PACTHH, 03€NTAMUBHUD 75 mg BeIHBK
JHEBHO, IPWJIaraH B MPOJbDKEHNE Ha 6 CeIMUIM, 3HAUMMO HaMalsiBa 4YeCTOTaTa Ha KIMHUIHO
NPOSIBEHOTO IpUITHO 3a0oisBane ot 25/519 (4,8%) B rpynara ¢ tuiane6o Ha 6/520 (1,2%) B rpynara c
o3entamuBup (76% namanenue [95% nosepurenen unrepsan 1,6 —5,7; p = 0,0006]) no Bpeme Ha
rpunHa enugemus B oomectsoro. BHIJI npu ToBa npoyuBasne e 28 (95% noseputenen natepsan 24 —
50).

IIpu mpoyduBaHe Ha Xopa B cTapyecka Bh3pacT B JOMOBE 3a Bb3pacTHH Xopa, kKbaeTo 80% ca 6miun
BAaKCMHHUPAHHU TPe3 CE30Ha Ha MPOYYBAHETO, O3EATaMUBHP 75 mg BEOIHBXK THEBHO, IPUJIara B
MPOABIDKEHNE Ha 6 CEIMUIIM, 3HAYNMO HaMaJIsiBa 4YeCTOTaTa Ha KIIMHUYHO MTPOSBEHOTO TPUITHO
3abomnsBane ot 12/272 (4,4%) B rpynarta ¢ mane6o Ha 1/276 (0,4%) B rpynara ¢ o3entamuup (92%
HamanieHue [95% nosepurenceH untepsain 1,5 — 6,6; p = 0,0015]). BHJI npu ToBa npoyuBane e 25
(95% noBeputenen untepsai 23 — 62).

Ipogunraxmuxa na epun npu umynokomnpomemupanu nayuermu: [IpoBeneHo e qBOHHO-CIISAIO,
iane0o0 KOHTPOIUPAHO, PAHAOMH3UPAHO H3MKUTBAHE 33 CE30HHA MPOPHUIAKTHKA Ha TPUI MIPH

475 umyHOKOMIIpOMeTHpaHH nanueHTH (388 manueHTH ¢ TpaHCIUIAaHTAlKUs Ha COJIMACH OpraH

[195 mnare60; 193 o3enramuBup], 87 MaUEHTH C TPAHCILIAHTAIIMS HA XEMOTIOETHYHN CTBOJIOBH
kietku [43 miane0o; 44 ozentaMuBHp], HSIMa MALMEHTH C APYTH UMYHOCYIIPECUBHH CHCTOSHHUA),
BKUTFOUHTENTHO 18 mema Ha BB3pacT oT 1 1o 12 roguawm. [IspBUYHATA KpaliHa TOYKA IMPU TOBA KIIMHIUYHO
U3IUTBAHE € YeCTOTaTa Ha J1abopaTOPHO MOTBBPAEH KIMHUYHO NIPOSBEH I'PHUII, OTIPENENIEH Upe3
KyJITUBHpaHE Ha BUPYCH W/WIIM YeTUPUKpaTHO nouieHue Ha HAI anturenara. Yectortara Ha
71a00paTOPHO MOTBBPACH KIIMHUYHO MposiBeH rpui e 2,9% (7/238) B rpynarta c miane6o u 2,1%
(5/237) B rpynara ¢ o3enramusup (95% U -2,3% — 4,1%; p = 0,772).

He ca MMPOBCKAAHU CHe]_[I/I(bI/I‘-IHI/I IMpoy4BaHUA 3a OIICHKA HAa HAMAJICHUCTO HAa PUCKA OT YCJIOKHCHUS.

Pezucmenmnocm kom ozeamamueup

Knunuunu npoy46aHul: PucksT oT mosiBa Ha TPUIIHU BUPYCHU C HaMaJICHA YyBCTBUTCIIHOCT UJIN
H3sBCHA PE3UCTCHTHOCT KbM O3CJITAMUBUP € U3CJICABAH IO BPEMC HAa CIIOHCOpUPAHU OT Roche
KJIMHUYHYU U3NUTBaHUs. Pa3BuTreTo Ha BUPYC, PE3UCTCHTCH KbM 03€JITAMUBHP, I10 BPEME Ha
JICYCHUCTO € MMO-4YCCTO IpH ACLA OTKOJKOTO IIPU Bb3PaCTHH, KaTO TOBA Bapupa OT IOJ 1% npu
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BB3pacTHUTE 10 18% npu KbpMaueTaTa Ha Bh3pact moj 1 roauna. JlenaTa, mpu KOUTO € YCTAHOBEHO,
Ye ca HOCHTEIIM Ha BUPYC, PE3UCTEHTECH KbM 03€NITAMUBUD, 110 MPUHIIUI OT/ENISAT BUPYCa IM0-
MIPOIBIDKUTETHO BPEME B CPAaBHEHUE C JIUIATa C YyBCTBUTEIICH BUPYC. PEe3UCTEHTHOCTTA KM
03eJITaMUBUD, Bh3HUKBAIIA [T0 BpeMe Ha JieueHue, 00adye He OBIUSIBA OTTOBOPa KbM JICUCHUETO U HE
NpeM3BUKBA yIIbIDKaBaHE HA CHMIITOMHUTE Ha TPHIIA.

Karo 15510 mo-Bucoka 4ecToTa Ha pe3UCTEHTHOCT KbM 03€JITAMUBHUP € HaOI0AaBaHa P Bb3PAaCTHH
MMYHOKOMIIPOMETHPAHH MAIMEHTH, JIEKYBaHU ChC CTAHIApTHA JI032 VI C JIBOIHA /1032 03EITaMUBHP
B nmpoawinkenue Ha 10 auu [14,9% (10/67) B rpynara che cranmaptHa no3a u 2,8% (2/71) B rpynara ¢
JIBOITHA J103a], B CpaBHEHHME C ITaHHU OT NPOYYBAHUS C JICKYBAaHU C 03€JITaMHBUD MHAYE 3/IPaBU
BB3pACTHU nanueHTy. [lo-roismara 4yact OT HallMeHTHTE, KOUTO pa3BUBAT PE3UCTEHTHOCT, ca
peuunueHTd Ha TpaHciuianTaT (8/10 manueHTH B TpynaTa ChC CTAaHAAPTHA J03a U 2/2 MaleHTH B
rpymata ¢ ABoiiHa /103a). [IoBeueTo OT MAlMEHTUTE C PE3UCTEHTEH Ha 03eTaMUBHp BHPYC Ca
WH(EKTUPAHU C TPUI TUITA B UMaT MIPOIBIDKUTEIHO OT/ICISHE Ha BUpYCa.

YecToTa Ha PE3UCTCHTHOCT KBbM 03€JITAMUBUDP B KIIMHUYHUTEC MPOYYBAHUSA

IManueHTH ¢ MyTaIu HA pe3ucTeHTHOCT (%)
@eHOTHNIM3UPAHE™ T'eno- u
IonyJjanusi nanMeHTH (peHoTHNIM3HpPaHE™
Bw3pactHu u roHOIIN 0,88% (21/2 377) 1,12% (27/2 391
Hena (1-12 romusm) 3,89% (66/1 698) 4,24% (72/1 698)
Kbpmauera (<1 roauna) 18,31% (13/71) 18,31% (13/71)

*HLHHO TCHOTUIIU3UPAHC HC € om0 M3BBPUICHO BbB BCUYKU IIPOYYBAHUA.

[IpodunakTuka Ha rpUIl

Hsma nannu 3a mosiBa Ha JISKapCTBEHA PE3UCTEHTHOCT, CBbp3aHa ¢ yrnoTpedara va Tamiflu npu
KIMHAYHUATE U3MTUTBAHUS, IPOBEJICHU JIOCETa P TPYIH clie ekcro3utyst (7 JHU), TIPU TPYIIH ClIe]T
EKCITO3UIUs B TOMaKUHCTBOTO (10 qHHK) U ce30HHA (42 nHM) npoUITaKTHKA HA TPHUII IPH
UMYHOKOMITETCHTHH nanueHT. He € HaOmoqaBaHa pe3ucTeHTHOCT 10 BpeMe Ha 12-ceqMUIHO
MPOYyYBaHE 32 MPOQUIAKTHKA TPU UMYHOKOMIIPOMETHUPAHU NAIIECHTH.

Knunuunu dannu u dannu om nadnodenue: OTKPUTH ca €CTECTBEHH MYTallUH, CBbP3aHH C HaMaJleHa
YyBCTBUTEIHOCT KbM 03€ITaMHUBHD IN VItro npu Bupycu tum A u B, n3omupanu ot nauuent 6e3
€KCIIO3MIUS Ha 03€1TaMUBHp. Pe3UCTEeHTHH 11aMOBe, CEJIEKTUPAHU 110 BpEME Ha JIEUCHHE C
03€JTaMUBUP, Ca U30JIMPAHU KAaKTO OT UMYHOKOMIIETEHTHH, Taka U OT UMYHOKOMIIPOMETUPAHH
NanueHTy. MIMyHOKOMIIpOMETHpaHUTE MAlMEHTH U MAJIKUTE JI€Lla ca U3JI0’)KEHU Ha Hal-BUCOK PUCK OT
pa3BUTHE HAa PE3UCTEHTHH Ha 03€JITAMUBUP BUPYCH 10 BpEMe Ha JICUCHUETO.

YcTaHOBEHO €, Ye PEe3UCTEHTHU Ha 03€ITaAMUBUP BUPYCH, U30JIMPAHHU OT MALUEHTH, JIEKYBaHU C
03eNTaMUBUD, U PE3UCTEHTHHU HA 03EITaMUBHP JIAOOPAaTOPHHU IIAMOBE Ha TPUITHUTE BUPYCH, ChABPKAT
myTarun B N1 1 N2 HeBpamuannazute. MiMa TeHISHINS MyTaIllMATE 32 PE3UCTEHTHOCT /1a ObaaT
cneun¢uunu 3a Bupycaus noarun. Ot 2007 r. ciopaIudHo ce OTKpUBA €CTECTBEHO Bb3HUKBALIATA
PE3UCTEHTHOCT, CBbp3aHa ¢ myTarusta H275Y mpu cezonnute mamose H1N1. UyBcTBuTEIHOCTTA
KBbM 03€JITaMHUBHP M MIMPOKOTO PA3NpPOCTPAHEHNE HA TE3W BUPYCH U3TIIEK/IA BAPUPAT CE30HHO U
reorpadcku. [Ipe3 2008 r. H275Y e Ouna otkpura nipu > 99% ot mupkynupammre HIN1 rpuman
nzonatu B EBpona. [Ipe3 2009 r. rpunausar supyc HIN1 (“cBuHCckH rpun”) e OMiI MOYTH €AHAKBO
YyBCTBHTEJICH KbM 03€JITAMUBUP, KATO € UMAaJIO0 CaMO CIIOPaIUYHU ChOOIECHHS 32 PE3UCTEHTHOCT BbB
BpB3Ka KaKTO C TEPANEBTHYHH, TaKa U C MPOPUIAKTHYHNA CXEMH Ha MpHiaraHe.
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5.2 ®apMaKOKMHETHYHH CBOIiCTBA

O6111a nahopManusa

Abcopoyus

OzenramMuBHp ce abcopdbupa 100pe OT CTOMANTHO-UPEBHUS TPAKT CIIC IIEPOPATTHO MPUIIOKEHUE Ha
o3entamuBup ocdat (mpekypcop) u ce MeTaboyM3upa B rojisiMa CTEIEH KaTo ce MPEeBphIla B
AKTUBHUSA METa0O0JIUT (03€NTaMUBUD KapOOKCHUIAT) IPEAMMHO C ITIOMOIITA Ha YePHOAPOOHHUTE
ectepasu. Hait-manko 75% ot mepopanHara f03a JOCTHra CAICTEMHOTO KPhBOOOpAIIEHHE MO
(hopMara Ha akTUBEH MeTa0oIuT. EXCrio3uIusTa Ha IpeaiekapcTBOTO MO0 OTHOIICHUE HAa aKTUBHUS
MeTaboNHuT € mo-Manka ot 5%. [InasMeHnTe KOHIIEHTPALMK Ha MIPEKypcopa U Ha aKTUBHUSI META0OIHT
ca MPONOPIIMOHAIHU Ha JI03aTa U HE CE MOBJIMSIBAT OT €JHOBPEMEHHO MPUIOKEHUE C XPaHa.

Pasnpeoenenue

Cpennusar o0eM Ha pa3npe/Ie/ieHUE B CTAIIMOHAPHO ChCTOSIHUE Ha 03€JTAMUBHP KapOOKCHIIAT MPH
xopa e nmpuonu3nuTenHo 23 aurpa — 00eM, eKBUBAJICHTEH Ha eKCTpallelyJiapHaTa TeJleCHa TeUHOCT.
Tbii KaTO HEBpaMUHHUIA3HATA aKTUBHOCT € eKCTpaleyJapHa, 03eITaMUBUP KapOOKCUIIaT ce
pasnpeneins BbB BCUYKH MECTa Ha PaslpOCTPAHEHUE HA TPUITHUA BUPYC.

CBBp3BaHETO HA 03EITAMHUBHP KapOOKCHUIIAT C IIA3MEHHUTE MPOTEHHHU IPY XOpa € HE3HAUYUTEITHO
(npubnmzurenso 3%).

buompancpopmayua

OszenramMuBHp € HOIJIOKEH HAa €KCTEH3UBHO NPEBPBIIAHE 10 03€ITaMUBHUDP KapOOKCHIIAT OT
ecTepasuTe, HAMUPAIIH Ce MPESAUMHO B YepHUs apo0. [IpoyuBanust in Vitro ca mokasainu, ue HUTO
03eNTaMUBUD, HUTO aKTUBHUAT My METaOOIHUT ca cyOCTpaTH WIIM HHXHOUTOPH Ha OCHOBHHUTE
uzopopmu Ha nutoxpom P450. He ca unentuduitpanu in Vivo KoHroratu oT ¢as3a 2 Ha HUTO €IHO OT
JBETE ChbEIMHEHUS.

Enumunupane

AGCopOMpaHUAT 03eNTaMUBHD C€ eTUMHUHUPA NpeauMHoO (> 90%) upe3 npeBpbIIaHETO MY B
o3enTamMuBup kKapOokcuiar. Cies ToBa TOH He ce MeTaboJIn3upa Mo-HATaThK U ce eTMMUHHUPA C
ypuHarta. [lukoBuTe MIa3MeHn KOHIEHTPALWU Ha 03€ITaMUBHpP KapOOKCHIIAT HAMAaJISBAT C MOJTYKUBOT
ot 6 o 10 yaca mpu MOBEYETO MHANBHUIU. AKTHBHHUAT META0OIUT C€ EMMMUHUPA U3IISIIO0 Ype3
0b0peuHa ekckpenusa. brOpeunusat knmupwHC (18,8 I/h) npeBumasa creneHTa Ha rIOMepyJIHA
tdunrpanus (7,5 1/h), koero mokasBa, 4e OCBEH TIIOMEpY/IHa (pUITpaIus ce U3BBPINBA U TYOYITHA
cekpenust. [To-manko ot 20% ot nepopanHara Oensi3aHa 103a ce eIMMUHUPA ¢ HEKaINUTE.

AQYI 1 CTICTTMAJIHU IOy I

Ileouampuuna nonynayus

Kvpuauema na ev3pacm noo I ecoouna. ®apmMakokuHeTHKATa, (hapMaKOAMHAMHUKATA U 0€301MacHOCTTa
Ha Tamiflu ca orleHeHH B 1Be HEKOHTPOJIMPAHH OTBOPEHH MPOYYBAHMS, BKIIIOUBAIIH 3apa3eHH C TPHIL
Jienia Ha Bp3pacT nox exHa roauna (N=135). CkopocTTa Ha KIMPHHC HA aKTUBHUS METa0OIIHUT,
KOPUT'HpaHa 3a TeJIECHOTO TErJI0, HaMalsiBa IIpU Bb3pacT I0A eAHa roauHa. ExcriosunusaTa Ha
MeTaboJIMTa ChILO € MO-IIPOMEHIINBA [IPY Hal-MaJKuTe KbpMadeTa. HamuuHuTe 1aHHM NIOKa3Bart, ue
excro3unusTa cies 1o03a 3 mg/kg npu kppmauera Ha Be3pact 0 — 12 Mecena ocurypsiBa €KCIIO3HITHH
HAa MpeJIeKapcTBOTO U METa00INTa, KOUTO C€ O4akBa Aa ObAaT eukacHu, ¢ mpoui Ha Oe30MacHOCT,
CPaBHHM C TO3U IIPH MO-TOJIEMH JIeTIa U Bb3PACTHH, MMOTydaBaIiy ojoopeHara g03a (Bx. Touku 4.1 u
4.2). CpoO1IeHNnTE HeKETaH! PEaKkMy ca B CbOTBETCTBHE C YCTAaHOBEHHsI PO Ha 6€301acHOCT
[IPU TIO-TOJIEMH JELa.

JluticBat gaHHM MpU KbpMadeTa Ha Bb3pacT 1o 1 roanHa 3a mpoduiIakTHKa Ha TPHUIT CIIC]
excriosuius. [IpodunakTikara mo BpeMe Ha rpUITHA eMUASMHES B OOIIIECTBOTO HE € MPOyYBaHa Ipu
Jlelia Ha Bb3pacT noj 12 roauHu.
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Ipoghunakmuka na epun cied ekCnosuyus npu Kopmaiema noo I-200uwina 8b3pacm no speme na
nandemus: CUMyJanpaTa Ha MIPUIOKEHNE BEIHBX THEBHO Ha 3 MQ/KQ mpu kbpMadera < 1 roguna
MOKa3Ba EKCIO3UITUS B CHITUTE TPAHUIIN UM TIO-BUCOKA OT Ta3u MPH TPUIIOKEHHUE BEIHBK THEBHO
Ha 75 MQ npu BB3pacTHU. Excro3uiusaTa He MPeBHUIIIaBa Ta3u MPH JICUeHHe Ha KbpMaueTa < 1 roguHa
(3 mg/kg n1Ba IbTH THEBHO) U CE OYAKBa Ja JOBEJE 10 CPAaBHUM MPOhMII Ha O€30macHOCT (BXK. TOYKA
4.8). He ca mpoBex1aHN KIMHAYHU W3MUTBAHUS ¢ TPODUIAKTHKA IPH KbpMadeTa Ha Bbh3pacT < |
TOJIHHA.

Kvpumauema u deya na 6v3pacm 1 200una uiu no-coremu: @apMakOKHHETHKATA HA 03EJTAMUBHD €
OIICHSIBaHA BHB (hapMaKOKHMHETHYHHU MPOYYBAHHS C SAHOKPATHO PUIIOKECHUE NIPU KbpMadeTa, Jiena u
IOHOIIIY Ha BB3pacT oT 1 10 16 ronuau. GapMakOKHHETHKATA IPH MHOTOKPATHO MPHUIIOKEHUE € Oniia
npoydveHa Mpy MaIbK OpoH Jiera, BKIFOUSHH B KIIMHUYHO U3MUTBaHe 3a eukacHocT. [lo-Mankure
Jiera ca OTJCIMIN MPEJICKapCTBOTO M aKTUBHUS MYy METa0O0JHUT 0-0bP30 OT BB3PAaCTHHUTE, KOETO ©
JIOBEIIO JI0 MO-HUCKA SKCIO3UINA 32 JajieHa no3a B mg/kg. Jlo3u ot 2 mg/kg naBaT ekcro3unuu Ha
03eNTaMUBUP KapOOKCHIIAT, CPABHUMHU C TE3H, TIOCTHTHATH IIPH BH3PACTHH, TTOJTy4aBaIy eJHOKPATHA
no3a ot 75 mg (mpubausurenno 1 mg/kg). dapMakoknHeTHKATa HA O3€JTAMHUBHP TIPH €A U FOHOIIH
Ha BB3pacT 12 roIlMHU WU MO-TOJIEMH, € TI0JJ00HA Ha Ta3u MPHU Bh3PACTHUTE.

Cmapuecka 8v3pacm

Excno3unusita Ha akTUBHHSA METa0OJINT B CTALIMOHAPHO CHCTOSIHUE € 25 10 35% mo-BHCcoKa MpH Xopa
B CTapuecKa Bb3pacT (Ha Bb3pacT OT 65 10 78 TOANHU) B CPaBHEHHUE C BB3PACTHU HOA 65 TOIUHHU Clie]
IPUIOXKEHUE Ha CPABHUMMU 103U 03eaTaMuBup. [1osykuBoThT, HaOJIr0JaBaH IIpU XOpa B cTapuecka
BB3PACT € NoA00eH Ha TO3M, HAOII0AaBaH MPH MIIaJu Bb3pacTHH. Bb3 OCHOBa Ha JieKapcTBEHATa
€KCIO3UIHS ¥ IOHOCUMOCTTA, HE € He0OXO0JMMO KOPUTHpaHe Ha Jj03aTa IIPH X0pa B CTapyecka
BB3pacT, OCBEH aK0 HAMa JaHHU 32 YMEPEHO WIIN TeKKO OBOpEeYHO yBpekaaHe (KpeaTHHHHOB
KupbHC 10 60 ml/min) (Bx. Touka 4.2).

bvbpeuno yspescoane

[punoxennero Ha 100 mg o3entamMuBup docdaT qBa MHTU JHEBHO B MIPOIBIDKEHAUE HA 5 THH NIPU
MAIMEHTH ¢ pa3InyHa CTeneH Ha ObOpPEeYHO yBpeXkAaHe MMoKa3Ba, 4e eKCIO3UIHUATA Ha 03EITAMUBUD
KapOoKcHuar € o0paTHO MPONOPLMOHAIHA HA HAMAIEHHETo Ha ObOpedyHaTta GyHkums. 3a 103MpoBKaTa
BIXTeE TOuKa 4.2.

Yeprodpobno yspedxcoane

IMpoyuBanus in Vitro ca nokasaiu, 4e He e 0YaKBa 3HAYMMO IMOBHIIIABAHE HA CKCIIO3UIUATA HA
03eNITaMUBUD, HUTO ITBK 3HAYMMO HaMaJIeHUE Ha eKCIIO3UIIMATA HA aKTHBHUSI MeTabOIUT NpU
MAIMEHTH C YePHOAPOOHO yBpexaane (Bk. Touka 4.2).

bpemennu orcenu

O600611eH oMy IanuoneH hapMaKOKHHETHYIEH aHAIM3 MTOKa3Ba, 4e cXxeMaTa Ha npuiarane Ha Tamiflu,
ommcaHa B Touka 4.2 ,.J[03upoBKa ¥ HA4YWH Ha MPIITIOKEHHE”, BOAH J0 TOo-HICKa ekcrosuttus (30%
CpelHa BEJIMYMHA 32 BCHYKHA TPUMECTPH) HA aKTHBHUS METaOOIUT Npy OpeMEHHH )KEeHH, B CpaBHEHUE
C JKeHH, KOUTO He ca OpemeHHH. [To-HUCKaTa oyakBaHa eKMO3UIUS 06ade ocTaBa HaJl MHXUOUTOPHUTE
koHneHTparuu (IC95 croitHoCTH) U B TpaHUIIUTE HA TEPANIEBTUIHOTO HIUBO 32 PEIUIla MaMOBe Ha
rpunsus BUpyc. OcBeH TOBa, UMa JaHHU OT 00CepBalMOHHN TIPOYYBaHUsI, IOKa3BallH M03aTa OT
HacTosIIaTa CXeMa Ha NMpuiaraie npy Tasu nomyiamnus nainueHTu. Cie1oBaTenHo, He ce IpenopbyuBa
KOpHUTHpaHe Ha J1o3aTa 3a OpeMeHHH JKeHH MPH JIUeHUE MK MPOPUIAKTHKA Ha TPHII (BXK. Touka 4.6
OeprunureT, OPeMEHHOCT M KbpMEHE).

HUmynoxomnpomemupanu nayuenmu

[MomynanuoneH GpapMaKOKHHETHUYCH aHATTN3 TOKa3Ba, Ye JICYCHUETO Ha Bh3PACTHU
UMYHOKOMITIPOMETHPAHU TAIMEHTH ¢ 03eaTaMUBUp (KakTo ¢ omucaHo B Touka 4.2. J[o3upoBka u
HAYWH Ha MPHIOKEHHE) BOJIH JI0 MOBHIIICHA eKcro3utus (10 50%) Ha akTHBHHS METaOOHT B
CpaBHEHHE C Bb3PACTHH UMYHHO HEKOMIIPOMETHPAHH TAIUEHTH ChC CPABHUM KPEATHHUHOB KIIHPBHHC.
ITopaau TTHPOKUTE TPAHKUIM HAa OE30MTACHOCT HAa aKTHBHHS METaOOIUT 00ade He € HEOOX0IUMO
KOpHUTUpaHe Ha J103aTa P Bh3PaCTHU 3apajili UMyYHOKOMITPOMETHUPAHUsS UM cTaTyc. [Ipu Bb3pacTHU
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MMYHOKOMITPOMETHPAHHM MMAIMEHTH ¢ ObOPEUHO YBpeXkKAaHe 00ade MO3UTE TPsOBa Ja ce KOPUTHPAT,
KaKTO € OIUCaHo B Touka 4.2. Jl03upoBKa 1 HAYWH Ha MPHIIOKCHHUE.

5.3 TlpenkJIMHUYHM JAHHH 32 6€30MACHOCT

HexsmHUYHUTE TaHHU HE MTOKa3BaT 0COOCH PUCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHATHUTE
(hapMakoIOrHYHH MPOYIBAHUS 32 0€30MACHOCT, TOKCHYHOCT MPH MHOT'OKPATHO MpHJIarane u
TFeHOTOKCUYHOCT. Pe3ynTatuTte 0T KOHBEHIIMOHAIHY IPOYYBAHUS 38 KAPLIMHOTCHHOCT IIpU IPU3adu
MIOKa3BaT TEHJCHLUS KbM /103a-3aBUCHMO ITOBHUILICHHUE HAa YECTOTATa HAa HIKOU TYMOPH, KOUTO ca
TUIIUYHU 32 U3MOJ3BaHNUTE BUIOBE rpu3aun. KaTo ce uMat npeaBua rpaHULMTe Ha €KCIIO3HUINS IO
OTHOLIIEHNE Ha OYaKBaHAaTa EKCIIO3HLIMUS MPH yIoTpeda MpH Xopa, Te3U AaHHH HE TPOMEHST
CHhOTHOIIIEHHETO To3a/puck Ha Tamiflu mpu o00peHNTE TepareBTHYHH MTOKA3aHUSI.

TepaTomorn4HUTE MPOYYBAHHS Ca TIPOBEACHU BbPXY IUTHXOBE U 3aHIM B JO3H CHOTBETHO JIO

1 500 mg/kg/nueBno u 500 mg/kg/nueBHo. He ¢ HabmoaaBan eekt BbpXy (peTamrHOTO pa3BHTHE.
[IpoyuBane Ha ¢pepTrimTeTa NIPH ITHXOBE B 7031 0 1 500 mg/kg/nHeBHO He € MmoKa3aio HeXXenaH!u
peakuuu BbpXy ABarta nona. [Ipu rpe- u mocTHAaTaTHUTE IPOYYBAHUS MPH ILTHXOBE € OTOENISI3aHO
yabbkaBaHe Ha paxaaHeto npu 1 500 mg/kg/nHeBHO: rpaHuiiaTa Ha 0€30IaCHOCT MEXY
EKCITO3UIUATA [TPH XOpa U Hail-BucoKaTa J103a 0e3 edext (500 mg/kg/nHEBHO) MPH IIBXOBE €
choTBeTHO 480 TBTH 32 03enTaMuBUp U 44 THTH 32 aKTUBHUS MeTabouT. deTanHaTa eKCIO3HUIUS TTPH
TUTHXOBE U 3ai1u ¢ mpubmmutenHo 15 1o 20% oT Ta3u Ha Maiikara.

IMpu mIBXO0BE C JAKTAIKsA 03¢ITAMUBHDP U AKTUBHUAT META0OJIHT C€ eKCKPETHUPAT B MIISIKOTO.
OrpaHuYeHU TaHHH MTOKA3BaT, Ye 03CITAMUBUD U AKTUBHHUSIT META0OJIHT Ce EKCKPETUPAT B KbpMaTa
npu xopa. [Ipu ekcTpamnonupane Ha JaHHUTE OT )KMBOTHH C€ TOIy4aBaT CTOWHOCTH OT

0,01 mg/nuerHo u 0,3 mg/THEBHO 32 CHOTBETHUTE CHCIUHCHHMS.

HabmronaBan e moTeHInan 3a KOXXHO CeHCHOMIIM3UpaHe KbM 03eJITAMUBHUD B "'maximisation" tect
BBPXY MOpCKH cBUHYETA. [Ipnbnusutenno 50% OT )KUBOTHUTE, TPETUPAHHU CaMO C aKTUBHOTO
BEIIIECTBO, MIOKa3BaT EPUTEMA CJIC/ MTPOBOKAIUS HA MHIYIMPaHH )XUBOTHU. HabmonaBaHo e oOpatumo
Jpa3HEHE Ha OYM Ha 3ailu.

Bbrpeku ue MHOTO BUCOKH €THOKPATHH MEPOPaTHU 103U o3eiTaMuBHp docdar oy popmara Ha col,
110 Haii-BUcoKata u3cieasana 103a (1 310 mg/kg), HsimMaT He)xelaHU peakiuy PH Bb3PACTHU
TUTHXOBE, TE3M JI03U Ca MPEAN3BUKAIH TOKCHYHOCT, BKIIFOUHTEITHO CMBPT, IPH MAJKH 7-THEBHU
rurbx4era. Te3u peakiuu ca HaOJro1aBaHu 1pu 1034 oT 657 mg/kg u no-pucoku. [Ipu 500 mg/kg He
ca yCTAaHOBEHH HEKEJaH! PEaKIINH, BKIFOUUTEITHO U CIIe/l XpoHUIHO Tpetupane (500 mg/kg nxeBHoO,
npunarasy ot 7 10 21 meH cien paxkaaHeTo).

6. OAPMAIEBTUYHU JAHHAU
6.1 Chnuchbk HA IOMOIHUTE BelecTBAa

Cop6uton (E420)

Harpues muxunporen mutpat (E331[a])

Kcanranosa ryma (E415)

Harpues 6enzoar (E211)

3axapun Hatpwuii (E954)

Turtanos muokcun (E171)

ApomMar Ha I1010B€ (BKITIOYBAIIY MAJITOIEKCTPUHH [IapeBHIa], IPOMMJIEH TIIUKOI, TyMa apaOuKa
E414 u HatypaiHO WACHTHUYHH apOMAaTH [CHCTOALIM CE MIPEJUMHO OT apoMaT Ha OaHaH, aHaHAC U
mpackoBal).

6.2 HecbBMECTHMOCTH

Henpunoxumo
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6.3 Cpox Ha roIHOCT

4 roauHn

Cren mpuroTBsiHe, n1a ce chxpansasa moxa 25°C 3a 10 mHu.
6.4 CroenmajHH yCJIOBHS HA CbXpaHeHUe

[a He ce cbxpansaBa Hax 30°C.
3a ycI0BUATA HA ChXPAHEHHE CJIE/ IPUTOTBSIHE HA JICKAPCTBEHHS MTPOAYKT BHXKTE TOUKa 6.3.

6.5 Buau chAbp:KaHHE HA OMIAKOBKATA

Byrtunka ot 100 ml, oT TBMHO CTBHKJIO (C ITOJIUITPOMTUIICHOBA, 3allIUTEHA OT JIella Kalavyka Ha BUHT,
BBHHIIIHA YaCT: TIOJUETUJICH; BRTPEITHA YacT: MOJUIIPOIIIICH; TIOKPUTHE: TTOJMUEeTIIIeH) ¢ 13 g mpax 3a
NepopaHa CyCIeH3 s, IIACTMACOB aaanTop (MOJIMETUIICH C HUCKA ITBTHOCT), IJIACTMACOB
nepopaier no3zatop ot 3 ml (¢ genenus ot 0,1 ml) u mepopanen gozarop or 10 ml (¢ genenus ot

0,5 ml) (tuHIBp ¥ OyTaNO: MOTUIPOITHIICH, 3aIIeYaTBalll IPHhCTEH Ha OCHOBATa HA CUITUKOH)
TTaCTMacoBa MEpHUTEIHA Yallka (TIOJUIIPOIIHIICH).

OnakoBKa OT eHa OYyTHIIKA.

6.6 CroenmnajHu NpeaNa3sHU MePKHU NPH U3XBBPJIsIHE U padoTa

[IpenoppuBa ce Tamiflu nepopasina cycneHs3us Ja ce IPUroTBU OT papmalieBTa, IPeIu 1a ce OTIYCHE
Ha TalHeHTa.

Crnien mpurotssire ¢ 55 ml Boza, usnon3saemMusT 00eM Ha HiepopaiHaTa CyCleH3 s M03BOJIsIBa
n3TersstHeTo Ha 0610 10 go3u mo 30 Mg o3enTamMuBup.

HDI/IFOTBﬂHe Ha niépopajHara CyYCIICH3UA

1.  Ilorymaiite neko 3aTBOpeHaTa OyTUIIKa HAKOJIKO ITBTH, 3a J]a C€ pa3poXKa IpaxsbT.

2. Otmepere 55 ml Boza, KaTo HAITBJIHUTE MEPUTEIIHATA YaIIKa 10 O3HAYEHOTO HUBO
(MepuTenHaTa Yalika, MPUIOKEHa B KyTHATA).

3. JloGaBere Bcuukute 55 Ml Boga B OyTHiIKaTa, 3aTBOpETEe OTHOBO OyTHIIKATa C Karaykara u

paskiareTe 1o0pe 3aTBOpeHaTa OyTHIIKa B IPOABIDKEHUE Ha 15 cexyHau.

Caasnere Kamaykara 1 OCTaBeTe alanTopa B IbPJIOTO Ha OyTHIIKATa.

3aTBopeTe IUIBTHO OYTHIIKATa ¢ KanaykaTa (BbpXy aganTtopa Ha OyTuikata). ToBa 11e mokaxe,
Ye alanToPbT NPUJISTa IPABUIIHO B OyTHIIKATA.

oa s

Caen pasrBapsine Tamiflu npax 3a mepopajiHa CycieH3us 1€ peACcTaBisiBa Henpo3pavHa Os1a 10
CBETJIO-XKBJITA CYCIIEH3USI.

Heusnon3sanuar MIPOAYKT WJIN OTHHaABYHUTC MAaTCPUATIN OT HECT'O Tp$[6Ba Ja CC U3XBBPJIAT B
CHOTBETCTBUEC C MECTHUTC U3HNCKBAHUS.

7. NPUTEXATEJ HA PASPEHLIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen
T'epmanus
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8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/02/222/005

9. JATA HA ITbPBO PAZPEINIABAHE/ITIOJHOBSIBAHE HA PASPEHIEHUETO 3A
YIHOTPEBA

JaTta Ha epBO pazpemanane: 28 HoemBpu 2011 1.

Jlata Ha nocneaHo noaHoBsABaHe: 22 mait 2012 r.

10. JOATA HA AKTYAJIUBUPAHE HA TEKCTA

IMoxpoOHa nH(pOpMAaIIKs 3a TO3U JICKAPCTBEH MPOIYKT € IpeocTaBeHa Ha yeOcaiita Ha EBpornelickara
areHIus 1o JiekapceTpaTa http://www.ema.europa.eu
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1. HME HA JIEKAPCTBEHUA TPOAYKT

Tamiflu 12 mg/ml npax 3a nepopaiHa cycneH3us

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB

Beekyu MUTMIIUTED OT IPUTOTBEHATA CYCIIEH3Us ChbPrKa 03eITaMUBHp Qocdat, eKBUBAJIEHTEH Ha
12 mg ozenramuBup (0seltamivir).
Enna Oytmiika ¢ npurorsenata cycrensus (75 ml) ceaspixa 900 mg ozentamMuBup.

[TomorHY BemiecTBa ¢ U3BECTHO JICHCTBUE:

30 mg o3enTamuBup cycnensus gocrass 0,9 g copOuton.
45 mg o3entamMuBUp cycneHsus goctass 1,3 g copoburo.
60 mg o3zenTaMuBHp cycrieH3us noctass 1,7 g copOuToL.
75 mg o3enTaMuBHp cycrieH3us nocrass 2,1 g copOuTo.

3a IBJIHUA CIIUCHK HA IIOMOIIHUTE BEIECTBA BIDKTE TOuKa 6.1.

3. JIEKAPCTBEHA ®OPMA

[Ipax 3a nepopaiiHa cycreH3Hs
[IpaxbT npencTasisiBa rpaHysIaT WM CJIETHA c€ TPaHyJaT ¢ Os1 IO CBETIO-KBIT LIBSAT.

4.  KJIMHHWYHU JAHHU
4.1 TepaneBTHYHHN MOKAZAHUSA

Jleuenue na epun

Tamiflu e mokaszan npu BE3pacTHU U J€lIa, BKIOYUTETHO JOHOCEHH HOBOPOJCHHU, ChC CHMITTOMH,
TUIIMYHM 33 TPHII, KOTaTO TPUITHUAT BUPYC HUPKYIHpa B 0011ecTBOTO. J[oKa3aHa € e(UKacHOCT,
KOTaTo JIEYEHUETO 3all0YHe A0 IBa JHHU OT HAYaJI0TO Ha CUMIITOMHUTE.

Ipoghunaxmuxa na epun

- [TocrekcroznuimonHa po¢HIIaKTUKA TIPH JIUIIA Ha BH3PACT | TOAMHA WK TIO-TOJIEMH CIIE]
KOHTAKT C KIIMHUYHO TUATHOCTUIIMPAH CIIy4aid Ha TPHIL, KOTaTo B 00IIECTBOTO ITUPKYIIHpa
TPUIIEH BUPYC.

- YmMecTHOCTTA Ha pritokeHneTo Ha Tamiflu 3a mpoduakTrka Ha Tpum TpsiOBa 1a ce onpeneis
BbB BCEKH OT/ENIEH ClIy4yail criopei 00CTOSATENCTBATa U MOy IalusITa, H3UCKBala 3amura. [Tpu
M3BBHPEIHU CUTYallH (Hamp. B cly4ail Ha HeChBIalaHe MEXIY LIUPKYJIUPAIIUTE U
BaKCHHAJIHUTE BUPYCHH IIaMOBE U NIPH MaHAEMHYHA CUTyanus) Ou MOTIIO Jja ce OOMHUCITI
CEe30HHA NPOQHIAKTUKA [IPYU JIMLA HA Bb3PACT €/1Ha FOANHA WU O-TOJIEMHU.

- Tamiflu e mokasas 3a mpoduIaKTHKA Ha TPHTIA CJIe] eKCTIO3UIHS IPH KbpMadeTa Ha Bb3pacT
non | roguHa mpu n30yxBaHe HA IPUITHA MTaHAEMHU (BXK. TOUKa 5.2).

Tamiflu me 3amecTBa OPOTUBOrpUIIHATA BAKCHUHAIIMA.

[IpunoxeHneTo Ha AHTUBUPYCHH CPEJICTBA 3a JIeUeHUe U MPO(UIIAKTHKA Ha TPHIT TPSIOBa J1a ce
pelaBa Bb3 OCHOBa Ha oHIMamHuTe penopbku. [Ipu B3eMaHe Ha penieHue 3a ynoTpeda Ha
03eNTaMUBUD 3a JIeUeHUE U MpoduiIakTuka TpsOBa 1a ce UMa MPEABH/ ChIISCTBYBAIaTa HHPOPMAaLUs
OTHOCHO XapaKTEPUCTUKUTE HAa UPKYJIUPAIINTE BUPYCH Ha TPUMa, HATMYHATa HHPOPMAIHI OTHOCHO
MoOJieJa Ha 9yBCTBUTEITHOCTTA KbM JIeKapCTBaTa MPOTUB TPHUII 32 BCEKH CE30H M 3HAYCHHUETO Ha
3a00JIsIBAHETO 32 pa3IMYHUTE reorpadcku 00NacTH U MOMyJIAUK OT MalMeHTH (BXK. Touka 5.1).
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4.2 Jlo3upoBKa M HAYMH HA NMPUJIOKEHHE

AOBI/I[ZOBKa

Tamiflu cycniensus u Tamiflu TBbpaU Karcyau ca GHOEKBUBAJIEHTHH JIEKapcTBEHH (opmu. J[03u OT
75 mg morar a ce npuiarar Wi

- KaTo e/lHa Karcyja oT 75 mg, uinu

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

- Karto eHa 1o3a oT 30 mg riroc eaHa 103a oT 45 My CycneH3Hs.

Bw3pacthuy, roHom win aena (> 40 Kg), kouto Morat Jia moriTpIaT KarcyJii, MOXKe Jia MojydaBar
nonxo st Ao3u ot Tamiflu karcynu.

3a kppMayeTa Ha Bb3pact 1o 1 roauHa: Tazu GopmMa He e moaXosIa 3a puiiaraie Mpu KbpMavera
Ha BB3pacT nox 1 romuHa. 3a moApoOHOCTH BIKTE pa3eiUTe MO-A0Ty.

Jleuenue
JlegenueTo TpsiOBa ma ce 3arovHe KOJIKOTO € Bh3MOXKHO ITO-PaHO B PAMKHUTE Ha ITBPBUTE JBA JHHU OT
MOsiBaTa Ha CAMITOMUTE Ha TPUIIA.

3a ronorw (ot 13 10 17-roaMiiiHa Bb3pacT) U Bb3pacTHU: [IpenopbunTeiHaTa epopaita 103a ¢

75 Mg o3eJTaMUBHUpP ABA IBTH JHEBHO B IPOABIKCHUE Ha 5 JHH.

IlenuaTpuyHa momyJsamnus

3a kppMaveTa u Jiella Ha Bb3pacT | roannaa uin no-rojemu: [Ipenmoprunrennara goza Tamiflu
MepopaliHa CYCIIeH3MsI € TIoCOYeHa B Ta0dnumara mo-noiy. [Ipemrarar ce Tamiflu karncynu ot 30 mg u
45 mg kaTo ajTepHAaTHBA Ha MpenopbunTenHaTa 1o3a Tamiflu cycnensus.

3a neyeHue Ha KbpMaueTa U JIella Ha Bb3pacT | TouHa WK MO-TOJIEMHU, C€ IPETOPbUBAT CICIHUTE
CXEMH Ha MpUJIaraHe, KOpUrupaHu CIIopes] TEeroTo:

TeJiecHO TerJ10 IIpenopbunTe/iHA 1032 32 5 THH
10 kg mo 15 kg 30 mg ABa IbTH THEBHO
> 15 kg o 23 kg 45 mg aBa I'bTU AHEBHO
> 23 kg mo 40 kg 60 mg 1Ba TBTH THEBHO
> 40 kg 75 Mg Ba IbTH JHEBHO

Iemna, kouto Texar > 40 Kg 1 KouTo Morar fa morirbInaT Karcyiiu, MOJKe J1a Obaar IeKyBaHH ¢ 103aTa
3a BB3pACTHH OT 75 M( KarcCysu Ba BT JHEBHO B MPOJIBIDKCHIE HA 5 THHU KAaTO ajlTepHATHBA HA
npenoprunTenHara go3a Tamiflu cycrnien3us.

3a kppMaueTa Ha Bb3pacT mox 1 rogamna: Tasu nmekapcteena dopma (Tamiflu 12 mg/ml mpax 3a
HiepopaHa CyCIeH3Hs ) He € MOJXOSIIA, Thil KaTO CIPUHIIOBKATA, TIPHJIOKEHA B OITAKOBKATa
(rpamyunpana B mg), He MMO3BOJISBA MIPABUITHO aJalTHPAHE Ha J03aTa, a yrnoTpedara Ha CIIPUHIIOBKH,
rpaxyupany B ml, MOXe J1a JOBe/ie 10 HEMPUEMIIMBO HETOYHO fo3upane. [Ipu murca va 6 mg/ml
nepopajHa CyCleH3us, TPsOBa J1a ce MpeANoYrTa Ipenapar, IpUuroTBeH B anrteka. Mo, HampaBeTe
crnpaBka ¢ KXII na kancynure ot 30 mg, 45 mg u 75 mg (touka 6.6).

Ipogunaxmuxa

Hocmexcnoszuyuonna npogunaxmuxa

Ipu ronommw (ot 13 g0 17-roauinHa Bb3pacT) U Bb3pacTHU: [IpenopbunTenHara g03a 3a
npoMIaKTHKa Ha TPU clie/l OJIN3bK KOHTAKT ChC 3apa3eHo JIMIE € 75 MY 03eNTaMHUBHpP BEAHBK
JHEBHO B npoabipkenue Ha 10 quu. Jledenunero TpsOBa a 3amoyHe KOJIKOTO € Bb3MOXKHO I0-PaHO B
paMKuTe Ha JABa THU OT KOHTAKTa ChC 3apa3eHOTO JIUIIE.
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IIpu xppMaveTa 1 Jera Ha Bb3pact | roauHa wiu no-rojaemu: [Ipenmarar ce Tamiflu kamcymnm ot
30 mg u 45 mg kaTo alNTepHATHBA Ha MpenopbuuTeaHaTa 1o3a Tamiflu cycnensus.

[IpenoppunTenHaTa MOCTEKCIO3UIMOHHA NpoduaakTHyHa go3a Ha Tamiflu e:

Tes1ecHO TerJ10 IpenopbunTesina 103a 3a 10 quu
10 kg mo 15 kg 30 My BeAHBK JHEBHO
> 15 kg mo 23 kg 45 mg BeTHBX THEBHO
> 23 kg o 40 kg 60 Mg BeAHBK THEBHO
> 40 kg 75 Mg BeIHBK THEBHO

Hemna, kouto Texar > 40 Kg 1 KouTo MoraT [a MorIbInaT Karcyyay, 3a Mpo(UIakTHKA MOKE CBIIO Ja
oJIy4yaBaT I10 €JIHa Karcyja oT /5 My BeAHBXK IHEBHO B MpoAb/ukeHre Ha 10 JHM KaTo aaTepHaTHBA
Ha TpenopbunTenHaTa fo3a Tamiflu cycnensust.

3a kppMaueTa Ha Bb3pacT mox 1 roamna: Tasu nmekapctBena dopma (Tamiflu 12 mg/ml mpax 3a
HiepopaiHa CyCIeH3us) He ¢ MOAXOSIIA, Thil KaTO CIIPUHIIOBKATA, MIPHJI0KEHA B OTAKOBKATa
(rpamyupana B mg), He O3BOJISIBA PABIJIHO aaNTHPaHEe Ha J03aTa U ynoTpedaTa Ha CIIPUHIIOBKH,
rpaayupaHy B ml, MOXe J1a JOBEJIe 10 HEMPUEMIIMBO HETOYHO fo3upane. [Ipu jurca Ha MOAX O
nekapcTeena Gopma (6 mg/ml nepopainua cycrensus), TpsioBa 1a ce IpeAmoYnTa Iperapar,
NpUTOTBEH B anteka. Mo, Hanpasete cripaBka ¢ KXII Ha kancynure ot 30 mg, 45 mg u 75 mg
(Touka 4.2).

Ipogunraxmuxa no epeme na epunua enudemus 8 0OWECMEOMO

[IpodunakTukara Mo BpeMe Ha TPUITHA SIHIEMUS HE € MPOYyYBaHa MPH Jella Ha Bh3pacT noj 12
roguay. [IpenoppunTenHara g03a Ipy B3PacTHU U IOHOIIN 32 TPOMIIaKTHKA HA TPHII 10 BpeMe Ha
enueMus B O0IECTBOTO € 75 MQ 03eNTaMUBHUP BEIHBK JTHEBHO JI0 6 ceMuUIIH.

CrelyaiHy MomyIalyn

Yeproodpobno yspedcoane

He ce usuckBa kopurupane Ha j03aTa 3a JICUYCHHE WK TPO(UIAKTHKA TPU MAIUSHTH C HapyIIeHa
4yepHoapoOHa GyHKIms. He ca mpoBexIaHu U3MUTBAHKS TIPH NEIHATPUYHH TAIUSHTH C YSPHOIPOOHO
HapyIICHHUE.

bvopeuno yspeacoane

Jleuenue na epun: TlpenopbuBa ce KOPUTUPAHE HA J103aTa TIPU Bh3PACTHH U FOHOIIHN (Ha Bb3pact ot 13
10 17 roauHm) ¢ yMEpEeHO WITH TEeXKO OBOpeuHo yBpexaane. [IpenopbunTenHuTe 1034 ca
MIPEICTaBeHH MOAPOOHO B TaOIHIIATA ITO-OITY.

KpeaTHHHHOB KJIHPBHC IIpenopbunTe/iHa 1032 32 JIeUeHHE
> 60 (ml/min) 75 M@ 1Ba IBTH THEBHO
> 30 1o 60 (ml/min) 30 mg (cycrieH3us WM KalcyJiu) 1Ba T THEBHO
> 10 mo 30 (ml/min) 30 mg (cycnieH3us WM Karcyin) BeIHBXK THEBHO
£ 10 (ml/min) He ce mpenoppuBa (HAMa JaHHN)
[TanmeHTH Ha XeMoaMaAIN3a 30 mg ciex Besika cecusi HA XeMOIHaIn3a
[TaneHTH HA TIEPUTOHEATHA THATN3a™ 30 mg (cycneH3us WK KarcyJii) eIHOKpaTHa 103a

* JTaHHHTE ca [OJIyIEHH OT IPOYYBAHUS PH MAMEHTH Ha IPOIbIKUTENHA aMOyJIaTOpHA EPUTOHEATHA
nuanusza (CAPD); ouakBa ce KIMPBHCHT Ha 03€ITaMUBHP KapOOKCUIIAT 1a ObJIe MO-BHCOK, KOTATo Ce MpHiara
aBTOMAaTHYHa epuToHeanHa quanusa (APD). HaunusT Ha nedenne moxe aa ce mpomenu ot APD na CAPD,
ako HepoJIOrbT CUMTa TOBA 32 HEOOXOIMMO.
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Ipoghunaxmuxa na epun: lpenopbuBa ce KOPUTHPAHE HA J]03aTa MPH Bh3PACTHH U IOHOIIH (Ha
BB3pacT oT 13 10 17 TOauHM) C YMEPEHO MIIH TEKKO OBOPEUHO YBPEKIaHE, KAKTO IMOJAPOOHO €
MIPEJICTABEHO B TaOIMIIATA TI0-TIOITY.

KpeaTHHHHOB KJIMPBHC IIpenopbunTe/iHa 1032 32 NPOPUIAKTHKA
> 60 (ml/min) 75 M@ BeIHBK JHEBHO
>30 mo 60 (ml/min) 30 mg (cycrieH3us WM Karcyin) BEIHBK THEBHO
> 10 po 30 (ml/min) 30 mg (cycrieH3us Wiau KarcyJyiu) Ipe3 IeH
£ 10 (ml/min) He ce npenopwuBa (HIMa TaHHH)
[TanmeHTH Ha XeMOANAIN3a 30 mg ciex Besika BTOpa cecHst Ha XeMOANAIN3a
[TanmeHTH Ha EpUTOHEATHA AUATH3a™ 30 mg (cycneH3ust uau KaIcyin) BeIHBK CEIMUIHO

* JlaHHMTE ca MOJYYEHU OT NPOYYBAHHS IIPU NALUMEHTH Ha IPOLBDKUTENIHA aMOyIaTOpHa IIEPUTOHEATIHA
nuanu3a (CAPD); oyakBa ce KIMPBHCHT Ha 03€ITaAMUBHP KapOOKCHIIAT fa ObJIe MO-BUCOK, KOI'aTO C€e IpHiiara
aBTOMaTUyHa nepuroneanda auanusa (APD). HaunubT Ha neyenue Moxe na ce npomenu ot APD na CAPD,
aKo HePOJIOT'PT CUNTA TOBA 32 HEOOXOIMMO.

Hsma qoctaTh4HO KIMHWYHA JaHHY IPU KbpMaueTa U Jera (Ha Bb3pacT 12 rouHM U MO-MaJiku) ¢
OBOpeYHO yBpEXKIaHE, 32 ]a MOXKE JIa CE HANPABAT MPETOPHKH 32 JJO3UPOBKATA.

Cmapuecka 8v3pacm
He ce u3uckBa kopurupane Ha J03aTa, OCBEH aKO HAMa JIAHHU 332 YMEPEHO WITH TEXKO OBOpedHO
YBpEXKIaHE.

HmyHnoxomnpomemuparu nayuernmu

Jleuenue: TlpenopbunTeIHATa IEPOPAIIHA 71032 38 BB3PACTHH € 75 MY 03eNTaMUBHD J[BA IBTH JHEBHO
B nnpoabinkeHue Ha 10 nuu (Bk. Touku 4.4, 4.8 u 5.1). Jleuenunero TpsOBa 1a ce 3a10YHE BH3MOKHO
Hail-0bp30 B paMKHUTE Ha MBPBUTE ABA AHU OT MOSBAaTa HA CAUMIITOMUTE Ha IPUIL.

Cezonna npogunaxmuxa: IIpu IMyHOKOMIIPOMETHPAHH MMALIMCHTH € OLIEHsABaHA IMO-MPOIBbIDKUTEIIHA
ce3oHHa npodunaktuka 10 12 ceamuiu (Bx. Touku 4.4, 4.8 u 5.1).

Hauws Ha npunoxeHue

3a mpuIIoKeHNe B ONIAKOBKATa € IMOCTaBeH NepopaiieH go3arop ¢ aeienus 3a 30 mg, 45 mg u 60 mg.
3a TOYHO o3HMpaHe TPsOBa Ja ce U3I0I3Ba CaMO MPUIIOKEHHs ITepopaieH 103aTop (He MOXKe J1a ce
M3II0JI3Ba CIIPUHIIOBKA ¢ aenenus B Mi).

[penopswusa ce Tamiflu npax 3a nepopaiHa cycnieH3us 1a ce NPUroTBY OT (hapMarieBT MPE/IH Ja ce
OTITyCHE Ha MaluenTa (BX. Touka 6.6).

4.3 TlpoTuBomoOKa3aHusA

CBpPBX4IyBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO HJIM KbM HIKOE OT TIOMOIIHHUTE BEIECTBA,
n30poeHH B Touka 6.1.

4.4 CpeuuajiHu mpeIynpes;kieHus U NpeAnasHu MepKH Npu ynorpeda

OszenramuBHp € eQuKaceH caMo cpelly 3a0oJsBaHe, IPHYMHEHO OT TPUITHU BUpYCcH. Hsama naHHu 3a
e(pUKacCHOCT Ha 03eJTaMHUBUP NpH 3a00Js1BaHe, IPEAN3BUKAHO OT APYTH NPUYUHUTEIH OCBEH
BHpYCHUTe Ha rpuna (BX. Touka 5.1).

Tamiflu He 3aMecTBa poTHBOrpUIIHATA BakcHHAIMs. Yorpebara Ha Tamiflu e TpsiOBa na mosusBa
Ha OIICHKATa Ha XOpaTa 3a €KeroJHO BAKCHHUPAHE POTHB TPHII. 3allMTaTa CPEIly IPHIT POAbIKaBa
camo mokaro ce nprmaara Tamiflu. Tamiflu tps6Ba ma ce u3mon3sa 3a meueHue u MPOQUITAKTHKA HA
TPHUI CaMO, KOTaTo HAJCKIHH STUIEMHONIOTHYHN TaHHU TIOKA3BaT, Y B OOIIECTBOTO IUPKYIHpa
TPHUIICH BUPYC.

YCTaHOBEHO €, Y€ YyBCTBUTEIHOCTTA HA LIMPKYJIMPAILUTE I1aMOBE TPUITHU BUPYCH KbM O3€1TaMHUBHP
Bapupa 3HaunTeIHO (BK. Touka 5.1). [lopaau ToBa, korato pemraBaT aanu jaa usnoissar Tamiflu,
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NpEMUCBAIINTE JIEKapH TPIOBa J]a B3eMaT MPEJIBUJI Hal-CKOPOIIHATA HAIMYHA HH(DOpMAIIHs 32
XapaKTePUCTUKHUTE Ha YyBCTBUTEITHOCT KbM O3€ITaMUBUD Ha IUPKYINPAIIATE B MOMEHTA BUPYCH.

TekKO ChITBTCTRAINO 3200JIIBaHE

Hsma nadopManus OTHOCHO 6€30MacHOCTTa ¥ e(hpUKACHOCTTA HA O3EITAMUBHP MPH NAIUEHTH C
TOJIKOBA TEKKO MJIM HECTAOMIIHO OOJIECTHO CHCTOSIHHE, Y€ /Ia CE CUUTAT M3JI0KEHN Ha HETIOCPEICTBEH
PHUCK, KOMTO Hajara XOCIuTaIn3aIusl.

VIMyHOKOMIPOMETHPAHH TTAIMEHTH

EdukacHocTTa Ha 03eATaMHUBUP MPH JICYCHHE WM TPOPUIAKTHKA HA TPUTT IPU
UMYHOKOMIIPOMETHPAHH MAI[MEHTH HE ca KAaTerOPHYHO yCTAHOBEHH. [IpOABIDKUTETHOCTTA HA
JICYEHHUETO Ha TPUIT IPH KIMYHOKOMITPOMETUPAHHU Bh3PACTHHU MALMEHTH obade TpsioBa na obae 10 auu,
TBU KaTo HAMa MPOYYBAHHS 32 IMO-KPAaThK KypC Ha JICYCHHE C 03ITAMHBUD TIPH Ta3U IPyIia MalueHTH
(Bx. Touka 5.1).

Cop1edyHO/peCIMPaTOPHO 3a00IISIBAHE

EdukacHocTTa Ha 03e1TaMUBUP MPH JICYCHUE HA JIUIA C XPOHUYHO CHPACYHO 3a00JsIBaHE W/HITU
pecnupaTopHO 3a00/IsIBaHe He ¢ ycTaHoBeHa. He ¢ HaOro1aBaHa pasiidka B 4ecToTaTa Ha
YCIIOKHEHHUATA MEX Ay TPYIIUTE Ha JICUCHHE U Ha I11arie0o0 Mpu Ta3u momyaius (BK. Touka 5.1).

Ilenuarpuyna nomnyianus
[ToHacTosIeM HAMa TaHHHU, KOUTO Ja ITO3BOJIAT JIa CE HAIlpaBH MPEropbKa 3a J03UPOBKATa MPU
HEJIOHOCEHHU Jieia (MIOCTKOHIENIIMOHHA BB3pacT < 36 ceaMuIIn).

Texkxo 6b0peyHO YBpek1aHe

[IpenopbuBa ce KOpUrUpaHe Ha 103aTa 3a JeueHUe U NpodUITaKTHKA TP FOHOIIH (Ha Bb3pacT oT 13
1o 17 roguHM) ¥ BE3pACTHH C TEKKO OLOpEUHO yBpexkaaHe. HaMa 10CTaThYHO KIMHUYHH JaHHH MTPH
KbpMaueTa U jiena (Ha Bb3pacT | roinHa Wiu Mo-ToJIeMH) ¢ ObOPEYHO YBpPEKIaHe, 32 J]a MOTaT J1a Ce
HaIpaBsT MPETIOPHKHU 3a JOo3UpoBKaTa (BX. ToUuku 4.2 11 5.2).

HeBpo-ncuxuvnu chOuTUs

Mma choO1IeHns 3a HeBpO-TICHXUYHU CHOUTHS TT0 BpeMe Ha mpriokeHne Ha Tamiflu mpu narmuenTu ¢
rpur, 0ocoOeHO MpH Aera U roHomd. Te3n chOnuTrs ca HabIto1aBaHy CHIO U MIPH MAIIMECHTH C TPHUIT 0€3
MPHUJIOKEHUE Ha o3enTaMuBHp. [lanmeHTuTe TpsOBa BHUMATEITHO JIa C€ HAOJI0JaBaT 3a MPOMEHU B
TIOBEJICHUETO, KaTO MOJI3UTE U PUCKOBETE OT MPOJIbIDKaBaHE HA JICUCHHETO TPSIOBA BHUMATEIIHO Ja Ce
MIPETICHABAT IIPH BCEKU MAITUEHT (BXK. Touka 4.8).

To3u nexapcTBeH MPOAYKT ChIIbpxka copOuTo. [lanuenT ¢ peaKu HacaeICTBEHU HApYIIICHHUS Ha
HEIIOHOCHMOCT KbM (DPYKTO3aTa, HE TPAOBA J1a pUeMaT TOBa JIEKAPCTRO.
CopOuTonbT MOXKeE J1a UMa cad JTaKcaTUBEH eEKT.

4.5 Bs3ammopneiicTBHe ¢ IPYTH JeKapcTBeHH MPOAYKTH U APYTH (OPMH HA B3auMo/eiicTBHe

B®3 ocHOBa Ha (hapMaKOKMHETUUYHUTE CBOMCTBA Ha 03€JITAMUBUP, KATO HUCKATa CTEIIEH Ha CBbP3BaHE
C IPOTEHHUTE U MeTabosn3bM, HezaBrucuM oT CYP450 u rimroKypoHUIa3HUTE CUCTEMH (BXK. TOYKA
5.2), MOXe J1a ce MPearoiokKH, Ye KIMHUYHO 3HAYMMHUTE JIEKAPCTBEHH B3aMMOCHCTBHUS Ype3 Te3U
MEXaHU3MH HE Ca BEPOSATHH.

IIpobenenmn
He ce m3uckBa kopurupaHe Ha J103aTa, KOraTo ce Ipuiiara ¢JIHOBpEeMEHHO ¢ TIPOOSHEIN T TPH

MAIUeHTH ¢ HOpMaiHa 0bOpeuHa ¢pyHkms. EMHOBpEeMEHHOTO MPUIIOKEHUE Ha MTPOOCHEIIN]T, MOIIICH
WHXUOWTOP Ha aHHOHHUTE ITbTHINA Ha OBOpeuHaTa TyOyIHa CEKPEITHs, BOJH IO O30 IBYKPATHO
YBEITMUEHNE Ha EKCITO3UIIMATA HA aKTUBHHSI META0OIMT HA 03EIITAMUBUP.

AMOKCUIIMINH
O3zentaMuBHp HAMA KHHETHYHO B3aUMOJCHCTBUE C aMOKCHIIFIIMH, KOHUTO C€ SITMMHHHPA IO CHITUS
BT, KOETO TIOKA3Ba, Y€ B3aUMOJICHCTBUETO HA 03CJITAMUBHUP C TO3H BT € CIIa00 U3Pa3eHO.
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br0pedno ennMuHupane
KimmHu4HO 3HaYMMU JIEKAapCTBEHH B3aMMOCHCTBYS, BKIIOYBAIN KOHKYpHpaHe 3a OhOpedyHara

TyOyJIHA CEKpEIHsl, ca MAJIKO BEPOSTHY MOPaIy U3BECTHATA TPAHMUIIA HA OE30MACHOCT Ha MOBEYETO OT
TE3H JIEKapCTBa, CBOWCTBATA HA CIIMMHHUPAHE HAa AKTUBHUS META0ONUT (TIIOMEpyJIHa GUATPAIUS U
AQHUOHHA TYOYyJIHA CeKpelusi) ¥ Bb3MOXKHOCTUTE Ha T€3M ITBTHIIA 3a eKCKperms. TpsoBa na ce
BHUMaBa 00aue, KOraTo ce MPEe/MuCBa 03eNTaAMHBHP HA JIKI[A, KOUTO MPUEMAT JIEKAPCTBA ¢ TECHU
TepaneBTHYHN TPAHHIIU, CKCKPETUPAIIU CE O CHIIUTE MBTHIIA (HATP., XJIOPIPOIAMHUI, METOTPEKCAT,
(heHnnOyTa3oH).

JonbnHuTeNHA HHPOpMAIHS

He ca nabmronaBanu papMakOKHHETHYHH B3aUMOJICHCTBHS MEXTY O3€JITAMUBHP VIIH TNIABHUS MY
MeTabOoJIUT, KOTaTO 03EJITAMHUBHP CE MPHUJIara ¢JHOBPEMEHHO C MapaleTaMoll, alleTHIICATHITAIOBA
KHCEIMHA, ITUMETUINH, aHTHANUIY (MAarHe3UeB U ATYMUHHUEB XUIPOKCH/] M KAJIITUEBU KapOOHATH),
pUMaHTaIuH Wik BapdapuH (IpH JIMia, CTA0MIHU PH JiedeHre ¢ BapdapuH U 0e3 Irpuil).

4.6 @epTuauTer, 5)peMEeHHOCT U KbpMeHe

BpemenHocT
I'pumbT ce CBBp3BaA ¢ HEXKENAH U3X0J] 32 OPEMEHHOCTTA U 32 II0Ja C PUCK OT 3HAYUTEITHU BPOJCHH

MasihopManry, BKIIOYUTEIHO BPOACHH chpAeuHH AedekTu. ['osim obeM naHHM 32 OpeMEHHH KECHH C
eKCITO3UIIUS Ha 03EJITAMHUBHUP OT IIOCTMAaPKETHHIOBH ChOOLICHHS ¥ 0OCEpPBAIIMOHHHU MTPOy4YBaHHs (32
u3xona Ha rmoseue oT 1 000 ciaydas ¢ eKCIo3uIHs pe3 MbPBHUSI TPUMECTBP) HE MOKa3BaT
Mal(popMaTUBHA WK (eTaHa/HeOHATAIHA TOKCUYHOCT Ha 03€JITAMUBHP.

B enHo oOcepBalioHHO TpOyYBaHe, 00aye, Makap u 0e3 MOBHUIIICHHE Ha OOIIUS PUCK OT
MasihopMariuu, pe3yiITaTUTE 3a 3HAYUTEITHU BPOJICHH ChbPACYHU TePEKTH, TUATHOCTUIIMPAHU B
pamkuTe Ha 12 Mecela OT paxx/JaHeTo, He ca yoeauTenHu. B ToBa mpoydBaHe yecToTara Ha
3HAYUTEITHU BPOJICHU ChPJICYHU JIEPEKTH CIIe]] eKCIIO3UIUS Ha 03EITaAMUBHP 110 BpeMe Ha IIbPBUS
TpumecTbp € 1,76 % (7 kppmadera ot 397 6pemenHoctH) B cpaBHenue ¢ 1,01 % npu GpeMeHHOCTH
6e3 excrio3uiust ot obmrara nomysnarus (Odds Ratio 1,75, 95 % nosepurtenen uarepsan 0,51 1o 5,98).
Hsma sicHOTa OTHOCHO KITMHUYHATA 3HAYMMOCT Ha Ta3W HAXOJKa, Thi KaTo MPOYYBAHETO € C
orpaHUYEHa CTaTUCTHYeCKa MOITHOCT. ChIIO TaKa TOBA MPOYYBAHE € TBHPJIE MAJIKO, 32 J]a C€ OICHSAT
HAJICKTHO OTACTHUTE BUOBE 3HAYMTETHN Mandopmaiiu. OCBEeH TOBA, EHUTE C EKCITO3MIINS HA
03€NITAMUBUD U JKEHH 0€3 eKCIO3HIIUS He MOTaT J1a ObJIaT HAITBIIHO CPaBHUMH, 0COOEHO 110 TOBa Jalii
ca MMAaJIM TPHIT UK He.

IIpoyuBaHusITa IpH )KUBOTHHU HE ITOKA3BaT PENPOAYKTUBHA TOKCHYHOCT (BXK. ToukKa 5.3).

Ipu HEOOXOAMMOCT MOKE J1a ce 0OMuCIH J1a ce npuiokd Tamiflu mo Bpeme Ha GpeMeHHOCT U ciien
KaTo ce B3eMe I10]] BHUMaHHEe HaJIMIHATa HH(POPMAIHs 3a 6€30MacHOCTTA U 3a Toy3aTa (3a JaHHH
OTHOCHO TI0J13aTa MPU OPEMEHHU JKEHU MOJIs, BIXKTe Touka 5.1 ,,JIeueHue Ha rpurt npu OpeMeHHH
JKEHH””), ¥ MTATOTEHHOCTTA Ha UPKYJIHUPAIIHS [I1aM TPHUITEH BUPYC.

Kspmene
O3zentaMuBHp W aKTUBHHSIT METa0OJIHMT C€ EKCKpEeTHpaT B MIIIKOTO Ha TUTHXOBE ¢ JakTanus. Mima

MHOTO OrpaHrU4cHa I/IH(l)OpMaLII/ISI 3a I€1a, KbpMCHH OT MaﬁKI/I, KOUTO NprUCMaT 03CJITAMHUBUD, U
OTHOCHO CKCKPCLUATA Ha O3CIITAMHUBUP B KbpMaTa. Ol"paHI/I‘-ICHI/I JaHHU IMOKa3BaT, Y€ O3CJITAMUBUD U
AKTUBHHUAT MY MeTaOOJIUT ce OTKpHBAaT B KbpMaTa, HO HUBAaTa Ca HUCKHU, KOECTO ou JOBECJIO OO0 IMpUeEM
Ha CY6TCpaHeBTI/I‘lHa A03a OT KbpMA4i€TO. Karo ce uma npeaABUJ Ta3du I/IH(I)OpMaI_II/IFI, IIaTOIrCHHOCTTA Ha
HUPKYyJIHpalys mam Ha TpuiiHusa BUPYC U OCHOBHOTO ChCTOAHUC HA KbpMCIIlAaTa )KCHA, MOXKC a CC
ooMHCIIH MIPUITIOKCHHUE HAa 03CTITAMHUBHP, KOraTO KMa KaTETOpHUYHa IMMOTCHIMAIHA I10J13a 34 KbPpMEIIINUTE
MaunKu.

DepTUIuTeT
B®3 ocHOBa Ha HEKJIMHUYHHUTE JaHHH, HAMA JoKa3aTeicTsa, ue Tamiflu okassa ehekT BEPXY MBKKHUSL

WIIN JKEHCKUS pepTunuTeT (BXK. Touka 5.3).
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4.7 EdekTH BbPXY cocOOHOCTTA 32 modupaHe u padoTa ¢ MAIIMHU
Tamiflu He noBKsBa cCIOCOOHOCTTA 3a MOodUpPaHe U padoTa C MAILIMHU.
4.8 HexeslaHu JIeKaAPCTBEHH PeaKkIMu

O06obmenune Ha mpoduna Ha 6e30macHOCT

OO6muaT npodui Ha 6e3omacHocT Ha Tamiflu ce ocHoBaBa Ha naHHu OT 6 049 BB3paCTHU/IOHOIIN U
1 473 neauaTpuyHU MaNKeHTH, JekyBanu ¢ Tamiflu unu mmare6o 3a rpur, v Ha JaHHU OT

3 990 BB3pacTHH/IOHOMN U 253 MeANaTPUYHU MaLMEeHTH, moay4yaBanu Tamiflu wnn mnane6o/6e3
JeYeHue 3a MpoHUIaKTUKA Ha TPHII II0 BpeMe Ha KIMHUYHHUTE Ipoy4yBaHus. B nonbsinenue, 199
UMYHOKOMIIPOMETHUPAHU BB3PACTHU MAaIMEHTH roiy4dasart Tamiflu 3a neyenue na rpum, a

475 nMyHOKOMIIpOMETHpaHU NauueHTy (BKiountenHo 18 nena, ot kouto 10 Ha Tamiflu u 8 Ha
ane6o) ca nomyyasaiau Tamiflu win mianedo 3a npoduaakTHka Ha TPUIL.

[Ipu BB3pacTHN/IOHOILIN Hail-uecTO choOIIaBaHuTe Hexenanu peakuun (HP) ca ragene u nospbiane
B IPOYYBAHUATA 32 JIEUEHHUE, U TaJieHe B MPOyUBaHuATA 3a npodrmaktuka. [loBeyero ot Te3u HP ce
ChOOIIABAT B CAMHUYHH CITyYaH TPe3 ITbPBHSI WA BTOPHUS JICH OT JICYSHHETO U OT3BYYaBaT CIIOHTAHHO
1o 1-2 nuu. [lpu gena Hali-uecTo choOLIaBaHATA HEXENNAaHa peakuys € mospbiane. [Ipu noBevyero
naieHTy, Te3u HP He ca moBenu 10 npeycraHoBsiBaHe Ha Jieuenuero ¢ Tamiflu.

CrienHuTe CEpHO3HU HEXETaHU PEaklMy ca ChboOLIaBaHu PSAKO Cliell IyCKaHEeTO Ha 03eJITaAMUBHD Ha
naszapa: aHapWIAKTHYHU U aHa()UIAKTOMIHN PEAKLUH, YePHOAPOOHHU HapyleHus (GyIMUHAHTEH
XeIaTUT, HapylIeHHe Ha YepHOpoOHaTa (GYHKIUS U )KBJITCHHIIA), AHTHOHEBPOTUYEH OTOK, CHHAPOM
Ha Stevens-Johnson u TokcuyHa enuaepMaiHa HeKpOJIn3a, CTOMAIIHO-YPEBHO KbPBEHE U
HEBPOIICUXUYHU HAPYLICHUSI.

(OTHOCHO HEBPOIICUXUYHNTE HAPYLICHUS BXK. ToUKa 4.4.)

TabnuueH CIMChK HAa HEKEITAHUTE PEaKIUH

N36poenunte B TabiuuTe m0-10ay HP cragat keM crienuuTe Kateropuu: MHoro uecta (3 1/10), yectn
(® 1/100 mo < 1/10 ), meuectn (3 1/1 000 mo < 1/100), peaxu (2 1/10 000 mo < 1/1 000) u MHOTO penKu
(< 1/10 000). HP ce BkirouBar B ChOTBETHATA KATETOPHUS B TAOIUIUTE CIIOpE]l COOPHHS aHAIN3 OT
KIMHUYHHUTE TPOYYBaHUS.

Jleuenue u npoghunaxmuxa Ha cpun npu 6b3PACHHU U TOHOULLL.

[Ipu npoy4uBaHusiTa 3a IeYeHHE U MPOPUIAKTHKA TP Bh3pacTHU/0HOIHN, HP, KOuTo Bh3HUKBAT Hali-
YeCTO MPH IpemopbunuTeTHaTa 103a (75 Mg 2 mbTH JHEBHO 3a 5 THU 3a JIEYSHUE U 75 M{ BETHBK
JTHEBHO B TIPOIBJDKEHNE HA 6 CEMUITHN 3a TPo(dIIIaKTHKA), ca TToKa3anu B Tadmma 1.

[TpoduasT Ha 6E30MaCHOCT MPH JIMI[A, KOMTO ca MOTy4YaBalli OpernopbpunTenHara 1o3a Tamiflu 3a
npodunakTrka (75 My BeHBK THEBHO B MPOABIDKCHHE HA 6 CEIMUIIN), € KA4eCTBEHO MO100CH Ha
TO3H, HaOMI0JaBaH NPU NPOYyYBAHUATA 32 JICUCHHE, HE3aBUCHUMO OT MO-TOJIIMATa MPOIBIKUTEIHOCT
Ha MPUJIOKEHUE TIPH IPOYUBAHUATA 33 NPOPUIAKTHKA.
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Ta6auna 1 HexeslaHu peaknuu NpU Npoy4YBaHusATa, n3caeapamu Tamiflu 3a neyenne u
Npo(UIaKTHKA HA TPUII IPH BH3PACTHH U IOHOLIH WJIH 10 BpeMe Ha
NMOCTMAPKETHHIOBOTO HAGJII0IeHUEe

Cucremo- Hesxes1aHM peakIuM CTIOpPe/ YecToTaTa
OpraHeH KJac MHoro yecTn YecTn Heuectn Penxn
(COK)
Nudexuun n Bponxur,
uHdecTaunu Xeprmec
CUMILIIEKC,
Hazodapunrur,
Hudekunu Ha
TOpHHTE
JTUXaTEITHA
TBTHIIA,
CuHy3uT
Hapyumenuss Ha TpombouuToneHus
KPbBTAa U
aum¢Hara
cucreMa
Hapymenns Ha Peakuus Ha AHadunakTHIHU
HMYHHATA CBPBXYYBCTBUTEN | PEAKIIVIH,
cucreMa HOCT AHnadwmrakTonIHA
peakiuu
Icuxuunn Ackuranus,
HAPYHIIEHUS OTKIOHEHUS B
MTOBE/ICHUETO,
TpeBoxHOCT,
Oo6mbpkBane,
Hanynnoctu, enup,
XamonuHaIus,
Kommapn,
CamoHapaHsBaHE
Hapymenunst Ha | ['maBoGomnue bescpHue ITpoMeHeHO HUBO
HEpBHaTa Ha Ch3HAHHE,
cHCcTEeMa I'epuoBe
Hapymenus Ha 3putenHo
ouuTe HapyIlIeHne
Chpaeunn Copreuna
HAPYHIICHHS aApUTMUS
PecniupaTopHu, Kamuna,
IPbLIAHU H Br3naneno
MeIHACTHHAIHA I'bpIIO,
HApPYIICHUA Punopes
CromaiiHo- lanene [ToBpbiane KspBene ot
YpeBHH Kopemna 6oska CTOMAIITHO-YPEBHUSA
HApyIIeHUs! (BKI1. 6oNKa B TPaKT,
ropHara 4acT Ha XemoparuieH
KopeMma), KOJIUT
Jucnencus
XenaroonauapH [oBumenu OyIMUHAHTEH
U HApYUIIeHUs! YepHOAPOOHHI XeTaTur,
CH3UMH YepHoapobHa
HEJ0CTaThYHOCT,
XenaTtur

59




Cucremo- HesxesiaHu peakunu crope/ 4ecToTara
OpraHeH KJac MHuoro yecTn YectHu Heuectn Penxn
(COK)
Hapymenns Ha Ex3ema, AHTHMOHEBPOTHYEH
KosKaTa u Hepmarur, OTOK,
MOJAKOKHATA O6pus, Epurema
ThKaH Yprukapus MyITH(OPME,
Cunapom Ha
Stevens-Johnson,
TokcrnuHa
enuaepManHa
HEKpOoJIu3a
Oomm Bonka
HApYLIEHUA U 3amaiiBane (BKIIL
edexkTn Ha CBETOBBPTEXK),
MSICTOTO HA YmMmopa,
NpuJIo:KeHne [Mupexcus,
bonka B
KpallHUIIUTE

Jleuenue u npogunaxmuxa na epun npu deya.

0610 1 473 neua (BKIIOYUTEIIHO MHAYE 3paBH Jiella Ha Bb3pacT 1-12 rouHM U Jela ¢ acTMa Ha
BB3pacT 6-12 ToAMHM) ca yyacTBal M B KJIMHUYHU NMPOYYBAHUS HA 03CITAMUBUD 32 JICYEHUE Ha TPUIL.
Ot 11x, 851 nena ca mosrydaBaiu JedeHUE ¢ 03enTaMuBUp cycrieH3us. Oomo 158 nera ca nomyyaBanu
npenopbunTenHaTa g03a Tamiflu Beausk gHEBHO B poyduBaHe 3a PO(HUIAKTHKA CITE EKCIIO3UIIHS B
nomakuHcTBaTa (N = 99), 6-ceMMUYHO MeIUATPUYHO MPOYIBaHEe 3a ce30HHA nmpodmiakTuka (N = 49) u
12-ceqMHUYHO TIEAMATPUYHO MTPOYYBAHE 32 CE30HHA MPOPHUIIAKTHKA TPH UMYHOKOMIIPOMETHPAHHU JIUIIA

(n=10).
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Tabmmma 2 noka3Ba Hali-4ecTo choOmaBanuTe HP oT nmeguaTpuyHuTe KIMHUYHA TPOYIBAHUS.

Tadnuua 2 HekelaHu peaKUuu MPH MPOYYBAHUSATA, H3CJIEABAIIN NPUIoKeHHeTo HA Tamiflu

3a JieYeHre ¥ NPOPUIAKTHKA HA TPHUII IPH Aena (103MPOBKa cIope

Bb3pacTtTa/Tersioro [30 Mg 10 75 MQ BeAHbK THEBHO])

Cucremo-opranen

Hexenann PC€AKIMU CIIOpea YeCcToTaTa

oyuTe

(BKJI. 3a4epBEHU
OYH, CEKpeLus
OT OKOTO ¥
00JIKa B OKOTO)

kiac (COK) MHoro yecTH YecTn Heuectn Penkn
HNudexnun u Otur Ha

HHpecTAMT CPEIHOTO YXO

Hapyumenus Ha I'maBobGomnme

HEPBHATA CHCTEMA

Hapymenus Ha KoHtoHKTHBUT

Hapymenus Ha

Bosnka B yxoto

Hapymienue Ha

ropHaTa 4acT Ha
Kopema),
Hucnencus,
T'anene

YX0TO M Ta0HpHHTA ThIIaHUEBaTa
MemOpaHa

PecniupaTtopnn, Kanmna, Punopes

IPBLIAHU H Hazanna

MeANacTHHAJIHH KOHT'€CTHS

HAPYIICHUSsI

Cromamno-upenu | IloBpbiane Kopemna Gonka

HApyIIeHUs! (k1. Ooka B

Hapymenns Ha
KOKaTa U
NMOJKOKHATA ThKAH

Hdepmatut (BKII.

aJIlepru4eH u
aToONM4eH
JepMaTHT)

Onucanue Ha 1/1361)31{1/1 HCXCJIaHU pCaKIInn

Tcuxuunu napyuwenus u Hapyulenust Ha HepeHama cucmema
I'pumbT MOXeE J1a € CBBbpP3aH C pa3IuYHU HEBPOJIOTUYHH U MOBEACHYECKU CUMITOMU, KOUTO MOraT Jia
BKJTFOYBAT CHOUTHS KAaTO XATIOMWHAIINH, JCITUPUYM H HEOOMYaHO TIOBEICHNE, B HAKOU CIIy4Jan
BOJICIIH JI0 JeTajieH u3xoa. Te3u chOuTHs MOKE /1a Bh3HUKHAT MPU HaJIM4Ke Ha eHIe(aIuT Uin
eHIedanonarus, HO MOXe Jia ce HaOo1aBaT 0e3 BUIMMO TEKKO 3a00IsIBaHe.

Ipu marueHTy ¢ Tpuil, KOUTO ca nmpremainu Tamiflu, iMa mocTMapKeTHHIOBU ChOOIICHUS 32 THPUOBE
U JIeNupuyM (BKIIOUYUTEIHO CUMIITOMH KaTO IPOMSIHA B Ch3HAHUETO, OOBPKBaHE, HEOOMYAHO
NOBEJICHNE, HATYTHOCTH, XaTIOUWHALNHN, KU TALHSI, TPEBOXKHOCT, KOLIMapH), KOUTO B MHOTO MaJIKO
OT CllyyauTe ca J0BEJIU JI0 CaMOHapaHsBaHe WM JieTalleH u3xoJ. Te3u cp0uTus ce chobiasar
MIPEIUMHO TIPH MEANATPUYHH MAMEHTH U IOHOIIN M YeCTO MMAaT BHE3aITHO HAa4aJio U OBp30
or3ByuaBaHe. [IpunocsT Ha Tamiflu 3a Te3u cpOuTHS € Hen3BecTeH. TakuBa HEBPO-TICUXHYHU

CHOUTHS ca ChOOIIEHHM CBIIO M NIPH IMAIMEHTH ¢ TPHII, KOUTO He ca mprueManu Tamiflu.

Xenamobunuapuu HapyuwieHus
Hapymenns Ha xenmaToOumapHaTa CHCTEMa, BKIIFOUUTEITHO XENAaTHT U MIOBUIICHN YePHOAPOOHN
€H3UMH TIPH MAIUEHTH C TPUIIOTNIOI00H0 3a00ssiBane. Te3u ciydan BKIIOYBAT JieTalieH QyJIMUHAHTEH
XEeNaTUT/4epHOIPOOHA HEAOCTATHYHOCT.
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AQYI 1 CTICTIMAJIHU TTOITYJIAITNN

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

B 1Be mpoy4BaHus 3a XapakTepu3upaHe Ha papMaKOKHHETHKATA, (hapMakoJHHAMUKATa U MPpoduia Ha
0€30MMacHOCT Ha JICYSHHUETO ¢ o3eaTamuBup mpu 135 3apa3eHu ¢ Ipul Jela Ha Bb3pacT 0 eIHa
rojinHa, MPOGUIHT Ha 6E30MACHOCT € OMJI CXOICH MEXy KOXOPTHTE 10 Bh3PacT KaTo Hal-4ecTo
CHOOIIABAHNTE HEXKEIAHU PEAKIINHU Ca TIOBPBIIaHe, JUapus U OOpHB OT nesieHH (BK. Touka 5.2). Hama
JIOCTaThYHO JaHHU MPH KbpPMaveTa ¢ TOCTKOHIEMITHOHHA BB3PACT MO 36 CEIMUIIH.

Hanmnunara nadopmanus 3a 0€30MacHOCT Ha 03€ITaMHUBUD, IPHIOKEH 32 JICUSHNUE Ha TPUIT IPU
KbpMayera I0J] €AHOTOMIIIHA Bh3PACT, OT NPOCIEKTUBHU M PETPOCHICKTUBHU 00CEPBAIIMOHHH
npoyuBaHus (oOxBarany 061o mosede ot 2 400 mera OT Ta3u Bb3pacToBa Ipyma),
SMUAEMHUOJIOTHYHO U3CIIe/IBaHe Ha 0a3a-JaHHH U MOCTMAPKETHHIOBH CHOOILEHHMS MTPEAToarar, 4e
npodmIbT Ha OE30MACHOCT MPU KbpPMaydeTa Ha Bb3pacT 0] €IHA FOANHA € T0J00CH Ha YyCTAaHOBEHUS
npodu Ha 6€30IaCHOCT TPH JIela Ha Bh3PAacT €jHa TOIUHA U TIO-TOJIeMH.

Xopa 6 cmapuecka 6b3pacm u NAYUeHmuy ¢ XpOHUUHO CbPOEUHO U/UNU PECRUPAMOPHO 3a001A8aHe
[lonynanusdra, BKIIOYEHA B MPOYYBAHMATA 32 JICUEHHE Ha TPHII, CE ChCTOU OT WHAue 37[paBU
BBH3PACTHH/IOHOIIN U “PUCKOBU” MAIUCHTH (MAIIMEHTH C IT0-BUCOK PUCK OT Pa3BUTHE HA YCIOXKHEHUS,
CBBP3aHM C TPUIIA, HAIIP. XOpa B CTapuecKa Bb3pacT M NAMEHTH C XPOHUIHO ChPACYHO HITH
pecniupaTopHo 3a0omnsaBane). [1o npuHIumI, npodmrbT Ha 6€30MACHOCT NPHU “PUCKOBUTE” MALUEHTH €
KaueCTBEHO MOJ00CH Ha TO3M NIPU WHAYE 3][PaBH Bb3PaCTHU/FOHOIIIH.

HmyHnokomnpomemuparu nayueHmu

B eano nBoiiHOCHIAIO MpOoyYBaHe 3a JieueHHe Ha rpun 000 199 Be3pacTHH KMYHOKOMIIPOMETHPAHH
nanueHTH (ITOAXOISIH 32 OlEHKa Ha 0€30IIaCHOCTTA) ca paHIOMU3KUpPaHu aa nmomydasar Tamiflu B
npoabokenne Ha 10 qau: 98 manmenTH mosry4yaBaT cTanaaptHa go3a (75 mg aBa meTH aHeBHO), a 101
HalKUeHTH TOoTy4YaBat aBoiHa jo3a (150 mg aBa meTH aHEBHO). [IpoduiasT Ha Ge30MacHOCT Ha
Tamiflu, HabnronaBan B ToBa Mpoy4BaHe, ChOTBETCTBA HA PO uUIIa, HAOIIOIaBaH B MPEUIITHA
KJIMHUYHY U3NUTBaHuUs, B Kouto Tamiflu e mpunarax 3a jedyeHne Ha TpUIl IPH KIMYHHO
HEKOMIIPOMETHPAHH TallMeHTH (MHAYe 3/IpaBH MALMEHTH WM MAIMeHTH ,,B PUCK™ [T.€. uma ¢
pecrupaTopHu H/WIIK ChbPACYHU ChITbTCTBALIM 3a001s1BaHusA]). [IpOIIEHTHT Ha MALMEHTHTE,
cboOIIaBAILIM HEXKETaHU ChOUTHS, € O-MAIBK B IpyIara ChC CTaHIapTHA /1033 B CPaBHEHHUE C rpyrara
¢ nBoitHa 103a (crotBeTHO 49,0% cripsimo 59,4%) (k. Touka 5.1).

[Tpu eqHO 12-cemMUYHO Mpoy4BaHe 3a MPOGUITAKTHKA MPH 475 UMYHOKOMITPOMETHPAHU ITAIUEHTH,
BKUTFOUHTENTHO 18 mema Ha BB3pacT oT 1 10 12 roauHam u mo-rojieMu, TporiIsT Ha 0€30MTaCHOCT IMPH
238-Te nmanueHTH, KOUTO ca MOTyYaBal 03¢ TAMUBUD CHOTBETCTBA HA TO3H, HAOIOJaBaH MPEIH TOBA
NPy KITMHAYHUTE TipoyuBanus Ha Tamiflu 3a npodumaktrka.

lleya cve cougecmaysawya OpoHXUATHA ACMMA
[To nmpuHIHI, NPOoGUIHT HA HEXKETAHUTE PEAKIIMH MIPH JCIa ChC ChINECTBYBAIla OPOHXHATHA aCTMA €
KaueCTBEHO MOJI00CH Ha TO3M MPH WHAYE 3JIPABUTE JICIIA.

Cpo0111aBaHe Ha MOA03UPAHA HEKETAHH PEAKITHH
Cp0011aBaHETO HA MOI03UPAHU HE)KEIAHN PEaKIIMU CIIe] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHHUS

MMPOAYKT € BaKHO. ToBa mmo3BossiBa Aa IpOabIJIKA HaGJ’IIOI[eHI/ICTO Ha CbOTHOIICHUECTO HOHBa/pI/ICK 3a
JICKApCTBCHUSA NPOAYKT. OT MEIUIIMHCKUTE CICIUAINCTH CE U3UCKBA 1a C’BO6IJ_[aBaT BCsKa
IMoJ03MpaHa HEXKEIaHa peaKrd Yp€3 HAllMOHAJIHA CUCTEMA 3a C’I)06H_IaBaHe, II0CO4YCHAa B

[punoxxenue V.

4.9 Ilpemo3upane
IMony4yenu ca cpoOIIeHNUs 3a ipeao3upane ¢ Tamiflu ot kmuHUYHKM U3NUTBAHUS U

MOCTMAapPKETHHTOBUS OMHUT. [Ipy MOBEYETO OT CITydanTe HA MPEAO3UPAHE HE ca ChOOIICHH HEeXETaH!
cprOuTHS.
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HexenanuTe chONTHS, CHOOIICHH CIIe ] MPE03UpPaHe, ca TOIO0HHM 10 XapaKTep M pa3poCTpaHCHUE
Ha Te3H, HAOJroAaBaHy pu TepaneBTHuau qo3u Tamiflu, omcanu B Touka 4.8 Hexenanu
JICKApCTBEHHU PEaKIIHU.

He e u3BecTen cnenuduieH aHTHIOT.

IeuaTpyuyHa momyJTarus

IMo-yecTo ce choOIIaBaT Ciaydan Ha MpeT03uPaHe MPH JIela, OTKOJIKOTO IPH Bh3PACTHH U FOHOIIIH.
Ipuroresaero Ha Tamiflu mepopanua cycrencus TpsOBa 1a cTaBa BHUMATEIHO, KAKTO U
npunoxenuero Ha Tamiflu mpu mena.

5.  ®APMAKOJIOTMYHHU CBOMCTBA
51 ®apmakoaAuHAMMYHHM CBOiicTBA

dapmMakoTepaneBTHYHA TPyIa: AHTHBHPYCHHU CPEJICTBA 32 CUCTEMHO NMPUIOKECHHUE, MHXUOUTOPU Ha
HeBpamunugazara ATC kox: JOSAHO2

OszenramuBup ocdar e nmpeayiekapcTBO Ha AKTUBHUSL METa0OIHT (03eITaMUBUD KapOOKCHIIAT).
AKTUBHHAT META0OJIUT € CENICKTUBEH MHXMOUTOP Ha HEBPAaMUHUIA3HUTE €H3MMH Ha BUpYCa Ha TPHIIA,
KOMTO MPE/CTABIISBAT TIFOKOIIPOTCHHH, HAMHUPAIIH C€ Ha TIOBBPXHOCTTA HA BUpPYyCca. AKTUBHOCTTA Ha
BUPYCHUS] HEBPAMUHHIA3€H €H3MM € Ba)KHA KAaKTO 32 HaBJIM3aHETO Ha BUPYca B HEMH(EKTHPAHUTE
KJIETKH, TaKa U 32 0CBOOOXKIaBaHETO Ha CKOPO 00pa3yBaHUTE BUPYCHU YACTHLHM OT 3apa3cHUTE KICTKU
U 32 [0-HATaTHITHOTO pa3lpOCTPaHEHUE Ha BUPYCHATA HH(EKIUS B OpraHu3Ma.

O3enramMuBHp KapOOKCHIAT HHXHOMPA iN VItro HeBpaMHUHK/IA3UTE HA TPUITHUTE BUPYCH THIT A 1 B.
OsenramuBup pochar HHXUOUpPa HHHEKTUPAHETO M PEIUIMKAIMATA HA TPUITHUS BUPYC IN Vitro.
OsenTaMuBHp, MPUIOKEH MEPOPATHO, HHXUOUPA IN VIVO perMKaiusTa u maToreHHOCTTa Ha
TPUIHUTE BUPYCH TN A ¥ B nipu )XWBOTHHCKHM MOJIENIM HA TPUITHA MHPEKIHS [IPY aHTUBUPYCHA
€KCIO3ULMS, TOJO0HA Ha Ta3H, MOCTUTHATA IIPU YOBEKa ChC 75 mg /1Ba ITbTH JHEBHO.

AHTHBHpYCHATa aKTUBHOCT Ha 03€JTaAMUBUP KbM I'PUITHUTE BUpYcH THII A U B € Ouia mogkperneHa ot
€KCHEPUMEHTAIIHH [TPOBOKALMOHHH [IPOYYBAHUS MIPH 3IPaBU JOOPOBOJILIH.

Croitnocture Ha IC50 Ha HEBpaMUHUAA3HUS €H3UM 32 03€JITAMUBHUP MIPU KIMHUYHO W30JIMPaH TPUIIEH
Bupyc tHr A ca Bapupanu ot 0,1 nM g0 1,3 nM, a 3a rpunen Bupyc tum B ca 6wt 2,6 nM. Ilo-
BHCOKH ctoitHocTH Ha [C50 3a rpunen Bupyc tu B 10 mennana ot 8,5 nM ca O6umnm HaOo1aBaHu
npy MyOJIMKYBaHH MTPOYYBAHUS.

Knvnuunu npoyuBaHus

Jleuenue Ha epunua unghexyus

ToBa mokazaHue ce OCHOBaBa Ha KIIMHUYHU MPOYIBAHMS IIPH €CTECTBEHO BH3HUKHAM TPUII, IPH KOWTO
npeoOnagaBaniata HHQEKLIHs € TPUIIEH BUPYC TUM A.

OszenramuBHp € eEKTHBEH caMo Cpelly 3a00JsBaHus, IPHIMHEHH OT TpuIieH Bupyc. [lopaau ToBa ca
MIPEJICTAaBEHH CTATHUCTUYECKH aHAIM3HM caMo 3a JIUIa, 3apa3eHu ¢ rpull. B cOopHaTa momymanus Ha
NPOYYBAHETO 32 JICUCHHE, KOSATO € BKIIIOYBAJIa U TPHUI-TIONIOKUTENTHY U oTpunarenau naausuau (ITT),
IbPBUYHATA €PUKACHOCT € OMJIa MOHW)KEHA MPOMOPLMOHAIHO Ha OpOs Ha TPUI-OTPULIATEITHUTE JTULA.
B o0mmiara mormynanys, Ha KOSITO € IPUJIOKEHO JISYeHUe, TPUITHATA WHEKIHs € Ouiia MOTBhpJIcHa IPU
67% (c rpanutu 46% no 74%) ot HabpaHuTe nanueHTy. 64% OT ITUIaTa B cTapyecka Bb3pact u 62%
OT TE3H C XPOHUYHO CHPIACYHO W/UIIN PECIIMpaTOPHO 3a00siBaHe ca Ouiny rpun-nojoxurensu. [Tpu
Bcuuky npoyuBanust daza 1l ¢ nen neueHre nanueHTuTe ca OWIM HAOMpPaHH caMmo Ipe3 MEPUoa,
KOTaTo TPUITBT € HUPKYIUPAT CPel MECTHOTO HaceJeHHeE.

Bwspacmuu u wonowu na 13-200uwna év3pacm u no-eonemu: Ilanmentute ca Ounm n3dupanu 3a
y4acTHe, aKo ca ChoOIIaBam 10 36 Jaca ciien mosBaTa Ha CAMITOMHTE, aKO Ca MMaJId BUCOKA
temneparypa 3 37,8 °C, npuapyskeHa Hai-MaJIko OT €IHH PECIIUPATOPEH CUMIITOM (KaIlUINILIA,
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Ha3aJTHU CUMIITOMH WK OOJIKU B I'bPJIOTO) M HAH-MAIIKO €TUH CUCTEMEH CUMITTOM (MUAIITHS, CTYICHH
TPBIKW/U3NOTIBAHE, HEPA3IOJIOKEHNE, yMOpa Wi TiiaBodoinue). B cOopen ananus Ha pe3ysTaTUTe OT
BCUYKH TPUIT-TIOJIOKUTEIHU Bb3pacTHU 1 toHOIHY (N = 2 413), BKIIIOUSHH B TPOyYBaHUATA 32
JICYCHUE, 03eITaMUBUP 75 Mg JBa ITbTH THEBHO B MPOABIDKCHUE HA 5 THU € HAMAIMJI MEeIMaHaTa Ha
MPOABIDKUTETHOCTTA HA TPUITHOTO 3a00J1s1BaHe MPUOIM3UTENTHO C IHH JIeH, oT 5,2 nau (95%
noBeputesieH uaTepBai 4,9 — 5,5 nuu) B rpynata ¢ mame6o 1o 4,2 nau (95% noBepuTelieH HHTepBa
4,0 — 4,4 num; p £ 0,0001).

[IponeHTHT Ha THLATA, KOUTO Ca Pa3BUIIM ONPEACICHH YCIOKHEHUS OT CTpaHa Ha JI0JIHUTE AUXATEIHU
IbTUIA (IPETUMHO OPOHXWT), JIEKYBaHH C aHTHOMOTHUIIH, € O HamauieH oT 12,7% (135/1 063) B
rpynata ¢ mianebo Ha 8,6% (116/1 350) npu nmomynarmsTa, JekyBana ¢ ozentamusup (p = 0,0012).

Jleuenue na epun npu nonyiayuu ¢ 8ucok puck: Meauanara Ha POIBIDKUTEITHOCTTA HA 3200 IsIBAHETO
OT TPHII IIPH JIUIa B cTapuecka Bb3pacT (2 65 roAMHMU) U MIPH JIHMLA C XPOHUYHO CHPACYHO H/WIH
pecnupaTopHo 3a00JIIBaHe, NOTyYaBaId O3€ITaMHUBHP 75 mg ABa IIbTH AHEBHO B MPOABIDKEHHUE HA 5
IHH, He e Owia 3HauuMo HamasieHa. O0aTa npoabKUTEIHOCT Ha heOpunuTera e Ouiia HamaJieHa C
€/IMH JIeH B TPYIIUTE, JIEKYBaHU C 03eaTaMUBUD. [Ipu rpun-nojoXUTEIHUTE JIULA B CTApYECKa BH3PacT
03eJITaMHUBHUP 3HAYMMO € HaMaJIWJI YeCTOTaTa Ha ONPE/ICIICHH YCIOKHEHHS OT CTPaHa Ha JIOJTHHUTE
JUXATeITHH TbTUINA (TPEIMMHO OPOHXHT), JICKYBaHH C aHTHOUOTHIH, OT 19% (52/268) B rpymnara ¢
miane6o Ha 12% (29/250) npu nomynanusta, nekyBana ¢ ozenramuup (p = 0,0156).

[Tpu rpun-moIOKUTEITHN TAMEHTH C XPOHUYHO ChPACYHO W/MIHM PECTIMPATOPHO 3a00IIBaHe,
KOMOWHHMpaHaTa 4YecTOTa Ha YCIOKHEHHsSI OT CTpaHa Ha JOJHUTE JUXAaTEIHU IbTUIIA (IPEAUMHO
OpOHXMT), JIEKyBaHH C aHTHOMOTHIH, € Omna 17% (22/133) B rpynata ¢ ane6o u 14% (16/118) npu
MOIyJIanusATa, JJeKyBaHa ¢ osenramusup (p = 0,5976).

Jleuenue na epun npu bpemennu sxcenu: He ca mpoBex1aHl KOHTPOJIMPAHU KIMHUYHY TPOYUYBAHUS 32
ynoTtpebaTa Ha 03eNTaMUBHP TIpU OpEeMEHHH KEHH, BIIPEKH Ye UMa JI0Ka3aTeICTBa OT
MMOCTMApKETHHTOBY U PETPOCIIEKTUBHU 00CEPBAIlMOHHH MIPOYYBAHHSA, KOUTO TIOKa3BaT 1MOJ3a OT
HACTOSAIIATa CXeMa Ha JI03UpaHe TPU Ta3M MalMEeHTCKA MOMyJIalus, B YCIOBHUATA HA HUCKA
MOPOUAHOCT/CMBPTHOCT. PesynraTure oT papMakOKMHETHIHUTE aHATTU3H [TOKa3BaT HUCKA
eKCITO3UIINS Ha aKTUBHU METa0OJINTH, BBIIPEKH Y€ HE CE MPernophiBa KOPUTHPAHE Ha J103aTa MIPH
OpeMeHHM XeHH TPH JICYCHUETO WK NpOopUIaKTHKATa Ha rpuma (BX. Touka 5.2, @apMaKOKHHETHKA,
CrienuaiHy NOITyJIAIUH ).

Jleuenue Ha epun npu deya: B KIMHUYHO U3MUTBAHE NPH WHAYE 31paBH nena (65% rpun-
TIOJIOKHUTENIHU) Ha Bh3pacT oT 1 1o 12 rogunu (cpeaHa Bb3pacT 5,3 roquHM), KOUTO ca MMajIk BUCOKa
temneparypa (3 37,8 °C) miroc Kalnivia Wik puHAT, 67% OT TPHUIT-TIOJI0XKUTESITHUTE MAIUSHTH ca
0wy 3apasenu ¢ rpuneH Bupyc tvi A u 33% c rpunen Bupyc tun B. Jleuenuero ¢ ozentamMuBup,
3armo4Hasno 10 48 Jaca OT mosiBaTa Ha CHMITOMUTE, 3HAYNMO € HaMaJIMJIO BPEMETO 32 O3/[paBsiBaHe
(ompezneneHo KaTo eAHOBPEMEHHO Bb3BPBIIaHE KbM HOPMAIHOTO 3PaBOCIOBHO CHCTOSIHUE H
AKTUBHOCT U CIIalaHe Ha BUCOKAaTa TeMIIepaTypa, o0JieK4aBaHe Ha KallIuLaTa U puHnuTa) ¢ 1,5 nHu
(95% nosepurenen unatepsan 0,6 — 2,2 nuu; p < 0,0001) B cpaBHeHue ¢ wiae60. O3eaTaMUBHD €
HaMaJIMJI YeCTOTaTa Ha OCThpP OTHUT Ha CPEIHOTO YXO0 oT 26,5% (53/200) B rpymarta ¢ miamebo 10 16%
(29/183) npm neuata, nekyBanu ¢ ozentamusup (p = 0,013).

Btopo npoyuBane e 6mito 3aBspIneHo npu 334 aera ¢ actMa Ha BB3pacT OT 6 110 12 roauHu, OT KOUTO
53,6% ca Ownu rpun-monoxuTenHu. B rpymara, lekyBaHa ¢ 03eITaMUBUD, MEIMaHATA Ha
MPOABIDKUTEITHOCTTA Ha 3a00JIsIBAHETO He € Onna HamasieHa 3HauuMo. Jlo feH 6 (TIOCIeIHUAT IeH OT
nedenueto) FEV; ce e mosumm ¢ 10,8% B rpynara, tekyBaHa ¢ 03eITaMHUBHp, B cpaBHEHHE C 4,7%
oT Ta3u momyanus ¢ mianedo (p = 0,0148).

EBporefickata AreHIus 1Mo JeKapcTBara oriiara 3abDKEHHUETO 32 IPEOCTaBsSIHE Ha PE3YIATaTUTE OT

npoyuBanusta ¢ Tamiflu B exna wm noseve nmoArpynu Ha neAuaTpUYHaTA OMYJIALMS IPU TPHIL.
BmxTe Touka 4.2 3a nHGOpPMALUS OTHOCHO yoTpeba B MeAuaTpusTa.
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INTokazanueTo npu KbpMaveTa Ha BB3PacT IO | roJjHa ce OCHOBaBa Ha €KCTPAIoIalus Ha JaHHUTE
3a e(pUKaCHOCT NPH MO-TOJIEMH JIeIa, a IPETIOPhUNTENTHATA JO3UPOBKA CE OCHOBABA HA JIAHHU OT
(hapMaKOKMHETHYHO MOeIUpaHe (BK. ToUka 5.2).

Jleuwenue na ungexyust ¢ epunen supyc mun B: 001110, 15% OT rpUII-TI0JI0KUTEIHATA MOMYJIALUs €
Ouna nHpeKTHpaHa ¢ TPUIICH BUPYyC THI B, kato nmponeHTsT e 6w B rpanuim ot 1 10 33% npu
OTJICITHUTE TpOoyYBaHMs. MenuaHnaTa Ha IPOABDKUTEIIHOCTTA Ha 3a00JIIBAHETO TIPH JINIIA, 3aPa3CHH C
TPUIIEH BUPYC TUT B, HE ce € pa3nnyaBaia 3HAYNMO MEXKIY PA3IMIHATE TPYIH Ha JICYeHUE B
otnenuuTe npoyuBanws. JanauTe ot 504 nuia, 3apa3eHu ¢ TPUIICH BUPYC TUI B, ca 6mim crOpanu ot
BCHUYKH MPOYYBAHHA 32 aHAMN3. O3eITaMHUBHpP € HAMAIHI BPEMETO 710 00JIeKYaBaHe Ha BCUUKU
cumnromu ¢ 0,7 qau (95% noseputenen unrepsan 0,1 — 1,6 qau; p = 0,022) ¥ npoIbIHKUTETHOCTTA
Ha ¢pedpmmreta (2 37,8°C), kanumnaTa u puHuTa ¢ eauH AeH (95% nosepurenen unrepsan 0,4 —

1,7 nam; p < 0,001) B cpaBHeHHeE ¢ MIa11e00.

Jleuenue na epun npu uMyHoOKoMnpoMemupanu ebspacmuy’: EJTHO paHIOMU3UPAHO, JTBOWHOCISIIO
MpPOYUYBAHE 3a OIICHKA Ha OE30MaCHOCTTA U OXapaKTepH3UpaHe Ha eheKTUTE Ha 03CITAMUBUD BBPXY
PasBUTHETO HA PE3UCTEHTEH I'PUIIeH BUPYC (IIbPBUYEH aHAJINM3) TIPH 3apa3eHy ¢ TPUIl Bb3PaCTHH
HMYHOKOMITIPOMETHPAHU MAMEHTH BKII0YBa 151 marpieHTH, OAXO0/IAIIH 3a OIICHKA Ha e(PUKACHOCTTA
Ha 03eNITaMHUBHD (BTOPHYCH aHaK3, 03 JoCTaThuHA CTATHCTHUYECKA MONTHOCT). [Ipoy4uBaneTo
BKJIFOYBA HAIMEHTH C TPAHCILIAHTAIHS Ha comuanu opranu [SOT], maiueHTy ¢ TpaHCIDIaHTAIMS Ha
xeMartomoeTuuHu ctBojioBu Kinetku [HSCT], momoxurensan 3a HIV mammentu ¢ 6poii na CD4+
knetku <500 k1eTkn/Mm3, MaMeHTH Ha CUCTEMHA HMYHOCYTIPECHBHA TEPAIUS M TAKHUBA C
XEMAaTOJIOTMYHH 3JI0Ka4eCTBEHH 3a00ssiBanus. Te3H MalueHTH ca PaHIOMU3UPAHU 3a JICUCHHUE B
pamkwuTe Ha 96 yaca OT MmosiBaTa Ha CHMIITOMHUTE ChC CTaHAapTHA 103a (73 MaI[eHTH) WIH ¢ ABOHA
no3a (78 marueHTH) 03eITaMUBHpP B POAbbKeHne Ha 10 qHu.

Mennanara Ha BpeMeTo 3a or3ByuaBade Ha cummiromute (TTRS) e momo6Ha B rpymara cbe
cranaprHata no3a (103 gaca [90% nosepurencn unTepBan 75,4-110,0]) u rpynara ¢ 1BoiiHa g03a
(104 gaca [90% nosepuTenen unrepsan 65,8-131,0]). [IponeHTHT ManeHTH ¢ BTOPUYHE UHOEKINH B
rpymara ¢bC CTaHJapTHA J03a M B TpyIara ¢ JBoiHa 103a € cpaBHuM (8,2% crupsamo 5,1%).

IHpogpunaxmuxa na epun

EdukacHocTTa Ha 03enTaMUBHp 33 MPOQIIAKTHKA HA €CTECTBEHO BH3HUKHAJIO TPUITHO 3a00JIIBaHE €
JI0OKa3aHa B MPOYYBaHE 32 IOCTEKCIIO3UIIMOHHA TPO(HUIaKTHKA B TOMaKHHCTBATA U JIBE TIPOYUBAHUS C
el ce30HHa npoduiakTuka. [IspBuyHaTa kpaiiHa TouKa 32 €PUKACHOCT IPU BCUUKH TE3H
Npoy4BaHUs € Oujia dyectoraTa Ha 1a00OpaTOpHO NOTBBPACHH CIy4au Ha IpHIl. BupyneHTHOCTTa Ha
rpUITHATa eUAEMHS HE € TIPeIBUIMMa U Bapupa B paMKHUTE Ha 00J1acTTa ¥ OT CE30H Ha CE30H, MOpaan
TOBa OpOAT JnIa, KouTo € HeoOxoaumo aa ce jgekysat (bHJI), 3a xa ce mpenoTBpaT eauH ciydaid Ha
TpUIHO 3a00JsBaHe, € Pa3IuycH.

Ilocmexcnosuyuonna npogurakmuxa: B npoyusaHe Ipu JIniia B KOHTAKT C U30JIMPaH CIy4ail Ha IpUIl
(12,6% BakcMHHMpaHH Cpellly T'PHUII), IPHIOKEHUETO Ha 03ENTAMUBHUD 75 mg BeIHBK JHEBHO €
3aroyHao A0 2 IHU OT MOsIBaTa HA CUMIITOMUTE IPH 3apa3eHusI C TPUI U € MPOABIKUIIO CEIEM JTHH.
I'pum e 6w moTBBpaeH 1pH 163 oT 377 oTnenuu ciryvast. O3eITaMHBHP 3HAYATETHO € TTOHKHI
YyecToTaTa Ha KIMHUYHO MPOSBEHO TPHUITHO 3a00IsIBaHe, Bb3HUKHAIIO IPU KOHTaKTHUTE JIMLIA, [IPH
KOHTO € IOTBBPACHO 3a00siBaHeTo, oT 24/200 (12%) B rpynara c miaue6o Ha 2/205 (1%) B rpymnata ¢
ozentamuBup (92% namanenue [95% nosepurenen natepsan 6 — 16; p < 0,0001]). bposar numa, kouto
e 6miro HeooxoauMo na ce siekysat (BHJI) B koHTakT ¢ HCTHHCKY cirydan Ha rpud, € 6wt 10 (95%
noBepuTesieH uHTEepBai 9 — 12) u e 6un 16 (95% noeepureneH uatepBan 15 — 19) B msutara
nomynanus (ITT), He3aBUCHMO OT CHCTOSHUETO HAa MH(PEKINATA B OTACTHUS CIydail.

EdukacHocTTa Ha 03e1TaMUBHP 32 MPEAOTBPATABAHE HA €CTECTBEHO BH3HUKHAIIO TPHUITHO 3200JIIBaHe
€ JIOKa3aHa B IIPOyYBaHE 3a MOCTEKCIIO3UIIMOHHA TPOPUIIAKTHKA B JOMAKHMHCTBATA, KOETO €
BKJTFOYBAJIO BH3PACTHH, FOHOIIN U JeTa Ha Bb3pacT oT 1 10 12 roauHu, KaKTo KaTo OTACITHA CIy4awu,
TaKa U KaTo KOHTAKTHH B ceMeicTBOTO. [loka3aTensT 3a mppBUYHA €PUKACHOCT B TOBA MPOYYBAHE €
YeCcTOTaTa Ha JIa0OPaTOPHO-TIOTBBPCH KIIMHUYHO MIPOSBEH TPUI B JoMakuHCTBaTa. [Ipodunaktukara
¢ o3enTaMHuBHUp € poabpkuia 10 nau. B obmara momyarus € iMaio IOHIKEHHE B YeCTOTaTa Ha
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n1abopaToOpHO-TIOTBBP/ICH KIMHINYHO TIPOSIBEH TpHIl B ToMakuHcTBata oT 20% (27/136) B rpymara,
KOSITO HE € MoTy4yaBaia npodruinaktuka, Ha 7% (10/135) B rpynara, KosTo € rmoiy4yanana
npodunakTuka (HamaneHue ¢ 62,7% [95% noseputenen unrepsan 26,0 - 81,2; p = 0,0042]). B
JIOMaKHMHCTBATa, KBJIETO € MMAJIO OTJICTHU CIIy4and Ha MH()EKTHPAHH C TPUI, ¢ HaOIr0aBaHo
MOHW)KEHHUE Ha YecToTaTa Ha 3aboieBaeMocCT OT rpull oT 26% (23/89) B rpymnara, KoArTo He €
noiy4aBana npoduinaktuka, Ha 11% (9/84) B rpynara, nonydaBaia npoduiakTrka (HaMaleHHE C
58,5% [95% noepurenen unrepsan 15,6 — 79,6; p = 0,0114]).

Criope/ IOArpyIoB aHajIKM3 MPH Jielia Ha Bb3pacT oT 1 10 12 roguHu, yectorara Ha 1ad00paTopHO-
NOTBBPACH KIMHUYHO MPOSIBEH TPHII CpeA JenaTta € HaManeHa 3HauuTenHo ot 19% (21/111) B
rpymara, KosTo He € Mojly4yaBajia npoduinaktuka, Ha 7% (7/104) B rpynara, noiay4aBana
npodunakTrka (64,4% Hamanenue [95% noseputenen uarepsain 15,8 — 85,0; p = 0,0188]). IIpu
Jenara, KOUTO B HA4aJIOTO HA M3UTBAHETO OIE HE OTACNIAT BUPYCa, YecTOTaTa Ha JabopaTopHo-
NOTBBPACH KIMHUYHO MPOSIBEH Tpull € Hamaisia oT 21% (15/70) B rpynara, KOsTO HE MoTyyaBaia
npoduiakTrka, Ha 4% (2/47) B rpynata, nmoiydasaia npopuiaktuka (80,1% namanenue [95%
nosepureneH uatepsai 22,0 — 94,9; p = 0,0206]). BHJI 3a nianata neauarpudna nomyiamus € 9 (95%
noBeputesieH uatepBan 7 — 24) u 8 (95% noseputeseH HHTEpBai 6, TOpHATa TPaHULA HE € H3MEPEHa)
3a utata nomynanus (ITT) u choTBeTHO NpH JieniaTa, KOHTAKTHU C OTACTHH UH(QEKTUPAHU CIydan
(ITTh).

Ipoghunraxmuxa no epeme na epunna enudemus 8 obuiecmeomo: B cOopeH aHanus Ha JBe Jpyru
NPOYYBaHUs, IPOBEICHH MTPH HEBAKCHHUPAHY, UHAYE 3][PaBU BB3PACTHH, 03ENITAMUBUD 75 mg BETHBK
JTHEBHO, TIPUJIaraH B MPOIBIDKEHIE HA 6 CEIMUIY, 3HAYUMO HAMaJISIBa YECTOTATa Ha KIIMHUIHO
MIPOSBEHOTO TPUITHO 3abossiBane ot 25/519 (4,8%) B rpynara c mane6o Ha 6/520 (1,2%) B rpymnara ¢
ozentamuBup (76% namanenue [95% nosepurenen nuntepsain 1,6 —5,7; p = 0,0006]) mo Bpeme Ha

rpurHa enremMus B oomectBoro. BHJI mpu ToBa npoyuBane e 28 (95% moseputeneH uHTEpBal 24 —
50).

IIpu mpoydBaHe Ha Xopa B cTapyecka Bh3pacT B JOMOBE 3a Bb3pacTHH Xopa, kbaeTo 80% ca 6mn
BaKCHHHMPAHHU TIPE3 CE30HA HA MPOYYBAHETO, O3CIATAMUBHP 75 Mg BEIHBK JTHCBHO, TPUIaraH B
NPOIBIKCHUE HA 6 CEIMUIIM, 3HAYMMO HAMaJIsBa YeCTOTATA HA KIIMHHYHO MPOSIBEHOTO TPUITHO
3abomnsBane ot 12/272 (4,4%) B rpynarta ¢ mane6o Ha 1/276 (0,4%) B rpymnara ¢ o3enramMuBup (92%
Hamaunenue [95% nosepurenen unrepsain 1,5 — 6,6; p = 0,0015]). BHJI npu ToBa npoyusane e 25
(95% noseputenen untepsan 23 — 62).

IIpodunakmuxa na epun npu uMyHoxomnpomemupany nayuenmuy: IlpopeeHo e ABOIHO-CIIAIIO,
iane0o0 KOHTPOIUPAHO, PAaHAOMH3HPAHO H3MKUTBAHE 33 CE30HHA MPOQHUIAKTHKA Ha TPUI IIPH

475 UMyHOKOMIIPOMETHpaHH narueHT (388 manueHTH ¢ TpaHCIUIAHTALus Ha COUACH OpraH

[195 mmare60; 193 o3enTamuBup], 87 MaLUEHTH C TPAHCILIAHTAIIMS HA XEMOTIOETHYHN CTBOJIOBH
kietku [43 miane0o; 44 ozentaMuBHp], HSIMa MALMEHTH C APYTH UMYHOCYIIPECUBHH CHCTOSHHSA),
BKJItounTenHo 18 nena Ha Bb3pacT ot 1 1o 12 rogunu. [IppBryHaTa KpaiiHa TOUKa Ipy TOBAa KIMHUYHO
U3IUTBAHE € YeCTOTaTa Ha J1ab0paTOPHO MOTBBPAEH KIMHUYHO NIPOSBEH I'PHUII, OTIPENENIEH Upe3
KyJITHBHpAaHE Ha BUPYCH W/WITK YeTHPUKpaTHO noBumenne Ha HAI anTurenara. Yectorara Ha
71a00paTOPHO MOTBBPACH KIIMHUYHO MposiBeH rpui e 2,9% (7/238) B rpynarta c miane6o u 2,1%
(5/237) B rpynara ¢ o3enramusup (95% AU -2,3% — 4,1%; p = 0,772).

He ca MMPOBCKAAHU CHCI_II/I(l)I/I‘-IHI/I mpoy4BaHHuA 3a OIICHKA HAa HAMAJICHUCTO Ha PUCKA OT YCJIOKHCHUA.

Pezucmenmnocm kvm ozenmamugup

Knunuunu npoyueanus: PUCKBT OT NOsIBA HA TPUITHU BUPYCHU C HaMajeHa YyBCTBUTEIHOCT WU
U3ABEHA PE3UCTECHTHOCT KbM O3CITAMUBHUP € U3CIICIBAH MO BpeMe Ha crioHcopupanu ot Roche
KITMHIYHU U3NUTBaHUA. Pa3BUTHETO HA BUPYC, PE3UCTEHTEH KbM 03€ITaMUBHU, IO BpeMe Ha
JICYEHUETO € MO-YECTO MPH Jela OTKOIKOTO MPH BB3PACTHH, KaTo ToBa Bapupa ot o1 1% mpu
BB3pacTHUTE 10 18% npu kbpMaveTaTa Ha Bh3pact noj 1 roauna. Jlenara, mpu KOUTO € YCTaHOBEHO,
Yye ca HOCUTEJIU Ha BUPYC, PE3UCTEHTEH KbM 03€ITaMUBUD, 110 IPUHIIMUI OTACNIAT BUPYCa MO-
MPOABIDKUTETHO BpEME B CpaBHEHHE C JIMIIAaTa C YyBCTBUTENEH BUPYC. Pe3ucTeHTHOCTTa KbM
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03€JITaMUBUP, Bb3HUKBAIIla 110 BpEME Ha JICUHCHHUC, obOaue He MMOBIIHIBA OTTOBOpPAa KbM JICHEHUETO U HE
MMPpEAN3BUKBA YAb/DKAaBAaHEC HA CUMIITOMUTE Ha I'pHIIA.

KaTo 1si10 mo-BrCOKa 4ecToTa Ha pe3UCTEHTHOCT KbM 03eITaMHUBHp € HAaOII0JaBaHa IPU Bb3PACTHU
MMYHOKOMIIPOMETHPAHH TAI[MEHTH, JEKyBaHHU ChC CTAaHIApTHA /1032 WIIH C JBOIHA /1033 03EITaMUBHUP
B nipoabinkenne Ha 10 muu [14,9% (10/67) B rpymara cbe cranmapTHa mo3a u 2,8% (2/71) B rpymara ¢
JIBOITHA J103a], B CpaBHEHHME C IaHHU OT MPOYYBAHUS C JICKYBAaHU C 03€JTaMHBUD MHAYE 3/IPaBU
Bb3paCTHH NaUCHTH. [10-rosisMara 4acT OT MaleHTHTE, KOUTO Pa3BUBAT PE3UCTEHTHOCT, Ca
perunuenty Ha TpaHciuianTat (8/10 nanueHTH B rpynaTa chC CTaHAAPTHA J03a U 2/2 MaleHTH B
rpymnara c JBoiiHa 7103a). [loBe4eTo OT marueHTuTe C Pe3UCTEHTEH Ha 03eJITaMHUBUD BHPYC ca
MH(EKTHPAHU ¢ TPUN TUIT A U UMAT POABIDKUTEITHO OT/CIISIHE Ha BUpYCa.

YecroTa Ha PE3UCTEHTHOCT KbM 03¢JITAMUBUP B KIUNHUIHUTE MPOYUYBAHUA

IanueHnTH ¢ MyTanuu Ha pesucteHTHOCT (%)
@eHOTHNIM3UPAHE™ T'eno- u
Honyaanus nanueHTH (enoTunuzupane*
Bw3pactHu u roHOIIN 0,88% (21/2 377) 1,12% (27/2 391)
Hena (1-12 romumm) 3,89% (66/1 698) 4,24% (72/1 698)
Kbpmauera (<1 roauna) 18,31% (13/71) 18,31% (13/71)

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

[Ipodunaktuka Ha rpun

Hsma nannu 3a mosiBa Ha JISKApCTBEHA PE3UCTEHTHOCT, CBbp3aHa ¢ yrnoTpedarta Ha Tamiflu mpu
KIMHAYHUATE U3ITUTBAHUS, IPOBEJICHU JIOCETa TP TPYIH clie ekcro3utst (7 JHU), TIPU TPYIIH CIIe]T
EKCITO3UIUs B TOMaKUHCTBOTO (10 qHHK) U ce30HHA (42 qHM) NpoUITaKTHKA HA TPHUII IPH
UMYHOKOMITETCHTHH nanueHT. He € HaOmoqaBaHa pe3uCTeHTHOCT 10 BpeMe Ha 12-ceIMUYHO
Npoy4BaHe 3a MPOPUIAKTHKA TPH UMYHOKOMIIPOMETHPAHH TTAIlUCHTH.

Knunuunu dannu u dannu om nadnodenue: OTKPUTH ca €CTECTBEHH MYTallUH, CBbP3aHH C HaMaJleHa
YyBCTBUTEIHOCT KbM 03€TaMHUBHD IN VItro npu Bupycu T A u B, n3omupanu ot nauuentu 6e3
€KCIIO3MIUS Ha 03€1TaMUBHp. Pe3UCTEeHTHH 1IaMOBe, CEJIEKTUPAHU 110 BpEeME Ha JICUCHHE C
03EJITAMUBUD, Ca U30JIMPAHU KAKTO OT UMYHOKOMIIETEHTHH, Taka U OT IMYHOKOMITPOMETHPAHU
NanueHTy. MIMyHOKOMITpOMETHpaHUTE MAalMEHTH U MAJIKUTE JI€Lla ca U3JI0’)KEHU Ha Hal-BUCOK PUCK OT
pasBUTHE HAa PE3UCTEHTHH Ha 03€JITaMUBUP BUPYCH 110 BpEME Ha JIEYEHUETO.

YcTaHOBEHO €, Ye Pe3UCTEHTHU Ha 03€JTaAMUBUP BUPYCH, U30JIMPAHHU OT MAILUEHTH, JIEKYBaHU C
03eNITaMUBUD, ¥ PE3UCTEHTHU Ha 03EJITaMUBHp JIA0OPATOPHH IIAMOBE HA TPUITHUTE BUPYCH, ChABPIKAT
myTarud B N1 1 N2 HeBpamuannazute. MiMa TeHISHITHS MyTallMATE 32 PE3UCTEHTHOCT /1a ObaaT
cneun¢uunu 3a Bupycaus noarun. Ot 2007 r. ciopaIudHo ce OTKpUBA €CTECTBEHO Bb3HUKBALIATA
PE3UCTEHTHOCT, CBbp3ana ¢ myTanusta H275Y npu cezonnute mamose H1N1. UyBcTBuTEIHOCTTA
KbM 03€JITaMHUBHP M HIMPOKOTO PA3NpPOCTPAHEHNE HA TE3W BUPYCH U3TIIEK/Ia BAPHPAT CE30HHO U
reorpadceku. Ipe3 2008 r. H275Y e Ouna otkpura npu > 99% ot uupkynupammre HIN1 rpunan
n3onatu B EBpona. [Ipe3 2009 r. rpunausat supyc HIN1 (“cBuHcku rpun”) e OMiI OYTH €AHAKBO
YyBCTBHTEJICH KbM 03€JITAMUBUP, KATO € UMAaJI0 CaMO CIIOPaIUYHU ChOOIIECHHS 32 PE3UCTEHTHOCT BbB
BpB3Ka KaKTO C TEPANEBTUYHH, TaKa U C MPOPUIAKTHYHNA CXEMH Ha MpHiiaraHe.

5.2 dapMaKOKHHETHYHH CBOICTBA

O6111a nahopManus

Abcopoyus

OzenramMuBHp ce abcopdbupa 100pe OT CTOMANTHO-UPEBHUS TPAKT CIIE IIEPOPATTHO MPUIOKEHNE Ha
o3entamuBup ocdat (mpekypcop) u ce MeTaboM3upa B rojisiMa CTEIEH KaTo ce MPEeBphIIa B
AKTUBHUSA METa0O0JIUT (03€NTaMUBUD KapOOKCHUIAT) IPEAMMHO C ITIOMOIITA Ha YePHOAPOOHHUTE
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ectepasu. Hait-manko 75% ot mepopanHara f03a JOCTHTa CHCTEMHOTO KPhBOOOpAIIIeHHE MO
(opmara Ha akTHBEH MeTabouT. Excrio3uiusra Ha mpeieKapCTBOTO IO OTHOIICHHE Ha aKTHBHHUS
MeTaboNHT € mo-Maika ot 5%. [I1a3MeHnTe KOHIIEHTPALMK Ha MIPEKypcopa U Ha aKTUBHUSI META0OIHT
ca IMPOIMOPLIMOHATHY HA J103aTa U HE C€ MOBIUABAT OT CAHOBPEMEHHO IPUJIOKEHUE C XpaHa.

Pasnpeoenenue

CpenHusT 00eM Ha pa3npeaeieHue B CTAlMOHAPHO ChCTOSIHUE HA 03€ITaAMUBHP KapOOKCHIIAT MTPH
Xopa € mpuoIu3uTeNHO 23 MuTpa — 06eM, eKBUBAJICHTEH Ha eKCTpalleayjapHaTa TeJIecHa TeYHOCT.
Tbii KaTO HEBpaMHUHUJIa3HATA AKTUBHOCT € eKCTpaliellyjapHa, 03eITaMUBUD KapOOKCHIIAT ce
pasnpezessi BbB BCHUKM MeCTa Ha pa3npocTpaHeHUE Ha TPUITHUS BUPYC.

CBbp3BaHETO HA 03EITAMUBHP KapOOKCHUIIAT C IIA3MEHUTE MPOTSHHH TIPH XOpa € HE3HAYUTEITHO
(npubamsurento 3%).

Buompancgopmayusa

OsenTaMuBHp € MOJUIOKEH Ha €KCTCH3UBHO MPEBPBIIAHE 10 03eATaMUBUP KapOOKCHIIAT OT
ecTepasuTe, HAMHUPAIIU e MPEIUMHO B uepHus apob. [Ipoyusanus in Vitro ca mokasasnu, 4ye HUTO
03eNITaMUBUD, HUTO aKTUBHUAT My METaOOIUT ca cyOCTpaTH WIIM HHXHUOUTOPH Ha OCHOBHHUTE
u3opopmu Ha nutoxpom P450. He ca unentuduitapany in Vivo koHroratu oT ¢a3a 2 Ha HUTO €IHO OT
JIBETE CHEMHEHHSI.

Enumunupane

AOGCopOHUpaHHsT 03ENTaAMUBHUD C€ eNMMMUHIpA TpearuMHO (> 90%) dpe3 mpeBphIaHeTo My B
o3entaMuBup KapOokcuiar. Cien ToBa TOH He ce MeTabor3npa Mo-HaTaThK U Ce eMTMMUHIPA C
ypuHara. ITukoBuTE TIA3MEHHU KOHIOCHTpAallKU HA O3CJITAMUBUP Kap6OKCI/IHaT HaMaJIsIBaT C IMOJYKUBOT
ot 6 1o 10 yaca rmpu MOBEYETO UHAUBHIU. AKTUBHHUAT METaOOJIUT CE SIMMMUHUPA U3LISIIO0 Ype3
0b0peuna exckpenus. brOpeunusT kmupbwHC (18,8 1/h) mpeBumraBa crenenTa Ha riIoMepyHa
tunrpamus (7,5 1/h), koeto mokasBa, 4e OCBEH TIIOMEPYITHA (GUATPAIUS Ce U3BHPIIBA U TYOYIIHA
cekperus. [To-manko ot 20% ot nepopanHara Oessi3aHa J103a Ce eTUMHHNAPA ¢ (eKaTUuTe.

I[DVI‘I/I CricaJIHy MONyJIaliin

Ileduampuuna nonyrayus

Kvpmauema na ev3pacm noo 1 coouna. ®apmMakokuHeTHKATa, (hapMaKOAMHAMHUKATa U 0€301MacHOCTTa
Ha Tamiflu ca orieHeH” B 1Be HEKOHTPOJIMPAHU OTBOPEHH MPOYIBAHHSI, BKJIFOYBAIIN 3apa3eHH C TPUTT
Jiera Ha Bh3pacT noj exHa roauHa (N=135). CkopocTTa Ha KIMPHHC HA AKTHBHUS METaOOJIHUT,
KOpPHUTHMpaHa 3a TeJIECHOTO TErJI0, HaMallsiBa IIPH Bh3pacT MO/l e/IHa ToAnHA. Excrio3uiusaTa Ha
MeTaboNnTa CHIIO € MO-MMPOMEHJINBA MPH Hal-MaJKuTe KbpMadeTa. HamnyanTe 1aHHU MOKa3BarT, 4e
excrozuisTa cien go3a 3 mg/kg mpu kbpmauera Ha Bb3pacT 0 — 12 Mecelia OCUrypsiBa KCIIO3UITUH
Ha TPEeJUICKapCTBOTO U METabOIMTa, KOUTO Ce OYaKBa Jia Obaat eukacHu, ¢ mpod it Ha 6€30MacHOCT,
CPaBHHM C TO3U IIPH MO-TOJIEMH JIeTIa U Bb3PACTHH, MMOTydaBaIiy ogoopeHara go3a (Bx. Touku 4.1 u
4.2). CpoOlIIeHUTE HEXKETTaHW PEAKIMH Ca B ChOTBETCTBUE C YCTAHOBEHUS MPOdHI Ha 6€30MacHOCT
IIPH TIO-TOJIEMH JIela.

JlumnicBat gaHHM MpU KbpMadeTa Ha Bb3pacT o 1 roanHa 3a mpodriIakTHKa Ha TPHUIT CIIC]
excriosuius. [IpodunakTikara mo BpeMe Ha IpUITHA eMUASMHES B OOIIIECTBOTO HE € MPOyYBaHa Ipu
Jlelia Ha Bb3pacT noj 12 roauHu.

Kvpmauema u deya na ev3pacm 1 200una wiu no-conemu: DapMakoOKHHETUKATA HA 03EIITAMUBUD ©
OIICHSIBaHA BHB (hapMaKOKHHETHYHHU MPOYYBAHHS C STHOKPATHO MPUIIOKECHUE TIPU KbpMadeTa, Jiena u
IOHOIIIX Ha BB3pacT oT 1 10 16 ronuan. ®apMakOKWHETHKATA P MHOTOKPATHO MPHIIOKEHUE € Omia
Mpoy4YeHa Mpu MairbK Opoi Jena, BKIIOUeHN B KIIMHUYHO U3MUTBaHe 3a epuxacHoct. [To-mankure
Jiera ca OTJCNMIN MIPEJICKapCTBOTO M aKTUBHUS MYy METa0O0JHUT O-0bP30 OT B3PaCTHHUTE, KOETO ©
JIOBEIIO IO MO-HUCKA SKCIIO3UINA 32 JajieHa no3a B mg/kg. Jlo3u ot 2 mg/kg naBaT ekcro3unuu Ha
03eNTaMUBUP KapOOKCUIIAT, CPABHUMU C T€3W, TOCTUTHATH NP BB3PACTHH, MOTy4YaBallyd eJHOKPATHA
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no3a ot 75 mg (mpubausurenno 1 mg/kg). dapMakoknHETHKATa HA 03€JITAMHUBHP IIPH J€La U FOHOIIH
Ha Bh3pacT 12 rojMHU WK TIO-TOJIEMH, € M0JI00HA Ha Ta3u MPH Bh3PACTHHTE.

Cmapuecka 6v3pacm

ExcriozumusitTa Ha ak THBHUS META0OJIHUT B CTAIIMOHAPHO CHCTOSHUE € 25 10 35% mo-BHCOKa MpH Xopa
B CTapyecka BB3pacT (Ha BB3pacT oT 65 10 78 TONWHM) B CPaBHEHUE C BB3PACTHH 1O 65 TOAMHM CIIe
MIPUJIOKEHUE Ha CPaBHUMHU JI03U 03enTaMuBHp. [1onykuBOTHT, HAOIIOJaBaH TP XOpa B CTapyecka
BB3pACT € MOZ00CH Ha TO3HU, HAOII01aBaH IPH MIIai Bh3pacTHH. Bb3 OCHOBA Ha JieKapCcTBeHATA
€KCIIO3HITUS ¥ TIOHOCUMOCTTA, HE € He0OXO0/IIMO KOPHTHpaHe Ha JI03aTa IIPH X0pa B CTapuecka
BBH3pacT, OCBEH aKO HIMa JaHHU 32 YMEPEHO WM TeKKO OBLOpEYHO yBpexkaaHe (KpeaTHHUHOB
kiupbHC oA 60 ml/min) (Bxk. Touka 4.2).

bvbpeuno yspeocoane

[Mpunoxenunero Ha 100 mg ozentamuBup docdar aABa MTH THEBHO B MPOABIDKEHHE HA 5 THH IPU
NAlMCHTH C pa3iinyHa CTETeH Ha ObOPEevHO YBpEeKIaHe MOKa3Ba, ye SKCIIO3HUIUITA Ha 03eITAMUBHP
KapOOKcHIIaT € 00paTHO MPOMOPIIUOHAIIHA HA HAMAJIEHHETO Ha ObOpedyHaTa QyHKIHs. 3a T03UpOBKaTa
BIKTE TOUKa 4.2.

Yeprnoopobno yspexcoane

[MpoyuBanus in Vitro ca nokasaim, 4e He ce 0YaKBa 3HAUYMMO MTOBUILIABAHE HA CKCIIO3UIHUATA Ha
03eJTaMUBUP, HUTO ITbK 3HAYMMO HaMaJICHUE Ha eKCIIO3UIMATA HA aKTUBHUS METa0OIUT pu
MAIMEeHTH C YepHOAPOOHO yBpexaaHe (BxK. Touka 4.2).

bpemennu orcenu

O0600111eH IOmyTanuoneH (hapMaKOKHHETHUEH aHAIN3 TIOKa3Ba, ue cxemara Ha npriarade Ha Tamiflu,
onucaHa B Touka 4.2 ,,J[o3upoBKa ¥ Ha4WH Ha MPHIOKEHHe”, BOAU A0 Mo-HKcKa ekcriozuius (30%
CpeHa BEJINUMHA 32 BCHYKHA TPUMECTPH) HA aKTUBHUS METa0OIUT Ipy OpEeMEHHHM KE€HH, B CPAaBHEHHE
C JK€HH, KOUTO He ca OpeMeHHH. [lo-HuCKaTa oyakBaHa eKIO3UIMs 00ade ocTaBa HaJl MHXUOUTOPHUTE
koHueHTpanuu (1C95 croliHOCTH) U B IpaHULIMTE HA TEPANIEBTUYHOTO HUBO 33 PEJHIia IaMOBe Ha
rpunaus Bupyc. OcBeH ToBa, UMa JaHHU OT 00CEpBALMOHHY NPOYYBaHMsI, IIOKA3BalIM [0JI3aTa OT
HacTosIIlaTa CXeMa Ha IpUIaraHe Mpy Ta3u nomyianus nauueHTd. CienoBaTenHo, He e MPenopbyuBa
KOpUTHpaHe Ha 103aTa 32 OpeMeHHH KeHU MPH JICYeHUE WIH NPOPHUIaKTHKA Ha IpUll (BXK. Touka 4.6
OepTUnnTeT, OPEMEHHOCT U KBPMEHE).

Hmynoxomnpomemupanu nayuenmu

[MonynanuoneHn hpapMakOKMHETUYCH aHAIH3 ITOKa3Ba, Y€ JICUCHUETO Ha Bh3PACTHU
HMYHOKOMIIPOMETHPAHH TTAIHEHTH C 03eATaMHUBUD (KaKTO ¢ ornucaHo B Touka 4.2. JIo3upoBka u
HAYMH Ha TIPUIIOKEHNE) BOAX 0 MOBHIIeHa ekcrosuims (1o 50%) Ha akTHBHIS METa0OJINT B
CPaBHEHHUE C Bb3PaCTHU UIMyHHO HEKOMITPOMETHUPAHU MMAIUESHTH ChC CPABHUM KPEaTUHHHOB KIUPBHC.
ITopaau TTHPOKUTE TPAHUIIM Ha OE30MTACHOCT HAa aKTHBHIS METabOIUT 00ade He € HEOOX0IUMO
KOpHUTHpaHe Ha J03aTa MPH Bb3PACTHHU 3apaii IMYHOKOMITPOMETHUPAHUS UM cTatyc. [Ipu Bb3pacTHH
MMYHOKOMIIPOMETHPaHHU MAIUeHTH ¢ ObOPEYHO YBpEKIaHe 00aue T03uTe TpsiOBa Ja ce KOpUurupar,
KaKTO € OIucaHo B To4ka 4.2. J03upoBKa U HAUWH Ha MTPUIIOKEHUE.

5.3 IpeaxkanHUYHH JAHHHU 32 0€30MACHOCT

HexknuanaHuTe TaHHN HE TIOKa3BaT OCOOEH PUCK 3a XOopa Ha 0a3zaTa Ha KOHBEHI[MOHATHNATE
(hapMakoJIOTHYHY MPOYYBAHUS 32 0€30MACHOCT, TOKCHYHOCT NMPH MHOTOKPATHO MpUJIaraHe u
T€HOTOKCUYHOCT. Pe3ynraTture OT KOHBEHIIMOHATHYU MPOYYBAHUA 32 KAPLIMHOTEHHOCT P IPU3aun
MMOKa3BaT TCHACHIIMS KbM J103a-3aBUCHMO MTOBUIIICHUE HA YECTOTAaTa HA HAKOU TYMOPH, KOUTO ca
TUTIMYHY 32 U3IMI0I3BAaHUTE BUIOBE Tpr3aun. KaTo ce mMart mpeaBua rPaHuIINTE Ha KCTIO3UITHS 110
OTHOIIICHUE Ha OYaKBaHATa €KCIIO3MIIUS TIPU YIIOTpeda MpH Xopa, Te3U JJaHHU HE MPOMEHST
CHOTHOIIEHUETO mo3a/puck Ha Tamiflu npu ogo6peHnTE TepaneBTHYHH TOKA3aHUsI.

TepaToaoruyHuTe NPOy4YBaHUs Ca IPOBEICHU BHPXY IUIBXOBE U 3alL1 B 103U CHOTBETHO 110

1 500 mg/kg/nueBno u 500 mg/kg/nueBno. He e HaGmonaBan eeKT BbpXy (ETATHOTO pa3BUTHE.
[IpoyuBane Ha ¢epTuiMTeTa MpH ITEX0BE B 703 10 1 500 mg/kg/nHeBHO HE e MmoKa3aio HeXenaHu
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peaxiuu BbpXy nBata noxia. [lpu mpe- v mocTHaTaTHNUTE MPOYYBAHUA MIPH TUTHXOBE € OTOENA3aH0
yabpkaBaHe Ha paxkaadero npu 1 500 mg/kg/nHeBHO: rpaHuiiaTa Ha 0€30IaCHOCT MEX Y
EKCIO3ULHUATA IPU XOpa U Hall-BUCcoKata a03a 6e3 edekt (500 mg/kg/nHeBHO) npu IUIBXOBE €
choTBeTHO 480 ITbTH 32 03enTaMUBUp U 44 THTU 33 aKTUBHUS MeTaObouT. deTanHaTa eKCIO3HUIUS TPH
TUTBXOBE U 3ai1u € mpubmmutenso 15 1o 20% oT Ta3u Ha Maiikara.

[Ipu murbxoBe ¢ NaKTanus 03eNTaAMUBHP U aKTUBHUAT METaOOIUT Ce EKCKPETUPAT B MIISIKOTO.
OrpaHnYeHH TaHHH NIOKa3BaT, Ye 03eJITAMUBUP U AKTUBHUSIT META0OJIHUT Ce EKCKPETUPAT B KbpMaTa
npu xopa. [Ipu ekcrparnonupaHe Ha IJAaHHATE OT KUBOTHH C€ TIOIy4aBaT CTOWHOCTH OT

0,01 mg/nueBno u 0,3 mg/nHEBHO 3a CHOTBETHUTE ChEIUHEHUSI.

HabnromaBan e moTeHIMaN 3a KOXKHO CEHCHOWIN3UpaHe KbM 03eITaMUBHp B "maximisation” Tect
BBPXY Mopcku cBuHYeTa. [Ipubnmsurtento 50% OT KMBOTHUTE, TPETHPAHU CAMO C aKTHBHOTO
BEIIIECTBO, IOKa3BaT EpUTEMa CJICA MPOBOKALMS HA MHAYLMPaHH )XUBOTHU. HabmogaBaHo e o6patumo
JIpa3HEHE Ha 04U Ha 3aMl1Iy.

Bbrpekn ye MHOTO BUCOKH €JHOKPATHH MEPOPATHU 1031 o3entaMuBHp (ocdaT nox popmata Ha co,
10 Haii-Bucokara u3cieasana f03a (1 310 mg/kg), HsmaT HexxennaHU peakiuy PU Bb3PaCTHU
TUTBXOBE, TE3H JI03U Ca MPEAU3BUKAIN TOKCUYHOCT, BKIIIOUUTEIHO CMBPT, IPU MAJKH 7-THEBHU
Turbx4era. Te3n peaknuu ca HaOJro1aBaHu Ipu 1034 oT 657 mg/kg u mo-sucoku. [Ipu 500 mg/kg He
ca YCTAaHOBEHH HEXEJIaHW PEaKIH, BKIFOUUTEIIHO U clie] XpoHU4HO Tpetupate (500 mg/kg aHeBHo,
mpwiIarany ot 7 1o 21 JAeH cief paxmaaHeTo).

6. DOAPMAINEBTNYHU JAHHHA

6.1 Chnucbk Ha IOMOIIHUTE BelIECTBA

Cop6uton (E420)

Harpues muxumporen utpat (E331[a])

Kcanranosa ryma (E415)

Harpues 6enzoar (E211)

3axapun HaTpuii (E954)

TurtanoB auokcun (E171)

Apomar Ha mioi0Be (BKITIOUYBAIIN MAITOAEKCTPHUHHY [[[apeBHIIa], IPOMMIIEH TIIUKOJI, TyMa apabnka
E414 u HaTypaiiHO MICHTHYHU apOMaTH [ChCTOAIIM Ce MPSIMMHO OT apoMaT Ha OaHaH, aHaHAC U
npackoBal).

6.2 HecbBMeCTHMOCTH

Henpunoxumo

6.3 Cpox Ha TOTHOCT

2 TOINHU

Crnen nmpurotssiee, 1a ce cbxpansasa noj 25°C 3a 10 gan wim B xnaaunHuk (2°C — 8°C) 3a 17 nHu.

6.4 CroenmajHH yCJIOBHS HA CbXpaHeHUe

Jla He ce chxpansiBa Hax 30°C.
3a ycloBuUsTa Ha ChXPAHCHUE CJIE/l IPUTOTBSIHE Ha JISKAPCTBEHHMS MPOAYKT BIXKTE TOUKa 6.3.
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6.5 Bwuau cbabpkaHUE HA OMAKOBKATA

Bytunka ot 100 ml oT ThMHO CTBKIIO (C MOTUMPOMHICHORA, 3aIIIUTEHA OT JICla Karnavka Ha BUHT,
BBHHIIIHA YaCT: TIOJUCTUIICH;, BRTPEITHA YacT;: MOJUIIPOIIIICH; TOKpUTHE: rmoymeTHiieH) ¢ 30 g mpax 3a
nepopaliHa CyCIIeH3UsI, TUIACTMACOB a1anTop (TIOJIMETHIICH C HUCKA ILTHTHOCT), MJIACTMACOB
nepopaies go3arop (¢ menerus ot 30 mg, 45 mg u 60 mg) (MUIHHIEP U OyTaII0: MOIUIIPOIIHICH;
3arevaTBall NphCTEH Ha OCHOBATA HA CHJIMKOH) U IJIACTMAacOBa MEPUTEITHA Yalika (TTOJUIPOTIHICH).
OrmakoBKa OT eHa OyTHIIKA.

6.6 Croenua/jHu npeAna3sHU MepKU NPH U3XBBPJIsIHE H padoTa

HpenoquBa ce Tamiflu nepopajiHa CyCliCH3UAd 1a CC MPUTroTBU OT (bapMaueBTa, npeau a ¢ OTIIyCHE
Ha IIanueHTa.

Cnen npurotssite ¢ 52 ml Boa, M3mon3BaeMusT 006eM Ha IepopaHaTa CyCIeH3 s TO3BOJISIBA
M3TerIsHeTO Ha 0010 10 no3u mo 75 mg o3entaMuBUp.

TpsiOBa 1a ce M3MOI3Ba cCaMO CIPUHIIOBKATa, IPUIOKEHA B OTIIAKOBKATa, C JI03H, MOCOYCHH B mg. T
HE MOXeE JIa Ce 3aMEHHU ChC CIPUHIIOBKA, Tpaaynpana B ml.

IIpuroTBsHe Ha MEpoOpaTHATA CYCIICH3US

1.  Torymaiite neko 3aTBopeHara OyTUIIKa HAKOJIKO ITBTH, 3a J]a C€ pa3poxXKa MpaxbT.

2. Ormepere 52 ml Boza, KaTo HAITBJIHUTE MEPUTEITHATA YaIlIKa IO 03HAYCHOTO HUBO
(MepuTeITHATa JaIKa, MPIIOKEHA B KyTHATA).

3. Job6asete Bcuukure 52 Ml Boma B 6yTHiikaTa, 3aTBOpETE OTHOBO OYTHIIKATA C KallauykaTa U
paskiareTe 700pe 3aTBOpeHaTa OyTHIIKa B IPOABIDKEHHE Ha 15 cexyHau.

4.  Cpasere Kammaykara 1 IOCTaBeTE aJlaliTOpa B I'bPJIOTO Ha OyTHIIKATA.

5 3aTBOpeTe TUIBTHO OYTHIIKATa C Kamadkara (BbpXy azanTtopa Ha OyTuiikara). ToBa Iie mokaxe,

4c aJafTOpbT IIpUJIAra NpaBUJIHO B 6YTI/IJ'IKaTa.

Cunen pasrBapsine Tamiflu nmpax 3a nmepopaiiHa cycrieH3u s Iiie MpeACTaBisiBa Helpo3payuHa Os1a 10
CBETJIO-KBJITA CYCIICH3HSI.

Hewusnon3sanusar IMPOAYKT WJIM OTHHAABYHUTEC MAaTCPUAIN OT HETO Tp$I6Ba Ja C€ U3BXBBPJIAT B
CBhOTBETCTBHUEC C MECTHUTC U3UCKBAHUS.

1. IMPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

I'epmanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/222/002

9. JATA HA ITbPBO PABPEIIABAHE/ITIOJHOBSIBAHE HA PASPEHIEHUETO 3A

YIIOTPEBA

Hata Ha mppBO paspewmaBane: 20 ouu 2002 r.
Jlata Ha mociaenHo moaHoBsBaHe: 22 maii 2012 T.
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10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[onpobna nHbopManys 3a TO3M JEKApCTBEH NPOAYKT € MpeJocTaBeHa Ha yeOcaiiTa Ha EBponeiickaTta
areHIws 1o JiekapcraaTa http://www.ema.europa.eu.
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HNPUJIOKEHHUE 11

INPOU3BOJAUTEJL, OTTOBOPEH 3A OCBOBOXK/IABAHE
HA ITAPTU AN

YCJIOBUA NN OTPAHUYEHUS 3A TIOCTABKA 1
YIIOTPEBA

APYI'N YCJIIOBUA 1 U3UCKBAHUSA HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJIOBUA NI OTPAHUYEHUS 3A BE3OITACHA U

E®EKTHBHA YIIOTPEBA HA JIEKAPCTBEHUS
MPOJIYKT
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A. TIPOU3BOJUTEJL, OTTOBOPEH 3A OCBOBOXKJIABAHE HA ITAPTU/U

Hme n aapeC Ha MPOU3BOAMTCIIA, OTTOBOPEH 34 0CB060)KI[aBaHC Ha NapTuauTe

Roche Pharma AG
Emil-Barell-Str. 1

D-79639 Grenzach-Wyhlen
T'epmanus

b. YCJIOBUA UJIN OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

.HeKapCTBCHI/IﬂT MPOAYKT CC€ OTIIYCKaA IO JICKAPCKO NPCANNCAaHUC.

B. JPYI'M YCJIOBUA U U3UCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
IeprnonnyHu aKTyaJIM3MPaHH JOKJIAIM 32 0€30IaCHOCT

M3uckpanusaTa 3a 10/IaBaHe HA MIEPHOIUIHN aKTyaTu3UpaHU JOKIAIU 32 0€30TTaCHOCT 3a TO3H
JIEKapCTBEH MPOIYKT Ca IIOCOYCHHU B CIIUCHKA ¢ pedepeHTHHTE naTh Ha Eponeiickus cvio3 (EURD
CITUCHK), ipeaBucH B wi. 1078, ann. 7 ot {upextuna 2001/83/EO 1 BbB BCUUKH CIICIBAIIH
aKTyaJIu3alliy, MyOIrKyBaH Ha €BPOIESHCKIS yeOTIopTal 3a JIeKapCcTBa.

YcaoBusi WM OTpaHMYEHH 32 0e30l1acHA M epeKTHBHA ynoTpeda Ha JIeKapCTBEHUs
NMPOAYKT

IIPY tpsibBa ma rapaHTHpa, Ue IpH ITyckaHeTo Ha masapa Ha Tamiflu 6 mg/ml mpax 3a mepopasina
CyCIeH3Hs, Ha BCUYKH JICKapH, KOUTO Ce OYaKBa Jia Mpe/IrcBat win uinon3sat Tamiflu e
npenoctaBeHo [Ipsko crobmmenne 1o menuiuHckuTe crieruanuctd ([ICMC), uuiiTo TeKCT e
npuinoxeH kbM Ouenbunust gokian Ha CHMP. ITPY Tpsi6Ba aa cpriacyBa miaHa 3a pa3npocTpaHeHHe
Ha [ICMC ¢ HanroHaTHHUS KOMIIETEHTEH OpTraH Ha JbP)KaBUTE WICHKH, KBJIETO IIE CE pa3NpOCTPaHsIBa
CHOOLICHUETO.

. YCJI0OBUs NWJIN Or'PAHUYEHNUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUA TPOAYKT

I1an 3a ynpaBienue Ha pucka (ITYP)

[IPY tpsiOBa 1a M3BHPILBA U3UCKBAHUTE ACHHOCTH U IEHCTBUS, CBBP3aHU C MPOCIeIsIBaHe Ha
JieKapcTBeHaTa 0e30MacHoCT, mocoueHu B onoopenus [IYP, npeacrasen B Moy 1.8.2 Ha
Pazpemennero 3a ymorpeba, KakTo ¥ IIPH BCUYKH CIICABAIIYN ChITIACYBaHM aKTyanu3anuy Ha [TYP.

Axryanusupas I[1YP ce nonasa:
o “cKaHe Ha EBpornielickarta areHIus 1o Jekapcrnara;
BUHAry, KOraTo ce M3MEHsI CUcTeMaTta 3a yIpaBjIeHUE Ha pUcKa, 0COOCHO B pe3yiraT Ha
NoJy4aBaHe HAa HOBa HH(OPMAaLHs, KOSTO MOXKE /1a OBeJIe 10 3HAYMMH IIPOMEHH B
CHOTHOILIEHHETO TOJI3a/PUCK, WK CIIE/ JOCTUTAaHE Ha BayKeH eTall (BbB Bpb3Ka €
Hpocie/siBaHe Ha JIeKapCTBEHaTa OE30IIaCHOCT WITH CBEX/IaHEe Ha PHCKA 10 MUHUMYM).
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INPUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

Kapronena onakoBka

1. HME HA JIEKAPCTBEHUA NIPOAYKT

Tamiflu 30 mg TBspau Karcyu
OzenTamMuBHp

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

Bceska TBBbpaa kancyna ceabpika ozentamMuBup (ocdar, eksupaigenter Ha 30 My 03en1TaMHUBHD.

‘ 3.  CIIMCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

10 TBBpAM KaICyau

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

[Ipenu ynoTpeba npoyerere JINCTOBKATA
IlepopanHo npuiioxeHue

6. CHEIUWAJIHO NPEAYNPEXJIEHUE, YE JIEKAPCTBEHUAT NIPOAYKT TPABBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOTJIEJA U IOCEI'A HA JIELTA

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

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJJHOCT

T'onmen mo:

‘ 9. CIENMWAJIHMA YCJIOBUSI HA CbXPAHEHUE

[a He ce cpxpansBa Hax 25°C
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10. CHELMUAJIHU IPEAITIAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

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

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

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/222/003

13. TTAPTUJAEH HOMEP

ITapT. Ne

14, HAYHMH HA OTITYCKAHE

.HeKapCTBeHI/I}IT MOPOAYKT CC OTITYCKa IO JICKAPCKO MpCANNCaHUuC

‘ 15. YKA3AHUAA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BYKA

tamiflu 30 mg

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

<JIBymamepeH 6apKoJI ¢ BKIIIOYCH YHUKAICH HICHTH(UKATOP>

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

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

Baucrepn

| 1. HME HA JIEKAPCTBEHUA IPOAYKT

Tamiflu 30 mg kancymu
OzenTamMuBHp

| 2. WIME HA IIPUTEJKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

| 3. JJATA HA U3THYAHE HA CPOKA HA TOJJHOCT

EXP

| 4. TAPTMJEH HOMEP

Lot

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

Kapronena onakoBka

1. HME HA JIEKAPCTBEHUA NIPOAYKT

Tamiflu 45 mg tBspau Kancyu
OzenTamMuBHp

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

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

‘ 3. CIIMCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

10 TBBpAM KaICyau

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

[Ipenu ynoTpeba npoyerere JINCTOBKATA
IlepopanHo npuiioxeHue

6. CHEIUWAJIHO NPEAYNPEXJIEHUE, YE JIEKAPCTBEHUAT NIPOAYKT TPABBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOTJIEJA U IOCEI'A HA JIELTA

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

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJJHOCT

T'onmen mo:

‘ 9. CIENMWAJIHMA YCJIOBUSI HA CbXPAHEHUE

[a He ce cpxpansBa Hax 25°C
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10. CHELOMUAJIHU NNPEAITA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

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

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

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/222/004

13. TTAPTUJAEH HOMEP

ITapT. Ne

14, HAYHMH HA OTITYCKAHE

.HeKapCTBeHI/I}IT MOPOAYKT CC OTITYCKa IO JICKAPCKO MpCANNCaHUuC

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BYKA

tamiflu 45 mg

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

<JIBymamepeH 6apKoJI ¢ BKIIIOYCH YHUKAICH HICHTH(UKATOP>

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

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

Baucrepn

| 1. HME HA JIEKAPCTBEHUA IPOAYKT

Tamiflu 45 mg kancymu
OzenTamMuBHp

| 2. WIME HA IIPUTEJKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

| 3. JJATA HA U3THYAHE HA CPOKA HA TOJJHOCT

EXP

| 4. TAPTMJEH HOMEP

Lot

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

Kapronena onakoBka

1. HME HA JIEKAPCTBEHUA NIPOAYKT

Tamiflu 75 mg tBepau Kancymu
OzenTamMuBHp

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

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

‘ 3.  CIIMCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

10 TBBpAM KaICyau

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

[Ipenu ynoTpeba npoyerere JINCTOBKATA
IlepopanHo npuiioxeHue

6. CHEIUWAJIHO NPEAYNPEXJIEHUE, YE JIEKAPCTBEHUAT NIPOAYKT TPABBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOTJIEJA U IOCEI'A HA JIELTA

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

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJJHOCT

T'onmen mo:

‘ 9. CIENMWAJIHMA YCJIOBUSI HA CbXPAHEHUE

[a He ce cpxpansBa Hax 25°C
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10. CHELOMUAJIHU NNPEAITA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

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

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

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/222/001

13. TTAPTUJAEH HOMEP

ITapT. Ne

14, HAYHMH HA OTITYCKAHE

.HeKapCTBeHI/I}IT MNPOAYKT CC OTITYCKa IO JICKAPCKO MpCANNCaHUuC

‘ 15. YKA3AHUAA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BYKA

tamiflu 75 mg

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

<JIBymamepeH 6apKoJI ¢ BKIIIOYCH YHUKAICH HICHTH(UKATOP>

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

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

Baucrepn

| 1. HME HA JIEKAPCTBEHUA IPOAYKT

Tamiflu 75 mg kancymu
OzenTamMuBHp

| 2. WIME HA IIPUTEJKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Roche Registration GmbH

| 3. JJATA HA U3THYAHE HA CPOKA HA TOJJHOCT

EXP

| 4. TAPTMJEH HOMEP

Lot

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

Kapronena onakoBka

1. HME HA JIEKAPCTBEHUA NIPOAYKT

Tamiflu 6 mg/ml nmpax 3a mepopajHa CycreH3us
OzenTamMuBHp

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

1 6ytunka ceabpxa 390 mg o3entamuBup. KpaitHusat odem Ha OyTrikara cieq pa3rBapsHe € 65 ml.
Bceexn MUnMIMTBp CycneH3us Chabpka 6 mg 03eITaMUBUD.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Chabpka ChIIO COPOUTOI.
3a moBeue nHGOPMAIIHS BIKTE TUCTOBKATA.

4.  JEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

1 OyTmika
Coaspika 1 1 TracTMacoB aganTop 3a OyTuikara, 1 miactMacoBa MepuTenHa damka (55 ml),
1 mmactMacoB niepopaien go3atop ot 3 Ml u 1 mnactmacos nepopasen gosarop ot 10 mi

5. HAYMH HA TPUJIOKEHUE U IBT(UIIA) HA BBBEK/IAHE

[Ipenu ynoTpeba npoyerere JINCTOBKATA

3a mepopaiTHO IPUIIOKEHHE CIIE/T Pa3TBapsSHE

IIpenu yroTpeba paskiateTe 1o0pe OyTHiIKaTa
Buumanue: 1o3aTtopbT € Tpagyupan B MuwiaTpu (ml)

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

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

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HATOJAHOCT

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

[Ipax: [la ne ce cpxpansiBa Hax 30° C
Crnen npuroTBsine, na ce cbxpasaa noja 25° C B nmpoabinkenue Ha 10 gHu

10. CHEIMAJIHU NPEANIA3HU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

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

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

12.  HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/02/222/005

13. TTAPTUJAEH HOMEP

ITapT. Ne

14, HAYHMH HA OTITYCKAHE

.HeKapCTBeHI/I}IT MOPOAYKT CC OTITYCKa IO JICKAPCKO MpCANNCaHUuC

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BYKA

tamiflu

‘ 17. YHUKAJIEH WAEHTUOUKATOP — JIBYU3MEPEH BAPKO/]

<JIBymamepeH 0apKoJI ¢ BKIIOYCH YHUKAICH HICHTH(UKATOP>

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

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJMWHUYHU
II'bPBNYHH OITAKOBKH

Etuxer Ha OyTniakara

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

Tamiflu 6 mg/ml nmpax 3a mepopajHa CycreH3us
OzenTamMuBHp

2.  HAYUH HA IPUJIO)KEHUE

3a mepopaiTHO MPIIIOKEHUE CIIeT Pa3TBapsHE
[Ipenu ynoTpeba paskiaTere 100pe OyTHIKATA.

‘ 3.  JATA HA U3TUYAHE HA CPOKA HA TOJJHOCT

T'onmen mo:

4. TIAPTHJEH HOMEP

ITapT. Ne

5.  CBABPXKAHUE KATO MACA, OBEM WJIHN EAMHUIIA

OO0eMBbT Ha MPUTOTBEHATA CycrieH3us € 65 ml.
1 ml ceabpixa 6 Mgy o3eaTaMUBHP.

| 6.  JPYIO

[Ipax: [a ne ce cpxpansiBa Hax 30° C.
ITepopanna cycriensus: Jla ce chxpansBa mof 25° C B mpoabibkeHue Ha 10 qHu.
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JAHHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OIIAKOBKA

Kapronena onakoBka

1. HME HA JIEKAPCTBEHUA NIPOAYKT

Tamiflu 12 mg/ml mpax 3a mepopaiiHa CyCIeH3HsI
OzenTamMuBHp

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

1 6yrunka ceabpxa 900 mg o3enramuBup. KpaitHust obem Ha OyTrikarta cien pasrBapsiHe € 75 ml.
Beekn MunmunmuThp cycneHsus cbabpka 12 mg ozentamuBHp.

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Chabpka ChIIO COPOUTOI.
3a moBeue nHGOPMAIIHS BIKTE INCTOBKATA.

4.  JEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

1 6yTmika
Coaspika u 1 TmacTMacoB aganTop 3a OyTuikara, 1 mactmacoBa Mepurenta gamka (52 ml) u 1
IJIACTMACOB TEPOpaJICH J103aTOpP.

5. HAYMH HA TPUJIOKEHUE U IBT(UIIA) HA BBBEK/IAHE

[Ipenu ynoTpeba npoyerere JINCTOBKATA.
3a mepopaiTHO IPUIIOKEHHE CIIE/T Pa3TBapsSHE
IIpenu yroTpeba paskiareTe 1o0pe OyTHIKara.

6. CHEIUWAJIHO NPEAYNPEXJIEHUE, YE JIEKAPCTBEHUAT INIPOAYKT TPABBA
JA CE CBXPAHSIBA HA MSACTO JAJIEYE OT IIOTJIEJA U IOCEI'A HA JIELTA

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

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJJHOCT

T'onen mo:
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‘ 9. CHELOUAJIHM YCJOBUS HA CbXPAHEHHUE

[Ipax: [la He ce cpxpansBa Hazg 30°C.
Cren nmpuroTBsiHe, aa ce cbxpanssa 1noj 25° C B npoabipkeHue Ha 10 nHu, win B xmaguiHuk (2° C —
8° C) B mpoabinkeHue Ha 17 qHU.

10. CHELOMUAJIHU NPEAITIAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
T'epmanus

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/02/222/002

13. MNAPTHJAEH HOMEP

ITapt. Neo

14. HAYHH HA OTITIYCKAHE

JlexapCcTBEHUAT MPOIYKT CE OTITYCKA 0 JIEKAPCKO MpenucaHme

‘ 15. YKA3AHWUS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BYKA

tamiflu

‘ 17. YHUKAJIEH WAEHTU®UKATOP — IBYU3MEPEH BAPKO/

<JIBymamepeH 6apKoJI ¢ BKIIIOYCH YHUKAICH HICHTH(UKATOP>

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

PC:
SN:
NN:
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MUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJMWHUYHU
II'bPBNYHH OITAKOBKH

Etuxer Ha OyTniakara

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

Tamiflu 12 mg/ml mpax 3a mepopaiiHa CyCIeH3HsI
OzenTamMuBHp

2.  HAYUH HA IPUJIO)KEHUE

[Ipenu ynoTpeba npoyerere JINCTOBKATA.
3a nepopaiTHO MPIIIOKEHUE CIIeT Pa3TBapsHE
IIpenu yroTpeba paskiareTe 1o0pe OyTHiIKara.

‘ 3. JATA HA U3TUYAHE HA CPOKA HATOJAHOCT

T'onen no:

4.  TNAPTUIAEH HOMEP

ITapt. Neo

5. CBABPXKAHUE KATO MACA, OBEM WJIHN EANMHULIA

O06eMbT Ha MPUTOTBEHATA CcycrieH3ust € 75 ml.
1 ml ceappika 12 mg ozenraMuBHp.

6.  JPYIO

ChpIbpika ChIIO COPOUTOI.

[Ipax: Jla He ce chxpansBa Hag 30° C.

Iepopanna cycnensus: Jla ce coxpanssa noz 25° C B mpoabiokeHue Ha 10 THU, WK B XJTAIHTHUK
(2° C - 8° C) B mpombimkenne Ha 17 mHu.
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Bb. JUCTOBKA
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Tamiflu 30 mg TBBpaAM Kancym
o3enramusup (0seltamivir)

IIpoyeTeTe BHUMATEIHO LAJIATA JIMCTOBKA, IIPEAH 1A 3all0YHEeTe 1a IpHeMaTe TOBA JIEKapCTBo,
ThH KaTo T ChbAbP:Ka BaxkHa 3a Bac nagopmanus.
3anaseTe Ta3u JIUCTOBKA. MoKe 1a ce HAJIOKU J1a 51 IPOYETETE OTHOBO.
Axo MMaTe HIKAKBU JONBIHUTEIIHN BBIIPOCH, onHTalTe Bammus nekap min hapmanesr.
ToBa iekapCcTBO € MIPEANNCaHo €AUHCTBEHO U JIMUHO Ha Bac. He ro npeorcreiBaiite Ha Apyru
xopa. To Moke 1a UM HaBpenu, HE3aBUCHMO Y€ MPU3HALMTE Ha TIXHOTO 3a00JIsIBaHE Ca ChIIUTE
kato Bamure.
AKO TOSTyunTe HAKAKBU HEXKEJIAHMU JIEKAPCTBEHH peakiuy, yBeromere Bamms nexkap unu
Q)apMaueBT. ToBa Bk/II0YBa M BCUYKH BB3MOKHH HEXKEJIaHU PpCaKknumn, HECONMMCAaHU B Ta3n
nmucToBKa. BrkTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

Kakso mpencrasnsBa Tamiflu u 3a kakBo ce U3Mona3Ba
Kakso Tpsi0Ba na 3naere, npeau Aa npuemere Tamiflu

Kak na nmpuemare Tamiflu

BB3MOXHM HEXEIaHU peaKkLuU

Kaxk na cexpansiate Tamiflu

ChabpikaHue Ha ONIAKOBKAaTa U JAOMBJIHUTENIHA HH(pOpMaLIUs

S~ E

1. Kakso npencrasasia Tamiflu u 3a kakBo ce usnosnszsa

Tamiflu ce usmos3Ba npu BE3PaCTHH, FOHOIIH, Je1la U KbpMadeTa (BKIIOYUTEITHO JOHOCEHN
HOBOpO/IeHH Oe0eTa) 3a JieueHHe Ha rpunl (ungayenya). Toit MoXKe 1a ce N3I0JI3Ba, KOraTo
MMaTe CUMIITOMH Ha TPHII U € U3BECTHO, Y€ IPUITHUSAT BUPYC LUPKYJIHpPa B OOLIECTBOTO.

Tamiflu moxxe chIo 1a ce mpeanucBa Npu Bb3paCTHH, FOHOIIH, KbpMaveTa U Jielia Ha Bb3pacT
HaJ | roguHa 3a MPogUIAKTHKA HA TPHII CIIOPE]] KOHKPETHHS CIIydaii - HalpuMep, ako CTe
OWIIM B KOHTAKT C HSKOM, KOWTO UMa TPUIL.

Tamiflu Mmosxe a ce mpeanucBa nNpu Bb3pacTHH, FOHOIIHN, e1a U KbpMaveTa (BKIOYUTETHO

JIOHOCCHU HOBOPOJICHHU OeOeTa) KaTo MpopUIAKTHYHO JieYeHUe IIPU H3KITIOUNTEITHU
obcTosITencTBa - HaIPUMep, aKO WMa TII00aTHa eUAEMHS OT TPHUII (TPHUITHA naHOemus) N
CEe30HHATA 'PHUITHA BaKCHHA HE OCUTYypsiBa JOCTAThUHA 3aLIUTA.

Tamiflu ceappika o3enTaMUBHp, KOWTO Ce OTHACSA KBbM TPyIIa JEKapCTBa, HAPSUSHH UHXUOUMOPU HA
Hespamunudazama. Te3u NekapcTBa MPEIOTBPATIBAT Pa3NPOCTPAHECHUETO HA TPUITHUS BHPYC B
opranu3Ma. Te momarart 3a obsieKuaBaHe WK MPEJOTBPATABAaHE Ha CUMIITOMUTE Ha TPUITHATA BUPYCHA
WHQEKIHA.

Wudnyennara, 0OMKHOBEHO HapUYaHa IPHIl, € HHEKIUs, MpUIrHeHa oT BUpyc. [Ipu3HanuTe Ha
TpUIIa YeCcTO BKJIFOUBAT BHE3AITHO MOBHINEHA Temriepatypa (Han 37,8°C), kanuuma, Xxpema,
TJIaBOOOJIHE, MYCKYJIHU OOJIKM M MHOTO CHJTHA yMOpa. Te3u CUMIITTOMH MOKeE J1a ca MPEAU3BUKAHU
oT apyru uHdekuu. MctuHckaTa rpuriHa HHQEKIHs ce TOosBSIBa CaMo 110 BpEME Ha €XKETOTHUTE
SMHUJIEMUH, KOTaTO TPUITHUTE BUPYCH CE€ Pa3NpOCTPAHIBAT B OOIIECTBOTO. MI3BbH €NUAEMUYHUTE
MEPUOJIU TPUTIONOJOOHUTE CUMITTOMU OOMKHOBEHO C€ TIPUYMHSBAT OT pas3iueH BUJ 3a00JsIBaHE.

2. Kakso TpsOBa aa 3Haere, npeaun Aa npuemere Tamiflu

He npuemaiite Tamiflu

. AKO CTe AJEPrudHH (C6PLXUYECMEUMENHI) KbM 03EITAMUBHP WIIH KbM HAKOS OT OCTAHAJIUTE
cberaBku Ha Tamiflu, usbpoenn B Touka 6.
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TI'oBopete ¢ Bamus jiekap, ako ToBa ce otHacs 10 Bac. He npuemaiite Tamiflu.

IIpenynpesxaeHusi U Mpeana3sHu MEPKH
IIpenu na mpuemete Tamiflu, HempeMeHHO yYBEeIOMETE JIEKaps, KOHTO TO MIPEAIICBa
aKo cTe aJIepru4HM KbM APYTH JeKapcTBa
aKo umare npodaemu ¢ 0bOpeunuTe. B TakbB ciryuyait Moxe 1a e HeobxoauMo no3ata Bu ga ce
KOpUI'Hpa
aKo UMarte TeKKO 3a00JIsiBaHe, KOETO HaJlara He3a0aBHO MOCTHIIBaHE B OOJTHHLIA
aKo uMyHHaTa Bu cucrema He paboTu
aKo MMaTe XpOHUYHO ChP/ieYHO 3a00JisiBaHe 1M 3200/IABaHe HA IUXAaTeJTHUTE MbTHINA.

ITo Bpeme Ha neuenueto ¢ Tamiflu, yBenomere jexapsi He3abaBHO:
aKo 3a0eJIeKUTE MPOMEHH B MOBEICHUETO MJIH HACTPOCHUETO (HeBPONCUXUYUHU CHOUMUSL),
0c00€eHO MpH Jiera 1 oHomM. ToBa MOKe J1a ca MPU3HAIM Ha PEIKH, HO CEPHO3HH HEKCITaHH
PEaKIInH.

Tamiflu He e BakcHHa MPOTHUB I'PUN

Tamiflu He e BakcuHa: ToM eKyBa HH(EKIHATA KK MPEAOTBPATSABA PA3IPOCTPAHCHUETO HA TPUITHUSI
Bupyc. Bakcunara Bu naBa antutena cpenty Bupyca. Tamiflu Hsima 1a npomMeHu eheKTUBHOCTTA Ha
MIPOTUBOTPUITHATA BaKCHHA W Bammsar jexap Moxe 1a BU MPEATHNIIE U ABETE.

Npyru aekapersa u Tamiflu

WNudopmupaiite Bammist nekap unu papMareBT, ako IpueMaTe JpyrH JIEKapcTBa, WM HACKOPO CTe
npreMali TakuBa. ToBa BKIIIOYBA JIEKApCTBa, OTIHyCcKaHu Oe3 penenTa. CleJHATE JeKapcTBa ca
0COOCHO Ba)KHU:

- XJIOpIIpOMaMuI (M3MOJI3BA Ce 3a JICYCHUE Ha THa0eT)

- METOTpeKcaT (M3M03JIBa ce 3a JIeueHHe Harp. Ha PeBMaTOUICH apTpUT)
- (peHMIOYTa30H (M3I10JI3BA CE 3a JICYCHHE Ha 00JIKA U Bh3MAJICHUE)

- ipoOeHenu (M3M0a3Ba ce JICUCHUE Ha Mo1arpa)

BpeMeHHOCT 1 KbpMeHe
Tps6Ba na yBenomute Bamms nekap, ako cte OpeMeHHa, cMATaTe, 4e MOXKe Ja CTe OpeMeHHa Win

IUIaHUpaTe OPEMEHHOCT, 3a Ja MoXe JieKapaT Ja pemn nanu Tamiflu e moaxomsmy 3a Bac.

EdexTure BEpXy KbpMaueTaTa Ha €CTECTBEHO XpaHEHE He ca n3BecTHU. TpsiOBa na yBenomure Bamms
JeKap, ako KbpPMUTE, 3a J1a MOKe JieKapAT 1a pemu nanu Tamiflu e moaxopsuy 3a Bac.

IToceBetnaiite ce ¢ Bamms igexap wim apmaneBT mpean ynorpedata Ha TOBa JEKapCTBO.
Ilopupane u padoTa ¢ MAIIUHU

Tamiflu HAMa edexT BbpXy criocoOHOCTTA 32 MmOopHUpaHe WK padoTa ¢ MaIIMHU.

3. Kak na npuemare Tamiflu

[Tpuemaiite TOBa JIEKapCTBO TOYHO KakTo Bu e kazan Bamusr sexap. AKO HE CTE CUTYPHH B HEIIO,
nonuraiiTe Bamus jiekap uiu GapMarierT.

Bsemete Tamiflu koJKOTO € Bb3MOXKHO MO-CKOPO, HAl-100pe B PaMKHUTE Ha JIBa JHH OT HAYaJIOTO Ha
TPUITHUTE CUMIITOMHU.
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[penopbunTeTHU 1031

3a JedyeHne HA TPUI, IPUEMaiiTe ABE 03K JHEBHO. OOMKHOBEHO € y/I00HO Jla ce MprUeMa eJIHa J103a
CYTpHH U ¢/IHa Beuep. BaikHo e 1a ce 3aBbPIIN e Tusl S-THEeBEH KYPC, IOPU U aKO OBP30 3aIl0YHETe
Jla ce IyBCTBATE MO-100pe.

HpI/I BB3PACTHU MALTUCHTHU CHC cnaba HMYHHA CUCTEMaA JICUCHHUCTO IS NPOABJIKA 10 JHH.

3a npoguIaKTHKA HA TPUI WM CJIe]l KaTo cTe OMJIM B KOHTAKT ChC 3apa3eHo JIMlle, IpuemMaiire
e/lHa 71032 JHEBHO B IpoabiukeHue Ha 10 nau. Hail-noOpe e na s B3emare CyTpuH CbC 3aKycKara.

[Ipu crienmanHy CUTYaIMH, KaTo IIMPOKO Pa3NpOCTpaHeHHE Ha TPHIA WM TIPY MAIMEeHTH ChC ciiada
UMYHHA CHCTEMA, JICYEHHETO I11€ MPOABILKH 10 6 nian 12 ceamunn.

HpeﬂOpL‘ll/lTeﬂHaTa J03a €€ OCHOBABAa HA TEJECHOTO TEIJi0O HA MalMeHTa. Tp516Ba Ja U3I10JI3BaTC
KOJIMYECTBOTO KAIICYJIX 3a MEPOpaTHO MPUIIOKECHUEC UIN CYCIICH3UA, KOCTO Bue npeanrucaHo oT

JeKaps.

Bbspacnm u IoHoIIM Ha 13 roauHu 1 Mo-roJIcMu

TesiecHo Teryo Jleyenune Ha rpum: IIpopuirakTuka Ha rpumn:
Jo3a Jo3a
3a 5 onu 3a 10 onu

40 kg nm moeue 75 Mg aBa THTH THEBHO 75 MQ BeTHBX THEBHO

75 mg moorce oa ce Hanpasu om kancyra om 30 mg naroc kancyra om 45 mg

Jena ot 1 10 12 ropman

TesecHo Teryo JleyeHue HA rpum: ITpopuaakTka HA TPUI:
11032 71032
3a 5 dnu 3a 10 onu
10 mo 15 kg 30 mg ABa IPTH THEBHO 30 mg BeAHBK AHEBHO
Hax 15 kg u mo 23 kg 45 mg 1Ba IBTH JHEBHO 45 mQ BeHBK JTHEBHO
Han 23 kg u mo 40 kg 60 Mg 1Ba IBTH THEBHO 60 My BeIHBK JTHEBHO
Hapn 40 kg 75 Mg 1Ba IbTH THEBHO 75 Mg BeIHBK JHEBHO

75 mg moorce oa ce Hanpasu om kancyra om 30 mg naroc kancyra om 45 mg

Kbpmadera nox 1 roquna (0 1o 12 mecena)

Ipunoxennero Ha Tamiflu mpu xepmaueTa Ha BB3pacT mox 1 roanHa, 3a Ipo(UITaKTHKA HA TPHII 1O
BpEMe Ha IPHITHA eMUAEeMHusI, TPsIOBa Jla Ce OCHOBaBa Ha MpEIIeHKaTa Ha JICKapsi, CJIe KaTo Ce B3eMe
OpeBU/I TIOTEHIIMATHATA [10J13a CIPSIMO MOTCHIIHATIHUS PUCK 32 KbPMAUEeTo.

TesiecHo Terso Jleyenune Ha rpum: [podniaakTuka Ha rpumn:
J03a 703a
3a 5 Onu 3a 10 onu

3 kg mo 10+ kg 3 mg na kg temecuo termo, | 3 mg Ha Kg,
JIBa ITbTH JHEBHO BEJIHBK JHEBHO

mg #a Kg = Mg 3a écexu kunoepam om menecHomo meano Ha kopmaiemo. Hanpumep:
Axo eono 6-meceuno kvpmave medicu 8 Kg, dozama e
8 kg x 3mg ra kg =24 mg

Hauun Ha NMPUJIO0KCHUE
Ilormemaiite KarcyJjuTe 1eiu, ¢ Boaa. He YyneTe U HE ABbBUCTC KAIICYJIUTEC.

Tamiflu moxxe na ce nmpuema cbe umu 6e3 XpaHa, BRIPEKH Ue IPHEMAHETO My C XpaHa MOXKe J1a
HaMaJId BEPOSTHOCTTA OT TajIeHe WM MOBPBIIIAaHE.

Xopa, Ha KOUTO UM € TPY/HO /1a MpUeMaT KarncyJu, MOXKe Jia U3M0JI3BaT TeYHO JekapcTBo Tamiflu
nepopanna cycnenzusi. Axo umarte Hyxaa ot Tamiflu mepopanna cycrnensus, Ho BbB Baiata anteka
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HSMa TakaBa, MOXe Jia HanpaBuTe Tedna ¢popma Ha Tamiflu ot tesu xancymu. Bukre “Ilpuzomesane
na meuen Tamiflu exvuyu” Ha npyrara crpanumna.

AKO cTe pHeJIH MoBevYe 0T Heodxoaumara jgo3a Tamiflu

Cupere ipuema Ha Tamiflu 1 ce cBBpkeTe HE3a0aBHO C JIeKap Wik GapMarieBT.

B moBeueTo citydyau Ha Ipeo3upaHe MalMeHTUTE He ChOOIIAaBaT 32 HEXKENIAHU JICKAaPCTBEHN PEaKIIMH.
Koraro ca nokimaaBaHyu He)XelIaHU PEaKIvy, T¢ ca OMIM MOZ00OHH Ha TE3H KaTo MPU HOPMAIHUTE JI03H,
KOMTO Ca OIIMCAaHU B TOUKa 4.

ITo-4yecTo ce choOIIaBaT CiTyyau Ha MpeI03UpPaHe MPH Jela, OTKOJIKOTO MPH Bb3PACTHHU U FOHOILIH.
[purorssinero Ha Teyen Tamiflu TpssOBa 1a craBa BHMMaTeHO, KaKTO U NpuIioxkeHuero Ha Tamiflu
Karcynu wim teder Tamiflu mpu nena.

AKo cTe nponycHaau 1a npuemere Tamiflu
He B3emaiite BOMHA /1032, 3a J1a KOMIICHCHPATE MPOIYyCHATA KarcyJa.

Axo cTe cripesii mpuemMa Ha Tamiflu

Hswma nexxenanu peakuuu, korato cnpete npuema Ha Tamiflu. Ho ako Tamiflu ce cnpe nmo-pano
OTKOJIKOTO Bamust nekap Bu e ka3an, cHMIITOMUTE Ha rpuIia MOXe 1a ce BbpHaT. Bunaru
3aBBbPIIBANTE Kypca Ha JICYeHHE, IPEANNCAaH OT Bamus jiekap.

AKO UMaTe HIKAKBHU JOMBJIHUTEIHHA BHIIPOCH, CBbP3aHH ¢ YIOTpebara Ha TOBa JIEKApCTRO, MOMUTANTe
Bamus siekap win gpapMarieBT.

4, Bb3MOKHH HeKeJTaHU pPe€aKkumumn

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKC [1a MPCAN3BHUKA HCIKCIIaHU PCAKIIUH, BBIIPCKU Y€ HC
BCCKH ' TIOJTy4aBa. MHoro ot HEXKEJTaHUTE pcaKknunu, I/I36p06HI/I Io-A0J1y, MOXKE J1a Ca NPCAN3BHUKAHU
ChbIIO 1 OT I'puIia.

CrieiHUTE CEPHO3HU HEXEJIAHH PEaKIInu ca ChoOIaBaHu psaako, otkakto Tamiflu e na masapa:
AHadnIakTHYHU ¥ aHAQWUITAKTOUIHH PEAKIINH: TEXKKH aJeprUiHU PEeaKkliy C ITOyBaHe Ha
JIMIIETO ¥ KOXKaTa, ChpOsI] 00pHB, HUCKO KPHBHO HAJISITaHE U 3aTPYAHEHO JUIIaHEe
UepHonpoOHu HapymieHus (pyIMHUHAHTEH XEMaTHT, HApYyIIIEHNE Ha YepHOApOoOHaTa (PYHKIIHS
u )KBHTGHI/IH&)Z MOXBATIBAaHE Ha KOKaTa U OS710TO HA O4YMTE, ITPOMAHA HAa LIBCTA HA
HBIIPAKHCHUATA, IIPOMSHA B ITIOBCICHUCTO
AHTHOHEBPOTHYCH €/IeM: BHE3AITHO TEXKKO MOlyBaHE HA KO)KaTa OCHOBHO B 00JIaCTTa Ha
rJIaBaTa M IIUATA, BKIFOYUTEITHO OYUTE U €31Ka, ChC 3aTPYAHECHO JTUIIIaHe
Cunnpom Ha CTUBBHC-/[)KOHCHH U TOKCUYHA €TIHIEPMAIHA HEKPOJIH3a: TEKKA
YKUBOTO3aCTpaIllaBalla alepruyHa Peakins, TeKKO Bh3NallEHNe Ha KO)KaTa 1 JIUTaBUIUTE,
3aro4BaIlo ¢ TPECKa, Bh3MaJICHUE Ha I'bPJIOTO, YMOPA, KOXKHU OOPUBHU, KOUTO BOJST JI0
IosgBaTa Ha KOKHU MEXYpPH, 06€HBaHC, CBJIMYAHC HA I'0JICMU IMOBBPXHOCTHU OT KOXKa,
BB3MOXKHH 3aTPYAHEHUS B AWIIAHETO M HUCKO KPHBHO HaJISTaHE.

KbpBeHe 0T cTOMaIIHO-YPEBHUS TPAKT: MPOABIDKUTEIHO KBPBEHE OT Je0SIOTO YePBO WIIH
TUTFOEHE Ha KPbHB
Hepporicuxuauu HapyIieHHs, OIMCAHU TI0-TIOTTy.

AKo 3a0e/1e:kuTe HAKOM OT T€3H CUMIITOMU, NOThpPceTe He3a0aBHO MeIUIIMHCKA MOMOII.

Hait-gecto (MHOTO YeCcTH M 4eCTH) ChoOIIaBaHuTe Hexenann peakiuu Ha Tamiflu ca ragene mn
HOBpPBILAHE, CTOMANIHN OOJIKH, CTOMAIITHO Pa3CTPOUCTBO, T1aBoboue u 6oika. Te3n HeKelaHu
peakiuu ce HabIr1aBaT MPEIMMHO CIIe]] TbPBaTa 1032 OT JISKAPCTBOTO U OOMKHOBEHO CITHPAT C
IPOIBIDKABAHETO HA JiedeHneTo. YecToTara Ha T€3W PEAKIMK Ce HaMaJIsBa, aKo JIEKAPCTBEHUST
HPOJYKT Ce MPUEMa C XpaHa.
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Penxu, HO ceprO3HU peaKIMM: NMOThPCeTe BeAHAra JIEKaApPCKa MOMOII
(Te moarce oa 3acecnam oo 1 na 1 000 oyuu)
ITo Bpeme Ha neuenue ¢ Tamiflu, uma choOIICHNS 38 peIKH CHOUTHS, KOUTO BKIIIOYBAT
I'bpuoBe U ACTUPUYM, BKIIFOYUTETHO MPOMEHEHO HUBO HA Ch3HAHHE
OO0BpKaHOCT, HEOOMUYAITHO TIOBEICHUE
HamrymHocTr, XaronuHaium, B30yaa, TPEBOKHOCT, KOIIMapH
Te3u chOUTHS ce CHOOMIABAT MPEAUMHO TIPH JICIa U FOHOIIU M Y€CTO 3a10YBAT BHE3AMMHO U
0T3By4aBaT 0bp30. Hskomko ciryuasi ca JIOBENH /10 caMOHapaHsSIBaHe, HIKOH OT KOUTO ¢ (atajieH
n3xo. TakuBa HEBPOIICUXUYHHU CHOUTHS C€ CHOOIABAT CHINO U ITPH MAIIMEHTH C TPHUII, KOMTO HE ca
npuemanu Tamiflu.
IMarenTrTe, 0COOEHO Jema 1 FOHOIIH, TPAOBA Ja ce HabI01aBaT BHUMATEIHO 34 M0sBa Ha
OIMMCAHUTE MO-TOPE MPOMEHH B TIOBEICHUETO.
AKO 320eJIe3KUTE HAKOM OT T€3H CUMITOMHM, 0OCOOEHO TIPH TI0-MJIa i X0pa, MOThpceTe He3a0aBHO
JIeKapcKa MoMoIIl.

Bo3pacTan u 10oHOIIM Ha 13 TOAWHM M MO-TOJIeMH

MHOro 4ecTH HeKeJAHU PeaKInu

(moorce 0a 3aceenam noseue om 1 na 10 oywum)
I'maBoGonue
T"agene.

YecTH HeKeJTAHU PeakIHu
(moorce 0a 3aceenam 0o 1 na 10 oyuuu)
Bponxur
Xepriec Ha YCHUTE
Kamunia
3amMaiiBaHe
Bucoka Temnepatypa
bonka
boiika B kpaitHuuure
Xpema
bescbHue
- Bwp3naneso repno
- CromamrHa Oorka
- VYmMmopa
- IIsnHOTa B rOpHAaTa YacT Ha KOpeMa
- MHdexnuu Ha TOPHUTE AUXATEITHY ITHTHUINA (Bh3IIAJICHHE HA HOCA, TBPJIOTO U CHHYCHTE)
- Jlomo xpaHocMuIaHe
- TloBpbiase.

HeuyecTu He:keJJaHU peakUu
(mooice 0a 3aceenam 0o 1 na 100 oyuuu)
- AJlepruyHu peakiuu
- IIpoMeHeHO HMBO Ha Ch3HAHUE
- I'epu
- Hapymenus Ha ChbpJCYHUS PUTHM
- Jleku 0 TEXKM HAPYIICHUS HAa YePHOAPOOHATA (DYHKITUSL
- Koxnu peakiuu (Bb3najcHHE Ha KOXKaTa, YepBEH U ChPOSI 0OpHB, CBIIMYaHE Ha KOXKATa).

Penku HexkeTaHU peakiuu

(mooice 0a 3aceenam 0o 1 na 1 000 oyuum)
- TpombouuToneHus (HUCHK Opoit TpPOMOOLINTH)
- 3pUTeTHH HapYIICHHUS.
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Jleua ot 1 1o 12 rogunn

MHOro 4eCTH HeKeJaHH PeaKnu

(mooice 0a 3acecnam noseue om 1 na 10 oywuiu)
Kanummna
3amyniBane Ha HOca
[Tospriiane.

YecTH HeKeJIaHHU Peakuu
(moorce 0a 3aceenam 0o 1 na 10 oyuiu)
KOHIOHKTHBUT (3a4epBsiBaHE HA OUYUTE M CEKPEIUsI WIIH OOJIKA B OKOTO)
Br3nanenue Ha yXOTO U IPYTH HAPYIICHUS HA YXOTO
I'maBoGonue
lanene
Xpema
CromamrHa OoIka
[TbIHOTA B TOPHATA YacT HA KOpema
Jlomo xpaHocMumnaHe.

HeuecTn Heke1aHu peakuuu
(mooice 0a 3aceenam 0o 1 na 100 oywum)
Bb3nanenue Ha Koxkara
Hapymenne Ha ThriaHueBaTa MeMOpaHa (THIIAHYETO).

Kbpmauera noa 1 roquna

CroOmieHnTe HeXXeJIaHH PeakIny pHu KbpMadeTa Ha Bb3pacT ot 0 10 12 mecena, ca mpeauMHO
moI00HU Ha HEXKETAHUTE PEaKIIiy, CHOOIIEH! IIPH MO-TOJIEMH Jielia (Ha Bb3pacT 1 ToauHa Wi Io-
rojemu). OCBEH TOBa UMa ChOOIICHMSI 32 TUapusl U OOPUB OT TCJICHU.

AKO HSIKOS OT HEKEJIaHUTE JIEKAPCTBEHU PEaKIMK CTaHe CePHO3Ha MU 3a0eIeXnuTe APYyTH,
HEOMMCaHU B Ta3W JIMCTOBKA HEXKEJIaHU peakiuy, yBenomere Bamms nekap mwin papmanert. Odaue,
ako Bue niu Bamero n1ere noBpbiiaTe MHOrOKPATHO WU
aKO CUMIITOMUTE HA IPHUII Ce BJIONIABAT, MJIM BHCOKATA TeMIlepaTypa NpoabJLKaBa
YBenomere Bamust jiekap K0JIKOTO € Bb3MOKHO M0-CKOPO.

Cpo01aBaHe HA He:KeJIaHU peaKlun

AKO nosryunTe HIKaKBU HEXXEJIaHU JIEKapCTBEHU peakluy, yBeaomere Bamus nexap. Tosa BkitouBa
BCHUYKH BB3MOXXHU HEOTIMCAHH B Ta3H JIMCTOBKA HEXKEJIAHH peakuuu. MokeTe ChIlo Ja ChoOImTe
HE)KEJIaHU PeaKklry TUPEKTHO Ype3 HAlMOHAHATA CUCTEMa 32 ChOOIIaBaHe, IIOCOYCHA B
punoxenue V. Karo cpobuiaBare HexenaHu peakLuy, MOXKETe J1a JaeTe CBOsI IIPUHOC 3a
NOJIy4aBaHe Ha IoBeye MH(pOpMalys OTHOCHO 0€3011acHOCTTa Ha TOBA JIEKApCTBO.

5. Kak n1a coxpansiBate Tamiflu

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHIIHO 3a ACLaA.

He u3non3Batite ToBa JICKApCTBO CJICA CpOKa HA TOAHOCT, oTOeNsI3aH BBPXY KapTOHCHATA OIMAaKOBKAa 1
6J'II/ICTepa CJICea EXP/FOZ{CH 0. CpOK’BT Ha TOAHOCT OTTroBaps HAa NOCICAHUA ACH OT ITOCOYCHUS MCCLII.

[a e ce cpxpansBa Hax 25°C.
He u3xBbpisiite nexkapcTBaTa B KaHAIM3AaLUUATa WK B KOHTEHHepa 3a JOMAIIHU OTIIAAbIIH.

[MonmTaiite Bamms papmaneBT kak qa H3XBBPISATE JeKapcTBaTa, KOUTO Bede He uanomn3sare. Te3n
MEpPKH L€ CIIOMOTHAT 3a OIla3BaHE HA OKOJIHATA Cpeaa.
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6. ChbabpikaHue HA ONIAKOBKATA U JTONBJHUTETHA HHPOPMALIHS

Kakso cbpabp:xa Tamiflu

. Bcsika TBBpAa Kancymna cbabpika 03eITaMUBUD, €KBUBaJICHTEH Ha 30 MY 03e1TaMUBHp.
Hdpyrute cbCcTaBKU ca:
CBhABPKAHUE Ha KallCyJaTa: MPeKeTaTHHU3NPAHO HUIIECTE, TANK, TOBHJIOH, KPOCKapMeio3a
HATPHI U HATpUEB cTeapui pymapar
00BHBKa Ha KaIlCyJlaTa: JKeJIaThH, XKbJIT jxene3eH okcup (E172), uepsen xeneszen okcun (E172)
u tuTaHoB nuokcun (E171)
nevyarapcko MacTtiio: meiak (E904), Turanos muoxeun (E171) u FD u C Blue 2 (manuro
kapmuH, E132).

Kak usrane:xkga Tamiflu u kakBo cbIbpka ONaKOBKATA

TBbpaaTa kancysa ot 30 My ce CbCTOM OT CBETIOKBITO, HEMPO3PAYHO TSIIO C OTIIEYATaH HAAINC
“ROCHE” u cBeTII0BJITO, HEMPO3PaYHO Karave ¢ oTrnevyarad Haanuc “30 mg”. [lewatHure Hagnucu
ca CHHU.

Tamiflu 30 mg TBbpaM Karicysu ce mpeaiaraT B OJIHCTEPHH OMaKoBKH 110 10.

HpnTemaTe.n Ha Pa3peiieHueETo 3a yHOTpeﬁa U IMIPOU3BOAUTEI
Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

T'epmanus

Roche Pharma AG
Emil-Barell-Str. 1,
D-79639 Grenzach-Wyhlen
T'epmanus

3a JOITBJIHUTCIIHA I/IH(i)OpMaI_II/IH OTHOCHO TOBa JICKapCTBO, MOJIsI, CBbPKETE CC C JIOKAJTHUSA
MNPEACTABUTCII HA IPUTECIKATECIIS Ha pa3pCIICHUCTO 3a yHOTpeGa:

Belgié/Belgique/Belgien Lietuva

N.V. Roche S.A. UAB “Roche Lietuva”
Tél/Tel: +32 (0) 252582 11 Tel: +370 5 2546799
Bouarapus Luxembourg/Luxemburg
Pom bearapus EOO/ (Voir/siehe Belgique/Belgien)
Ten: +359 2 818 44 44

Ceska republika Magyarorszag

Roche s. r. 0. Roche (Magyarorszag) Kft.
Tel: +420 - 2 20382111 Tel: +36 - 23 446 800
Danmark Malta

Roche a/s (See Ireland)

TIf: +45 - 36 39 99 99

Deutschland Nederland

Roche Pharma AG Roche Nederland B.V.

Tel: +49 (0) 7624 140 Tel: +31 (0) 348 438050
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Eesti )
Roche Eesti OU
Tel: + 372 -6 177 380

E)MGda
Roche (Hellas) A.E.
TnAk: +30 210 61 66 100

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

France
Roche
Tél: +33 (0) 147 614000

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

Ireland

Roche Products (Ireland) Ltd.

Tel: +353 (0) 1 469 0700

island

Roche a/s

c/o Icepharma hf
Simi: +354 540 8000

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

Kvmpog
I'.A Ztopdtng & X AT,
Tnh: +357 - 22 76 62 76

Latvija
Roche Latvija SIA
Tel: +371 - 6 7039831

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

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

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

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

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

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

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

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

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

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

JlaTa Ha mocJieHO Mpepasriexiane Ha gucropkata {MM /I TTT}

IMoapoOHa uH(popMarlrs 3a TOBa JEKapCTBO € MpeA0cTaBeHa Ha yeOcaiita Ha EBporneiickara areHiums
o Jiekapcteata : http://www.ema.europa.eu.
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HNndopmanus 3a norpeduTesst

3a xopa, Ha KOUTO MM € TPY/IHO 12 MPHEMAT KAINCYJIH, BKIFOUYMTEITHO MHOTO MaJIKH JIela, HMa
Teuno jekapctBo Tamiflu nepopanna cycnensus.

AKO UMaTe Hy)X/]a OT T€YHO JISKApCTBO, HO HE pasroJiarare ¢ TAKOBa, CYCIICH3MsI MOXKE J1a Ce
npuroTeu B anrrekata ot Tamiflu kamcynu (Buwxre Hngopmayus 3a meduyuncku cneyuanucmu). To3u
Mpernapart, MPUroTBEH B anTeKaTa, ¢ MPEANOYNTAHUAT BAPHAHT.

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

Jo3ara 3a jedeHue 1 npoduiakTUKa Ha TPUM € eqHakBa. PaznukaTa e B TOBa, KOJIKO YECTO ce
IpuJIara.

IMpurorssine Ha Teden Tamiflu Bkbm

AK0 MMaTe TOYHATA KamncyJa 3a Heodxoanmara go3a (3a mo3a ot 30 mru ot 60 mg), e
OTBOpHTE KaIlCcyJiaTa U I1e pa3dbpKaTe ChABPKUMOTO i B €JHa YaeHa JTbKUYKa (MM [TO-MaJIKO)
TIOJTX OIS TTOJICITaIeH XPaHUTENCH MPOAYKT. ToBa OOMKHOBEHO € MOIXOAINO 32 faera Haj 1
roanHa. Bukre ykazaHusiTa mo-rope.

AKO MMaTe HYKIa OT MO-MAJIKH JI03H, IPUrOTBsHETO Ha TeueH Tamiflu ot kancysnu Brirousa
JOMBJIHUTEHH CTHIKK. TOBa € MOAXOIAIIO 32 T0-MaJIKK Jera i Oebera: Te OONKHOBEHO MMAT
Hyx1a ot n1o3a Tamiflu mo-manka or 30 mg. Buakre ykazanusita mo-1o.y.

Jleua ot 1 1o 12 rogunun

3a na npurorsure 103a ot 30 Mg nim 60 My, umarTe Hy:K1a OT:

Enna wim aee kancyau Tamiflu or 30 mg

OcTpu HOKULU

Enna manka kyna

Yaena abkuuKa (JIbKHUKa oT 5 ml)

Boaa

Cuiiaaka XpaHa 3a NpUKpUBaHE Ha TOPYMBHS BKYC Ha Ipaxa.
Harnpumep: m1oKos1a10B CUPOIT HJIH CHPOII OT YePEId U ISCEPTHH 3ATUBKH KaTO CUPOIT OT
Kapames Wid Hyra. i MoKe J1a TPUTOTBUTE MOJICIAIcHa BOIa: CMECETe eHA YaeHa
JBXKHYKA BOJA C TpU 4eTBbPTH (3/4) yacHa IbKUUKa 3axap.

Crbnka 1: IlpoBepere 1ajm 103aTa e NpPaBUJIHA

3a 1@ HAaMEepPHUTE TOYHOTO KOJIMUYECTBO, KOSTO TPsAOBA Jla M3I0JI3BaTe, HAMEPETE TETJIOTO Ha
MManyenTa oOT JIBO Ha TabiMIaTa.

[Tornennere B sicHaTa KOJIOHA, 3a JIa POBEpUTE OpOs Ha KaIlCyJIUTe, KOUTO TPsiOBa Aa najaere
Ha MalKeHTa KaTo eIHOKpaTHa J103a. KoJu4ecTBOTO € €HO U ChIIl0, HE3aBHCUMO JIAJIH € 3a
JIeYeHUE WU MPOQIIAKTHKA Ha TPHIL.

Ho3a or 30 mg | om | o
Ho3a ot 60 mg i ROCHE  30mg \ ROCHE  30mg
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TpsioBa ma nsnonseare camo karcyiad ot 30 mg 3a qo3u ot 30 mg u 60 mg. He ce onutsaiite na
MPUTOTBUTE 1032 OT 45 My mim 75 Mg, KaTo U3Moia3BaTe ChbIBPKUMOTO Ha Karcyiau ot 30 mg.
BwmecTo TOBa M3M0I3BaliTe MOAXOASIINTE KATICYJIH.

Terao Jo3a Tamiflu Bpoii kancyau

Jo 15 kg 30 mg 1 xancyna

15kgre23kyg 45-mg He u3noaseaiite kancy.am ot
30 mg

23 kg mo 40 kg 60 mg 2 Karcynu

Crepnka 2: U3cnnere BCHYKHS NPAax B KyNa

Jpwxte kancyaara ot 30 My B U3npaBEHO MOJIOKEHUE HAl Kylla i BHUMATEIHO OTPEIKETE
3200JICHUS BPBX C HOKHUITH.

M3cumnere BCUYKHUSA IIpax B KymaTa.

OTBOpeTe BTOpA KarcyJa 3a g103a ot 60 mg. MzcuneTe BCHUKUS Ipax B KyIaTa.
Buumagaiite ¢ mpaxa, 3a110TO TOH MOXKE J1a pa3Apa3Hu Koxkata u ounute Bu.

Crbnka 3: Iloacnanere npaxa u aaiite go3ara

JTo6aBeTe MaJIKO KOJIMUECTBO — HE TIOBEYE OT €JHA YacHa JTbKHUYKA - ClIaJIKa XpaHa KbM Ipaxa B
KyIara.

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

Paz0owpkaiite 100pe cMmecTa.

I[aﬁTe HAJ0TO CHbAbPKAHUE Ha KyIlaTa Ha IMalluCHTa BEAHAara.

AKO e 0CTaHAJI0 MAJIKO OT CMeCTa B KynaTta, U3IUIaKHETC A1 C MaJIKO BOJa U ,I[aflTC Ha ImanucHTa
Ja s U3IUE 1Aj1aTa.

[ToBTOpEeTe Taszm mporierypa BCEKH IbT, KOTAaTO TPAOBA 1a AajeTe JeKapCTBOTO.

Kbpmauera nox 1 roquna

3ana NPUIrOTBUTE MO-MaJIKa €IHMHUYHA 1032, UMATE HYK/IAa OT:

Enana kancyaa Tamiflu or 30 mg

OcTpu HOKUIH

JBe MaJKku Ky (M310I3BaiiTe OTAeleH YM(T KYITH 3a BCAKO JIETE)

Enun rosisim nmepopaJieH 103aTop 3a U3MepBaHe Ha Bojara — 103atop ot 5 mwim 10 ml
Ennn mansk nepopaden go3arop c aenenus ot 0,1 ml 3a naBane Ha no3ata

YaeHa abKUYKa (JIb:kA4YKa 0T 5 ml)

Boaa
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- Cnanka xpaHa 3a MpUKpHUBaHe Ha ropuuBHs BKyc Ha Tamiflu.
Hamnpumep: n1oko1ajoB CUpOIT WM CHPOI OT YePEIly U JECEPTHH 3ATUBKH KaTO CUPOIT OT
KapameJl WX HyTa.
WNnn Moxe 1a MpUroTBHUTE MOACTAZCHA BOJIA: CMECEeTE €JHA YacHa JTbKUYKA BOJA C TPU
4eTBBPTH (3/4) yaeHa TBKUUYKA 3axXap.

Crbnka 1: U3cunere BCHYKHS Mpax B Kyna

Hpbxre kancyaara ot 30 My B U3MpaBeHO MOJO0KEHUE HAJ €THATA OT KYIIUTE U BHUMATEIHO
OTpeXKeTe 3a00JIeHUS BPBhX C HOKUIM. BHUMaBaiiTe ¢ mpaxa: Toi MOXKe Ja pa3npa3Hu KoxkaTa u
ounte Bu.

M3cunere Bcuukus mpax B KyIaTa, KaKBaToO U J03a J1a IPUTOTBSTE.

KonngecTBOTO € €MHO M CBHII0, HE3aBUCHUMO JTaJTH € 3a JICUSHUE WK MPOo(IIIaKTHKa Ha TPUII.

Crbnka 2: /IodaBeTe Boaa, 3a 1a ce pa3peau JeKapCTBOTO

W3non3Baiite mo-ronemMus
J103aTOP, 3a Ja W3TETIUTE
5 ml Bopa.

JobGaBere BojiaTa KbM
rmpaxa B KyIara.

Pasz0nbpkaiite cmecTa ¢
YaeHaTa JThKHYKA B
HPOIBIDKECHHE HA OKOJIO
2 MUHYTH.

He ce nputecHsABaiiTe, ako mpaxbT HE CE pa3TBOPHU HAIIbIHO. Hepa3TBOPEHUST npax ChAbpKa
CaMO HEaKTUBHU ChCTaBKH.
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Crbnka 3: I/I36epeTe NMPaBUJIHOTO KOJIHUYECTBO 3 Bamero nere crnopen TerJjioTo Mmy

HOI‘J’ICZ[HCTC 3a TCIJIOTO Ha ACTCTO OT JIsIBATa CTpaHa Ha Ta6J'II/II_[aTa.
Komnonara ot JACHO Ha Ta6J'H/ILIaTa IIOKa3Ba KOJKO OT T€4YHaTa CMEC TpH6Ba Ja U3TCIIIUTC.

Kbpmadera nox 1 roquHa (BKIKYUTETHO JOHOCEHU HOBOPOAEeHHU 0edeTa)

Teruo Ha 1eTeTO Kouaxo cmec
(Haii-0JIM3K0TO) TpsiOBa a2 M3TErJINTE
3 kg 1,5ml

3,5 kg 1,8 ml

4 kg 2,0mi

4,5 kg 2,3ml

5 kg 2,5 ml

5,5 kg 2,8 mi

6 kg 3,0 ml

6,5 kg 3,3 ml

7 kg 3,5 ml

7,5 kg 3,8 ml

8 kg 4,0ml

8,5 kg 43 ml

9 kg 4,5ml

9,5 kg 4,8 ml

10 Kg nam moBeye 5,0 ml

Ctbnka 4: U3terjiere Te4HaTa cMec

VBeperte ce, ue UMaTe MPaBUIIHUA pa3Mep A03aTop.

N3Ternere TOUHOTO KOIMYECTBO TE€UHA CMEC OT ITbpBaTa Kyma.
W3srernere s BHUMATENHO, TaKa Y€ J]a HE BKapaTe BB3IyIIHN MEXypUeTa.
BuumMarenHo BOpbcKaidTe TOYHATa 1032 BbB BTOpATa Kyma.

Crbnka 5: Iloaciaanere u gaiite HA 1eTETO

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

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

Pa30wpkaiiTe noOpe cinaakara xpana u Teqnus Tamiflu.

JaiiTe Hs/10TO ChABPKaHMe Ha BropaTa Kyma (Tamiflu Teuna cmec ¢ mobasenara ciaaaka
XpaHa) Ha JIETETO BejHara.
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AKO € 0CTaHAJIO Helll0 0T CMeCcTa BbB BTOpPAaTa KYNa, M3IUIAKHETE 5 C MAJIKO BOJA U S JaiTe
Ha JCTETO Ja sl M3IHUe Isu1aTa. 3a felia, KOUTO He MOTaT Ja MUSIT OT KyTa, MalTe C IhKUIKa WA
M3M0JI3BAMTE IIMIIIE, 32 JIa 1aJIeTe Ha JIETETO OCTaHajaaTa TeYHOCT.

JlaiiTe Ha TETETO HEIIO 3a IHCHE.

I/I3XB'I)p.]IeTe nsjiaTa HEeM3MoJaA3BaHa TEYHOCT, OCTaHAJ/Ia B ITbpBaTa Kyla.

[ToBTOpETE Tazm mporierypa BCEKH IbT, KOTaTO TPAOBA 1a AaaeTe JeKapCTBOTO.
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HNnadopmanust camMo 3a MeIMIMHCKH CTIEIAATNCTH

IManmMeHTH, KOUTO HEe MOTaT Aa MOTJIBIIAT KANCYJIH

IMpomunuteHo npoussenen Tamiflu 3a nepopanna cycrnensus (6 mg/ml) e mpeanoOYNTaHUAT POAYKT
3a MeMaTPUYHH ¥ Bb3PAaCTHH MALMEHTH, KOUTO UMAT 3aTPyIHEHUS PH MPETTbIIaHETO Ha KaTCyJIH,
WK KOTaTO ca HeOOXOAMMH MO-HUCKH JI03H. B ciyyaii, ue HsamMa nmpomuiuieHo npousseaeH Tamiflu
npax 3a IepopaiHa CyCreHsus, papMaieBThT MOXe fa IpuroTeu cycrensus (6 mg/ml) or Tamiflu
Karncysu. AKo HIMa MPOMHUIIUICHO POU3BEICHA CYCIICH3Us, MAIMCHTUTE MOKE J]a CH IPUTOTBSIT
CYCIICH3HSTa OT KaICyJIH BKBIIH.

3a npuarane Ha CyCICH3MATa, MPUTOTBCHA B alTeKaTa U 3a MPOLEyPHUTE 3a JOMAIIIHO MPUTOTBSIHE,
TpsI0Ba J1a ce MPEIOCTABAT MePOPATHH 103aTOPH (CIIPUHIIOBKH 32 MIEPOPATHO MPUIIOKECHHUE) C
MoIX01s111 00eM M rpaayupane. B aBara ciiydas mpaBrIHUTE 00€MHU TpsOBa J1a ca OTOSSI3aHU BBPXY
JI03aTOPHUTE. 3a IPUTOTBSHE B JOMAIIIHU YCIOBUSI, TPSIOBA []a CE OCUTYPSIT OTICIIHH J03aTOPH 32
B3eMaHe Ha MMPpaBUIIHKS 00eM BoJia U 3a nu3MepBane Ha cmecta Tamiflu-somaa. 3a usmepsane Ha 5,0 ml
BOJIa, TPsAOBa J1a ce m3mousBar go3aropu ot 5 ml wru 10 ml.

IMoaxomsiMTe pasMepy Ha J03aTopa 3a B3eMaHe Ha TouHus ooem Tamiflu cycniensus (6 mg/ml) ca
MOKa3aH! MO-10JTy.

Kbpmadera nox 1 roanHa (BKIKYUTETHO JOHOCEHU HOBOPOaeHHU OebeTa):

Ho3a Tamiflu Koauuecrso Tamiflu Pa3mep Ha no3aTopa, KoiTO
CyCnIeH3usA a Ce Uu3MmoJji3Ba
(c nesenns ot 0,1 ml)
9 mg 1,5ml 2,0 ml (i 3,0 ml)
10 mg 1,7 ml 2,0 ml (wmu 3,0 ml)
11,25 mg 1,9 ml 2,0 ml (wmu 3,0 ml)
12,5 mg 2,1 ml 3,0ml
13,75 mg 2,3 ml 3,0ml
15 mg 2,5ml 3,0ml
16,25 mg 2,7 ml 3,0ml
18 mg 3,0ml 3,0 ml (s 5,0 ml)
19,5 mg 3,3ml 5,0ml
21 mg 3,5ml 5,0 ml
22,5mg 3,8ml 50ml
24 mg 4,0ml 50ml
25,5 mg 4,3 ml 5,0ml
27 mg 4,5ml 5,0 ml
28,5 mg 4.8 ml 50ml
30 mg 50ml 50ml
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Tamiflu 45 mg TBBpaM Kancym
Osentamuup (0seltamivir)

IIpoyeTeTe BHUMATEIHO LAJIATA JIMCTOBKA, IIPEAH 1A 3all04YHeTe 1a IpUeMaTe TOBA JIeKapcTBo,
ThH KaTo T ChbAbPKa BaxkHa 3a Bac nagopmanus.
3amaseTe Ta3u JIUCTOBKA. MoJKe 1a ce HAJIOKU J1a 51 IPOYETETE OTHOBO.
AX0 “MaTe HJIKaKBU JIONbJIHUTEIHN BBIIPOCH, IoNUTaiTe Bamus sexkap win gpapmanesT.
ToBa iekapcTBO € NpEeANNUCaHo €AMHCTBEHO U IMYHO Ha Bac. He ro npeoTcrenBaiite Ha qpyru
xopa. To Mo>ke 1a UM HaBpeu, HE3aBUCHMO Y€ MPU3HALMTE Ha TAXHOTO 3a00JIABaHE Cca ChIIUTE
kato Bamure.
AKO NOJTyuuTe HAKAKBU HEXKEJIAHHU JIEKAPCTBEHH peakLuy, yBeroMere Bamus nexkap uimu
q)apMaueBT. ToBa BkII0YBa M BCHYKHU BB3MOKHH HEXKEJIAaHU p€aKknnun, HEONMCAHU B Ta3U
nmucToBKa. BrmxTe Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kaxso mpencrasnsea Tamiflu u 3a kakBo ce uU3nMon3Ba
Kakso Tpsi0Ba na 3naere, mpeau Aa npuemere Tamiflu

Kak na nmpuemare Tamiflu

BB3MOXHM HEXEIaHU peaKkluu

Kak na cexpansBare Tamiflu

ChabpikaHue Ha ONIAKOBKATa U JAOMBJIHUTENIHA HHpOpMaLIUs

S~ E

1. Kakso npencrasasia Tamiflu u 3a kakBo ce u3nosnszsa

Tamiflu ce usmos3Ba nMpu BE3PACTHH, FOHOIIH, Je1la U KbpMadeTa (BKIIOYUTETHO JOHOCEHN
HOBOpOJieHH OebeTa) 3a JiedeHne Ha rpun (uxgryenya). Toit MOXe a ce U3M0II3Ba, KOraTo
MMaTe CUMIITOMH Ha TPHII U € U3BECTHO, Y€ IPUITHUAT BUPYC IUPKYIUpPaA B OOLIECTBOTO.

Tamiflu Mmoxxe chIo 1a ce mpeanucBa Npu Bb3paCcTHH, FOHOIH, KbpMadeTa U Jiella Ha Bb3pacT
Haj | roguHa 3a NPogUIAKTHKA HA TPHII CIIOPE]] KOHKPETHHS CIIydaii - HalpuMmep, ako CTe
OWIIM B KOHTAKT C HSAKOM, KOWTO UMa TPUIL.

Tamiflu mosxxe ma ce mpeamucBa nMpu Bb3pacTHH, FOHOIIH, [e1a U KbpMaveTa (BKIIOYUTETHO

JIOHOCCHU HOBOPOJICHHU OeOeTa) KaTo MpOoQUIAKTHYHO JieYeHUe IIPU H3KITIOUYNTEITHU
obcrosTencTBa - HaIpUMep, aKO UMa TII00aTHa eUAEMHAS OT TPHUII (TPHUITHA naHOemus) N
CEe30HHATA IPHUITHA BAaKCHHA HE OCHUTYPsIBa JOCTAThUHA 3aLIUTA.

Tamiflu ceappika o3enTaMUBHp, KOWTO Ce OTHACSA KBbM TPyIIa JCKapCTBa, HApSUEHH UHXUOUMOPU HA
Hespamunudazama. Te3u nekapcTBa MPeIOTBPATABAT Pa3NPOCTPAHECHUETO HA TPUITHUS BUPYC B
opranusMa. Te momarart 3a obJieKuaBaHe WK MPEJOTBPATSBAHE HA CHMITOMUTE Ha TPUITHATA BUPYCHA
WHQEKIHA.

Wudnyennara, 0OMKHOBEHO HapUYaHa TPHIl, € HH(EKIus, MpuIrHeHa oT BUpyc. [Ipu3HanuTe Ha
TpHUIa 4ecTo BKIFOYBAT BHE3AITHO MOBHUIIIeHa TeMreparypa (Han 37,8°C), kanumia, xpema,
TJ1IaBO0OJIME, MYCKYJIHUA OOJIKM M MHOTO CHJTHA yMOpa. Te3u CUMITTOMM MOKeE J1a ca MPEAU3BUKAHU
ot apyru uHdekuu. MctuHckaTa rpuriHa HHQEKIH ce TOosSBsSIBa CaMo 10 BpEMe Ha €XKETOTHUTE
SNUJIEMUH, KOTaTO TPUITHATE BUPYCH CE€ Pa3NpOCTPAHIBAT B OOIIECTBOTO. M3BBH eNMUICMUYHUTE
MEPUOJIU TPUTIONOJOOHUTE CUMIITOMHA OOMKHOBEHO CE IPUYHHSBAT OT Pa3liMueH BUJI 3a00JsIBaHe.

2. Kakso TpsiOoBa aa 3Haerte, npeau aa npuemere Tamiflu

He npuemaiite Tamiflu
aKo CTe aJePruvdHM (CePLXUYECMEUumenti) KbM 03¢ITaMUBHP WIH KbM HIKOS OT OCTAHATUTE
cberaBku Ha Tamiflu, u3bpoenn B Touka 6.
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TI'oBopete ¢ Bamus jiekap, ako ToBa ce otHacs 10 Bac. He npuemaiite Tamiflu.

IIpenynpesxaeHusi U Mpeana3sHu MEPKH
IIpenu na mpuemete Tamiflu, HempeMeHHO yBemOMETE JieKaps, KOHTO I'o MPEATHCBa
aKo cTe aJIepru4HM KbM APYTH JeKapcTBa
aKo umare npodaemu ¢ 0bOpeuuTe. B TakbB ciryyait Moxe 1a e Heobxoaumo no3ata Bu aa ce
KOpUIupa
aKo MMare TeKKO 3a00JIsiBaHe, KOETO HaJlara He3a0aBHO MOCTHIIBaHE B OOJTHHLA
aKo uMyHHaTa Bu cucrema He paboTu
aKo MMaTe XpOHUYHO ChP/IeYHO 3a00JisiBaHe 1K 3200/IABaHe HA TUXaTeJTHUTE MbTHINA.

ITo Bpeme Ha neuenueto ¢ Tamiflu, yBenomere Jexapsi He3abaBHO:
aKo 3a0eJIeKUTE MPOMEHH B ITOBEICHUETO MJIH HACTPOCHUETO (HEeBPONCUXUYHU UHYUOCHMUL),
0c00€eHO MpH Jiela 1 oHomM. ToBa MOKe J1a ca MPU3HAIM Ha PEIKH, HO CEPHO3HH HEKEITaHH
PEaKIInH.

Tamiflu He e BakcuHa POTHUB IpuUNl

Tamiflu He e BakcuHa: ToM IeKyBa HH(EKIHATA KK MIPEAOTBPATSABA PA3IPOCTPAHCHUETO HA TPUITHUS
Bupyc. Bakcunara Bu naBa antutena cpenty Bupyca. Tamiflu Hsima 1a npomMeHu eeKTUBHOCTTA Ha
MIPOTHUBOTPUITHATA BaKCHHA W Bammsar jexap Moxe /1a BU MPEATHNIIE U ABETE.

Jpyru aekapersa u Tamiflu
Wudopmupaiite Bamwist nekap unu papMareBT, ako IpueMaTe JpyrH JEKapcTBa, WU HACKOPO CTe
npreMali TakuBa. ToBa BKIIIOYBA JIEKApCTBa, OTIHyCKaHu O0e3 perenTa. CleJHUTE JeKapcTBa ca
0COOCHO BaXKHU:

- XJIOpIpOMaMuI (M3MOJI3BA CE 3a JICYCHUE Ha THaleT)

- METOTpeKcaT (M3M03JIBa ce 3a JIeueHHe Harp. Ha PEBMaTOWICH apTpUT)

- (peHMIOYTa30H (M3I10JI3BA CE 3a JICYCHHE Ha 00JIKA U Bb3MAJICHUE)

- ipoOeHenu (M3M0a3Ba ce JICUCHUE Ha To1arpa)

BpeMeHHOCT 1 KbpMeHe
Tps6Ba na yBenomute Bamms nexap, ako cte OpeMeHHa, cMATaTe, 4e MOXKe J1a CTe OpeMeHHa Win

TuTaHUpaTe OPEMEHHOCT, 3a J1a MOXKe JieKapsIT aa pern gaau Tamiflu e mogxonsi 3a Bac.

EdexTure BEpXy KbpMaueTaTa Ha €CTECTBEHO XpaHEHE HE ca n3BecTHU. TpsiOBa na yBenomute Bammms
JeKap, ako KbPMUTE, 3a J1a MOKe JeKapAT aa pemn nanu Tamiflu e moaxozsi 3a Bac.

ITocwkBeTBaiiTe ce ¢ Bamms nekap i dapManeBT Ipean yrmoTpedaTa Ha TOBA JIGKapPCTRO.
Ilodupane u padoTa ¢ MAIIUHU

Tamiflu HaMa edekT BbpXy criocoOHOCTTA 32 MOopUpaHe WK padoTa ¢ MAIIMHU.

3. Kak na npuemare Tamiflu

[TpuemaiiTe TOBa JIEKapCTBO TOYHO KakTO Bu e xazan Bamust ekap. AKO HE CTe CUTYpHHU B HEIIIO,
nonuraiTe Bamus ekap wiu dpapMarienT.

Bzemere Tamiflu k0IKOTO € Bh3MOXKHO MO-CKOPO, Hail-100pe B paMKHUTE Ha J[Ba JIHA OT HA4aJOTO Ha
TPUITHUTE CUMITTOMHU.
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[penopbunTeTHU 1031

3a JedyeHne HA TPUI, IPUEMaiiTEe ABE 103U JHEBHO. OOMKHOBEHO € yI00HO J1a ce MprUeMa e/IHa J103a
CYTPHH U ¢/IHa Beuep. BaikHo e 1a ce 3aBbpIIN e Tusl S-THEeBeH KYPC, IOPU U aKO OBP30 3aII0YHETE
Jla ce IyBCTBATE MO-100pe.

HpI/I BB3PACTHU MALTUCHTHU CHC cnaba HMYHHA CUCTEMaA JICUCHHUCTO IS NPOABJIKA 10 JHH.

3a npoguIaKTHKA HA TPUI WM CJIe]l KaTo cTe OMJIM B KOHTAKT ChC 3apa3eHo JIMIle, IpueMaiire
e/lHa J103a JHEBHO B IpoabukeHue Ha 10 qau. Hail-noOpe e na s B3emare CyTpuH CbC 3aKycKara.

[Ipu crienmanHy CUTYaIMK, KaTo IIMPOKO Pa3NpOCTpaHEHHE Ha TPHUIIA WIIH MIPH MAIeHTH ChC ci1ada
UMYHHA CHCTEMA, JICYEHUETO 1€ MPOABILKH 10 6 nian 12 ceamuun.

HpeﬂOp'b‘lI/ITeJ'IHaTa J03a C€ OCHOBABAa HA TEJECHOTO TEIrJi0o HA ManMeHTa. Tp516Ba Ja U3I10JI3BaTC
KOJIMYECTBOTO KAIICYJIX 3a MEPOpaTHO MPUIIOKECHUEC UIN CYCIICH3UA, KOCTO Bue npeanrucano oT

JeKaps.

Bbspacnm u IoHOIM Ha 13 roauHu 1 Mo-roJIcMu

TesiecHo Teryo Jleyenune Ha rpum: IIpopuirakTuka Ha rpumn:
Jo3a Jo3a
3a 5 onu 3a 10 onu

40 kg nm moeue 75 Mg aBa THTH THEBHO 75 MQ BeTHBX THEBHO

75 mg moorce oa ce Hanpasu om kancyra om 30 mg naroc kancyra om 45 mg

Jena ot 1 10 12 ropman

TesecHo Teryo JleyeHue HA rpum: IlpopuaakTka HA TPUIL:
11032 71032
3a 5 dnu 3a 10 onu
10 mo 15 kg 30 mg ABa IPTH THEBHO 30 mg BeAHBK AHEBHO
Hax 15 kg u mo 23 kg 45 mg 1Ba IBTH JHEBHO 45 mQ BeHBK JTHEBHO
Han 23 kg u mo 40 kg 60 Mg 1Ba IBTH THEBHO 60 My BeIHBK JTHEBHO
Hapn 40 kg 75 Mg 1Ba IbTH THEBHO 75 Mg BeIHBK JHEBHO

75 mg moorce d0a ce nanpasu om kancyra om 30 mg naroc kancyra om 45 mg

Kbpmadera nox 1 roquna (0 1o 12 mecena)

Ipunoxennero Ha Tamiflu mpu kepmadeTa Ha BB3pacT mox 1 roauHa, 3a Ipo(UITAKTHKA HA TPHII 1O
BpEMe Ha IPHITHA eMUAeMHEsI, TPsIOBa Jla Ce OCHOBaBa Ha MpEIeHKaTa Ha JICKapsl, CJIe] KaTo Ce B3eMe
HpeBU/I TIOTEHIIMATHATA 110132 CIPSIMO MOTSHIIHATHHUS PUCK 32 KbPMAUeTo.

TesiecHo Terso Jleyenune Ha rpum: [podniaakTuka Ha rpumn:
J03a 703a
3a 5 Onu 3a 10 onu

3 kg mo 10+ kg 3 mg na kg temecuo termo, | 3 mg Ha Kg,
JIBa I'bTH AHEBHO BEJIHBK JHEBHO

mg #a Kg = Mg 3a écexu kunoepam om menecHomo meano Ha kopmaiemo. Hanpumep:
Axo eono 6-meceuno kvpmaue medicu 8 Kg, dozama e
8 kg x 3mg ra kg =24 mg

Hauun Ha NMPUJIO0KCHUE
Ilormemaiite KarcyJjuTe 1eiu, ¢ Boaa. He YyneTe U HE ABbBYCTC KAIICYJIMTEC.

Tamiflu moxxe ma ce mprema chbe win O€3 XpaHa, BBIIPEKH Ue IPHEMAHETO My C XpaHa MOKe J1a
HaMaJId BEPOSTHOCTTA OT I'aJICHE MK TIOBPbBIIAHE.

Xopa, Ha KOUTO UM € TPYIHO /a MpUeMaT KarncyJu, MOXe Jia U3M0JI3BaT TeUHO JekapcTBo Tamiflu
nepopanna cycnenzusi. Axo umare Hyxaa ot Tamiflu mepopanna cycrnensus, Ho BbB Baiata anreka
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HSMa TakaBa, MOXe Jia HarnpaBuTe Teuna ¢popma Ha Tamiflu ot tesu kancynu. Bukre “Ilpuzomesane
na meuen Tamiflu exvuyu” Ha npyrara crpanumna.

AKO cTe NpHeJH noBevye 0T Heodxoaumara go3a Tamiflu

Cupere puema Ha Tamiflu 1 ce cBBpkeTe HE3a0aBHO C JIeKap Wi (papMarieBT.

B moBeueTo citydau Ha Ipeo3upaHe MalMEeHTUTE He ChOOIIAaBaT 38 HEXKEIAHU JICKaPCTBEHU PEAKIIMH.
Koraro ca nokimaaBanyu He)XelIaH! PEakLiy, T¢ ca OWIH MOZOOHU Ha TE3H KaTO P HOPMATHUTE JI03H,
KOHTO Ca OIIMCAHU B TOUKa 4.

ITo-4yecTo ce chOOIIaBAT CiTyyau Ha IpeI03UpaHe MPH Aela, OTKOJIKOTO NP Bb3PACTHH U IOHOIIH.
[Mpurorssinero Ha Teyen Tamiflu TpsOBa 1a ctaBa BHMMAaTENHO, KaKTO U NpuIioxkeHuero Ha Tamiflu
Kancynu wim tedeH Tamiflu mpu nena.

AKo cTe nponycHanu 1a npuemere Tamiflu
He B3emaiite fBOMHA /1033, 3a JIa KOMIICHCUPATE MPOIYyCHATA KarcyJa.

Axko cTe cnipesin nmpuemMa Ha Tamiflu

Hsama nexxenanm peakium, korato crpere npuema Ha Tamiflu. Ho ako Tamiflu ce cripe mo-pano
OTKOJKOTO BammusT nekap Bu e kazaj, cCMkMOTOMUTE Ha TpUlla MOXKE Jla ce BbpHAT. Bunaru
3aBbpUIBANTE Kypca Ha JIeueHue, npeanucad ot Bamus nekap.

AKO UMaTe HIKAKBHU JOMBJIHUTEIHHA BHIIPOCH, CBBP3aHH ¢ YIOoTpebara Ha TOBa JIEKAPCTBO, MOMUTANTE
Bamus jiekap win GpapMarieBT.

4, Bb3MOKHH HeKeJTaHH PC€aKkuuun

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKC [1a NPECAN3BUKA HCIKCIAHU PCAKIIUH, BBIIPCKU Y€ HC
BCCKH I' TIOJTy4aBa. MHoro OT HEXKEJIaHUTE pcaknunu, I/I36p06HI/I mo-a0J1y, MOXKE J1a Ca NPCAN3BHUKAHU
ChbIIO U OT Ir'puIia.

CrieiHUTE CEPUO3HU HEXEJIAHHU PEaKIIMH ca ChoOIIaBaHu psjiko, orkakto Tamiflu e a masapa:
AHadnIakTHYHU 1 aHAQWITAKTOUIHH PEAKIINH: TEXKKH aJepruiHU PEeakIliy C ITOyBaHe Ha
JIMIIETO ¥ KOXKAaTa, ChpOsI 0OpHB, HUCKO KPBBHO HAJSTaHE W 3aTPYIHEHO AMIIaHEe
UepHonpoOHu HapytieHus (GyIMHUHAHTEH XEMaTHT, HApyIIeHNe Ha YepHOApOoOHAaTa (PYyHKIIHS
u )K’bIITeHI/I]_[a)Z MOXBIATIBaHE Ha KOKaTa U Os710TO HA O4YMTC, ITPOMAHA HA IIBCTA HA
HBIIPAKHCHUATA, IIPOMSHA B ITIOBCICHUCTO
AHTHOHEBPOTHYEH €IeM: BHE3aITHO TEKKO MOTyBaHEe Ha KO)KaTa OCHOBHO B 00JIaCTTa Ha
rJ1aBaTa M IIUATA, BKIFOYUTEITHO OYUTE U €3WKa, ChC 3aTPYAHECHO UIIIaHe
Cunnpom Ha CTUBBHC-/[)KOHCHH U TOKCUYHA €THIEPMaIHA HEKPOJIH3a: TEXKKA
JKUBOTO3aCTpaIllaBalia alepruyHa Peakins, TeKKO Bh3NaIEHNE Ha KOKaTa U JINTaBUIINTE,
3aI104BaIIO C TPECKa, Bh3NAJIICHUE HA I'bPJIOTO, YMOpPa, KOXXHU OOPUBHU, KOUTO BOAST JI0
osgBaTa Ha KOKHU MEXYpPH, O6CJ'IB3HC, CBJIMYAHC HA I'OJICMU IMOBBPXHOCTHU OT KOKa,
BB3MOXKHH 3aTPYIHEHHS B AUIIAHETO M HUCKO KPHBHO HAJSTAHE.

KbpBeHe 0T cTOMaIIHO-YPEBHUS TPAKT: MPOABIDKUTEIHO KbPBEHE OT Je0CIIOTO YEPBO WITH
TUTFOEHE Ha KPBHB
Hesporicuxuanu HapyIieHNs, OMMMCAHU TI0-TIOITy.

AKko 3a0eJ1e:KkMTE HAKOM OT T€3U CHMIITOMU, NOThpPceTe He3a0aBHO MeIUIIMHCKA TOMOII.

Haii-gecto (MHOTO YecTH M 4eCTH) ChOOIIaBaHuTe Hexenann peakiun Ha Tamiflu ca ragene mwun
HOBpPBILAHE, CTOMANIHU OOJIKH, CTOMAIITHO Pa3CTPOUCTBO, ri1aBoboue u 6oika. Te3n HexelaHu
peaximu ce HabJIr0aBaT MPEAUMHO CJIe/] TbPBaTa 103a OT JEKapCTBOTO M OOMKHOBEHO CIIMPAT C
IPOIBIDKABAHETO HA JiedeHneTo. YecTorara Ha T€3W PEAKIIUK Ce HaMaJlsiBa, aKo JIEKapCTBEHUST
HPOJIYKT Ce MpHeEMa C XpaHa.
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Penxu, HO cepHO3HM peaKIUU: NOThPCceTe BeAHAra JeKapcKa oMol

(Te moarce oa 3acecnam oo 1 na 1 000 oyuiu)

ITo Bpeme Ha neuenue ¢ Tamiflu, uma choOIICHNS 38 peIKH CHOUTHS, KOUTO BKITIOYBAT
I'bpuoBe U ACTUPUYM, BKIIFOYUTETHO MPOMEHEHO HUBO HA Ch3HAHHE
OO0BpKaHOCT, HEOOMUYAITHO TIOBEICHHE
HanyanocTy, XamouuHaiym, Bb30yaa, TPEBOXKHOCT, KOIIIMAPH

Te3u cpOuTHS ce chOOIIABAT NPEMMHO NPH LA U FOHOIIN U YECTO 3al04BaT BHE3AITHO U
oT3ByuaBat 0bp30. HsKOJIKO citydas ca JOBEJHM 10 caMOHApaHsIBaHe, HAKOU OT KOUTO C (aTalieH
u3xo/1. TakuBa HEBPOIICHXMYHU CHOUTHS Ce ChOOIIABAT CHIIO M IPH MAIMEHTH C TPUII, KOUTO HE ca
npuemanu Tamiflu.
[ManmenTture, 0cOOCHO A€l U FOHOLIH, TPAOBA J1a ce HaOJIIo1aBaT BHUMATEITHO 3a MOsBa Ha
OIMHCAHMTE MO-TOPE IPOMEHHU B MOBEICHHUETO.
AKo 3a6es1e’KHTe HAKOHM OT T3 CHMIITOMH, OCOOCHO IIPH TI0-MJIaJJ1 XOPa, MOThbpceTe He3a6aBHO
JIeKapcKa MoMoll.

Bbspacnm H IoHOIIM Ha 13 roaAuHU U MO-T0JIEMH

MHOro 4ecTH HeKeJIaHU PeaKIuu

(moorce 0a 3aceenam noseve om 1 na 10 oywu)
I'maBoGonue
l'anene.

YecTH HeKeJIAHU Peakuu
(moorce da 3aceenam 0o 1 Ha 10 dywu)
Bponxut
Xeprec Ha YCHHATE
Kanummna
3amaiiBane
Bucoxka Temneparypa
Bboinka
Bonka B kpaitHuLIUTE
Xpema
bescbHue
Bs3naneno repio
CromariHa 60Jika
YMmopa
- IIpmHOTA B TOpHATA YacT HA KOpeMa
WHubexnnn Ha ropHUTE TUXATEHN THTUIIA (BB3MAICHHE Ha HOCA, THPIIOTO B CHHYCHUTE)
- Jlomo xpaHocMuIaHe
- TlospsbiuaHe.

HeuecTn HexkeJaHU peak Ul
(moowce da 3aceenam 0o 1 na 100 oywu)
- AJIepruyHM peakiuu
- IIpoMeHeHO HUBO Ha Ch3HAHUE
- I'spu
- Hapymenus Ha CbpAEYHUS PUTHM
- Jleku 710 TEXKH HAPYIICHUS HAa YepPHOAPOOHATA (DYHKITUS
- KoxHu peaknuu (Bb3MajicHUE HA KOXKaTa, YEPBEH U ChPOSI 00pUB, CBIMYAHE HA KOXKATA).

Penxn Hexenanu pP€aKIuu

(moowce da 3aceenam 0o 1 na 1 000 oywu)
- TpomOormuroreHus (HUCHK Opoit TPOMOOIINTH)
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3pUTEHA HApYIIICHUSI.
Jleua ot 1 1o 12 rogunn

MHOro 4ecTH HeKeJIAaHH PeaKIuu

(mooice 0a 3aceenam noseve om 1 na 10 oywu)
Kamunia
3amyniBane Ha HOCa
[ToBpruIane.

YecTH HeKeTaHHU pPeakuu
(moorce 0a saceenam 0o I na 10 oyuu)
KoHIOHKTHBHUT (3a4epBsiBaHE HA OUNTE U CEKPEIHs WM OOJIKa B OKOTO)
Br3nanenue Ha yXOTO U IPYTH HAPYIICHUS HA YXOTO
I'maBoGonue
I'anene
Xpema
CromamrHa 601ka
IIenHOTa B ropHaTa 4acT Ha KOpema
Jlomo xpanocmusane.

HeuecTn He:keJlaHU peaKku
(moowce da zaceznam 0o 1 na 100 oywu)
Bwb3nanenue Ha koxkara
Hapymenne Ha ThriaHueBaTa MeMOpaHa (THIIAHYETO).

Kbpmauera noa 1 roquna

CpoO1ieHnTe HeXXeJIaHu Peakiny MpHu KbpMadeTa Ha Bb3pacT ot 0 10 12 mecena, ca mpequMHO
MOIOOHY Ha HEXEJIaHUTE PeaKIuK, ChOOIICHH TP TO-TOJIEMHU Jielia (Ha Bh3pacT | rouHa Wiu Io-
rojemu). OCBEH TOBa UMa ChOOIICHMSI 32 TUapus U OOPUB OT IECJICHU.

AKO HSIKOS OT HeXKEJTaHNUTE JIEKAPCTBEHU PEaKINY CTaHe CEPUO3HA HITH 3a0€TIeKnTe IPYTH,
HEOMHMCaH! B Ta3W JIUCTOBKA HEXKEJIaHU peakiuy, yBegomere Bammust nekap win dapmarert. Obaue,
ako Bue niu Bamero 1ere noBpbiiaTe MHOTOKPATHO WU
aKo0 CHMIITOMHTE HA I'PHUII Ce BJIOIIABAT, HJIM BUCOKATA TeMIIEPaTypa NpoabJKaBa
YBenomere Bamust jJekap K0JIKOTO € Bb3MOKHO M0-CKOPO.

Cpo01aBaHe HA He:KeJIAaHU peaKuun

AKO TOJTyYHTe HAKAKBU HE)KCIIAHU JICKAPCTBEHU Peakiiny, yBemoMere Bamius siekap. ToBa BKIrOUBa
BCHYKH BH3MOXKHH HEOTMCAHHU B Ta3M JINCTOBKA HEXETaHH Peakiuu. MOKeTe ChIIO Ja ChOOIIHTEe
HEXEJIaHU PeaKIMH JUPEKTHO upe3 HAllMOHAIHATA CHCTEMa 3a ChoOIaBaHe, OCOYCHA B
[punoxenune V. Kato chobiaBate HeXKEIaHU PEaKIUK, MOXKETE J1a JaJIeTe CBOSI IIPUHOC 32
HoJTy4aBaHe Ha MOBeYe MHPOPMAIIHs OTHOCHO 0€30MacHOCTTa Ha TOBA JICKAPCTBO.

5.  Kak aa cexpansisate Tamiflu

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHIIHO 3a ACHA.

He u3non3Baiite ToBa JIeKapcTBO Cie]] CPOKa Ha TOIHOCT, OTOEINS3aH BbPXY KaPTOHEHATA OMAKOBKa U
omuctepa cien EXP/Toaen no. CpokbsT Ha TOTHOCT OTTOBAPS Ha MOCACTHUS JICH OT MIOCOYCHHUS MECeIl.

a ue ce cexpanssa Hag 25°C.
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He uzxBbposiite nexapcTBaTa B KaHATU3AIUATa WIK B KOHTEHHEpa 3a TOMAITHU OTIIa IBIIH.
ITormuratiTe Bammus dhapmarieBT Kak J1a U3XBBPIISITE JIEKapCTBATa, KOUTO BeUe He m3moisBare. Te3un
MEpPKH 1€ CIIOMOTHAT 3a OIa3BaHe Ha OKOJHATa Cpeaa.

6. CLumeaHne Ha OIIAaKOBKAaTa U JOIIBJHHUTEC/JIHA HH(l)OpMaIIHﬂ

Kaxkso cbabp:ka Tamiflu
Bcesika TBBpaa Karcylna chAbpKa 03eTaMUBUD, EKBUBAJICHTEH Ha 45 MJ 03eITaMUBHP.
Jlpyrute chCTaBKH ca:
ChIIbp)KaHUE HA KalcyJara: IpeKeNaTHHU3UPAHO HUILIECTE, TAJK, TOBHUJIOH, KPOCKapMeno3a
HATPHI U HATPUEB cTeapui pymapar
00BMBKa Ha KalCcyyaTa: XeJlaThH, yepeH xene3ed okcua (E172) u tutanoB nuokeua (E171)
nevyarapcko Mactio: meniak (E904), Turanor muokcun (E171) u FD u C Blue 2 (uanuro
kapmuH, E132).

Kak n3rae:xxga Tamiflu 1 kKakBO CbAbpka ONAKOBKATA
Teepmara kamncymna ot 45 Mg ce CbCTOU OT CHBO, HEMPO3padHO TsI0 ¢ oTreuatad Haamuc “ROCHE” u
CHBO, HEMPO3payHO Karaye ¢ oTredyarad Haamuc “45 mg”. IleyaTHuTe HaAMMCH ca CUHH.

Tamiflu 45 mg TBBpau Karcyu ce npeiarat B OJIMCTEPHH OMaKOBKH 110 10.

IIpurtexaTes Ha pa3pelIeHHeTO 32 yIOTPeda M NPOM3BOAUTE
Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

T'epmanus

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

3a AOBIHKUTENTHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTABUTEN Ha MPUTEKATEIs HA Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

N.V. Roche S.A. UAB “Roche Lietuva”
Tél/Tel: +32 (0) 2525 82 11 Tel: +370 5 2546799
Bouarapus Luxembourg/Luxemburg
Pomr Bearapus EOO/T (Voir/siehe Belgique/Belgien)
Ten: +3592 81844 44

Ceska republika Magyarorszag

Roche s. r. 0. Roche (Magyarorszag) Kft.
Tel: +420 - 2 20382111 Tel: +36 - 23 446 800
Danmark Malta

Roche a/s (See Ireland)

TIf: +45 - 36 39 99 99

Deutschland Nederland

Roche Pharma AG Roche Nederland B.V.

Tel: +49 (0) 7624 140 Tel: +31 (0) 348 438050
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Eesti )
Roche Eesti OU
Tel: + 372 -6 177 380

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

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

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

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

Ireland

Roche Products (Ireland) Ltd.

Tel: +353 (0) 1 469 0700

island

Roche a/s

c/o Icepharma hf
Simi: +354 540 8000

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

Kvmpog
I'.A Ztopdtng & X AT,
Tnh: +357 - 22 76 62 76

Latvija
Roche Latvija SIA
Tel: +371 - 6 7039831

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

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

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

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

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

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

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

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

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

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

JlaTa Ha mocJieHO Mpepasriexiane Ha gucropkata {MM /I'TTT}

IMoapoOHa uH(popMarlrs 3a TOBa JEKapCTBO € MpeAocTaBeHa Ha yeOcaiita Ha EBponeiickara areHius
o JiekapcTBata: http://www.ema.europa.eu.
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HNndopmanus 3a norpeduTesst

3a xopa, Ha KOUTO MM € TPY/AHO 14 MPHEMAT KAINCYJIH, BKIFOYMTEITHO MHOTO MaJIKH JIela, HMa
teuno jekapctBo Tamiflu nepopanna cycnensus.

AKo0 UMaTe HYXk/Ia OT TEYHO JICKapCTBO, HO HE pa3roJiarate ¢ TAaKOBa, CyCIIEH3Us MOXeE Ja ce
npuroTeu B anrrekarta ot Tamiflu kancynu (Buwxre Hngopmayus 3a meduyuncku cneyuanucmu). To3n
mpenapar, IPUTroTBEeH B aNTeKaTa, € MPEAMOYNTAHUIT BapHAHT.

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

Jo3ara 3a je4yeHue 1 npoduiIakTHKa Ha TPUM € eHakBa. Pa3inukaTa ¢ B TOBa, KOJIKO YECTO Ce
Ipusara.

IpurorBsine Ha Teyen Tamiflu Bkbu

AK0 MMAaTe TOYHATA KarncyJa 3a Heodxoaumara go3a ( 3a 1o3a 45 mg), e oTBopuTe
KarcysaTa u Ie pa3obpKare ChIbPKUMOTO I B €IHA YacHAa JIbKUYKA (MU TT0-MaJIKo)

TTOIX OIS TTO/ICTA/ICH XPaHHUTEICH MPOAYKT. ToBa OOMKHOBEHO € IMOAXO/IAIIO 3a nena Hax 1
roauHa. BuKTe ykazaHusita mo-rope.

AKO MMaTe HYKIa 0T MO-MAJIKH 103, MPUTOTBAHETO HA TedeH Tamiflu ot kancynu BxirouBa
IOITBIHUTEIHHN CTHIKH. TOBa € MOAXOMSAIIO 3a IIO-MaJIKK [ela, Aela ¢ IT0-MaJIKO TErIO U
Oebera: Te OOMKHOBEHO MMAT Hy)/1a ot jo3a Tamiflu mo-maska or 45 mg. Buxkre ykazanusita
Mo-70J1y.

Jlena ot 1 10 12 roqunu

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

- Enana kancyma Tamiflu ot 45 mg

- OcTpu HOKUIHU

- Eana maiaka Kkyna

- YaeHa abxKuYKa (JIb:KAYKA 0T 5 ml)

- Bona

- Cnaaka XpaHa 3a MpUKpPHUBaHE Ha TOPYMBHS BKYC Ha Mpaxa.
Hamnpumep: n1okosaajoB CUpoIl WM CHPOI OT YePEIlH U JECEPTHH 3ATUBKH KaTO CUPOIT OT
Kapamen Win Hyra. Mimi Moke J1a IPUroTBUTE MOACIaACHa BOJJa: CMECEeTe eJHa YacHa
JTBKUYKA BOJA C TpHU 4eTBHPTH (3/4) yaeHa Ib)KHYKa 3axap.

Crbnka 1: IlpoBepere 1aju 103aTa € NpaBUJIHA

3a 1a HaMepUTEe TOYHOTO KOJIMYECTBO, KOETO TPIOBA 1a M3I0JI3BATE, HAMEPETE TETJIOTO Ha
MalyeHTa oT JsSBO Ha TaOauIaTa.

IlornemueTe B AsicHaTa KOJIOHA, 3a J1a IIPOBEpUTE OpPOS HAa KAIICYJINUTE, KOUTO TPsIOBa 11a qamere
Ha TAI[MeHTa KaTo eIHOKpaTHA 103a. KoImdecTBOTO € €JHO U ChIN0, HE3aBHCHMO JAJTH € 33
JICYCHUE WU TIPO(IIIAKTHKA Ha TPHIL.

,)1033 ot 45 mg ' ROCHE | 45 mg
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Tps6Ba na n3mon3Bare camo Karcysiu oT 45 mg 3a mo3m ot 45 mg. He ce onuTBaiite ga
npurorute g03a ot 30 mg, 60 mg wiu 75 Mg, KaTo U3MOI3BaTEe ChABPKUMOTO Ha KarCyJu OT
45 mg. BMecTo TOBa H3MOA3BATE MOAXOIAIINTE KATICYIIH.

Terao Jo3a Tamiflu Bpoii kancyau

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

15 kg mo 23 kg 45 mg 1 kamcyna

23-kg-10-40-kg 60-mg He u3noJ3BaiiTe KancyJjau oT
45 mg

Crepnka 2: U3cnnere BCHYKHS NPax B KyNa

JpwxTe kancynara ot 45 Mg B U3npaBeHO MOJI0KEHNE HAl Kylla 1 BHUIMATEITHO OTPEKETe
3200JICHUS BPBX C HOXKUIM. M3cumneTe BCHUKHUS Tpax B KymaTa.
Buumagaiite ¢ npaxa, 3aiioTo TOl MOKe Jia pa3/ipa3Hu KoxaTa u ounte Bu.

Crbnka 3: [loacnanere npaxa u aaiite 1o3ara

JlobaBeTe MaJIKoO KOJIMUESCTBO — HE TIOBEYE OT €JHA YacHA JIbKHMYKA - CJIaJIKa XpaHa KbM Ipaxa B
KyIiaTa.

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

Pasobpkaiite 1obpe cmecra.

I[aﬁTe ISUI0TO ChABPKAHUE HA KyITlaTa Ha IMallMCHTa BEAHAra.

AKO e 0CTaHAJI0O MAJIKO OT CMeCTa B KylaTa, U3IUIaKHETE sI C MAJIKO BOJA U JaiiTe Ha MallueHTa
J1a s U3MMeE 1sIaTa.

[ToBTOpeTe Ta3u mpoueaypa BCEKU ITbT, KOraTo TpsiOBa 1a fAaaere JIeKapCTBOTO.

Kbpmauera moa 1 roquna

3ana INPUIrOTBUTE MO-MAaJIKa € IMHUYHA 1034, UMATE HYK/Ia OT:

Enna kancyaa Tamiflu or 45 mg

OcTpu HOKULT

JBe MaJKku Ky (M3I0I3BaiiTe OTAeNeH YM(T KYITH 3a BCAKO JIETE)

EnuH rosisiMm nepopaJieH 103aTop 3a H3MepBaHe Ha BojaTa — 103atop ot 5 ml wim mo3atop ot
10 ml

ExnH Mmaabk nepopadies go3arop c aenexus ot 0,1 ml 3a naBane Ha no03aTa

Yaena abkuuKa (JIbKHUKa oT 5 ml)

Boaa
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- Cnanka xpaHa 3a MpUKpHUBaHe Ha ropuuBHs BKyc Ha Tamiflu.
Hamnpumep: n1oko1ajoB CUpOIT WM CHPOI OT YePEIly U JECEPTHH 3ATUBKH KaTO CUPOIT OT
KapameJl WX HyTa.
WNn Moxe 1a MpUroTBHUTE MOACTAZCHA BOJIA: CMECEeTE €JHA YacHa JIbKHUYKA BOJA C TPU
4eTBBPTH (3/4) yaeHa TBKUUYKA 3axXap.

Crbnka 1: U3cunere BCHYKHS Mpax B Kyna

JpwexTe kancynaTa ot 45 Mg B U3MpaBeHO MOJIOKECHNE HA/l €IHATA OT KYIUTE U BHUMATEITHO
OTpeXKeTe 3a00JIeHUS BPHX C HOKHUIM. BHUMaBaiiTe ¢ mpaxa: Toi MOXKe Ja pa3npasHu KoxKaTa ’
ounte Bu.

M3cunere Bcuukus mpax B KyIaTa, KaKBaToO U J03a J1a IPUTOTBSTE.

KonngecTBOTO € €MHO M CHII0, HE3aBUCHMO JTAJTH € 3a JICUSHUE W MPOo(IIIaKTHKa Ha TPUIIL.

W3non3Baiite no-ronemust -
Z103aTOop, 3a J1a U3TETIINTE '
7,5 ml Boxa.

JobGaBere BojiaTa KbM
mpaxa B KyIara.

Pasz0npkaiite cmecTa

C yaeHaTa JTbXKHUIKa

B MPOABIDKCHUE HA OKOJIO
2 MUHYTH.

He ce nputecHsABaiiTe, ako mpaxbT HE CE pa3TBOPHU HAIIbIHO. Hepa3TBOPEHUST npax ChAbpKa
CaMO HEaKTUBHU CHCTaBKH.

Crbnka 3: I/I36epeTe NMPaBUJIHOTO KOJIHUYECTBO 3 Bamero nere cropen TerJjioTo Mmy

[TornemHeTe 3a TETJIOTO HA JETETO OT JIsABaTa CTpaHa Ha Ta0nHIaTa.
Komonata ot msicHO Ha TabiuIiaTa moka3pa KOJIKO OT TeYHATa CMEC TPSOBA J1a U3TETIIHTE.
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Kbpmauera noa 1 roquna (BKJIKOYMTETHO JOHOCEHH HOBOPO/JIeHH GedeTa)

Teruo Ha 1eTeTO Kouaxo cmec
(Ha-01M3K0TO) TPsi0Ba 1a U3TErJIUTe
3 kg 1.5ml

3,5 kg 1,8 ml

4 kg 2,0ml

4.5 kg 2,3ml

5 kg 2,5ml

5,5 kg 2,8 ml

6 kg 3,0 ml

6,5 kg 3,3 ml

7 kg 3,5ml

7,5 kg 3,8 ml

8 kg 4,0 ml

8,5 kg 4,3 ml

9 kg 4,5 ml

9,5 kg 4.8 ml

10 kg nm noeue 50ml

Ctbenka 4: U3terjiere Te4HaTa cMec

VYBepere ce, ye UMaTe MPaBIITHUS pa3Mep J03aTop.

U3zrernere TOYHOTO KOJIMYIECTBO TEUHA CMEC OT ITbpPBATa KyIa.
W3rernere s BHUMATEIHO, TaKa Y€ Jia HE BKapaTe Bb3AYIIHN MEXypUeTa.
BHuMarteHo BIpbCKaliTe TOYHATA 1032 BhB BTOpATa Kya.

Ctonka 5: Ioaciaanere u gaiire HA 1€TETO

JTo6aBeTe MaJIKO KOJIMUECTBO — HE TIOBEUE OT €JHA YacHa JTbKHUYKA - ClIaJIKa XpaHa BbB BTOpaTa
KyIIa.

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

Pas6bpkaiite m1o0pe cimanakara xpana u teunus Tamiflu.
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JaiiTe ns10TO ChABPsKaHMe Ha BropaTa Kyma (Tamiflu Teuna cmec ¢ mobaBenara ciaaaka
XpaHa) Ha JIeTeTO BeIHara.

AKO e 0CTaHAJIO Helll0 0T CMeCTa BbB BTOPATA KYNAa, U3IUIAKHETE 51 C MAJIKO BOJAA U s JalTe
Ha JCTETO Ja sl M3IHe Isu1aTa. 3a fera, KOUTO He MOTaT Ja MUSIT OT KyTa, TalTe C IHKIIKa WA
W3IIOJI3BANTE ITHUIIIE, 3a /1A JaIeTe Ha JIETETO OCTaHajJaTa TeIHOCT.

JlaiiTe Ha TETETO HEIIO 3a MHUEHE.

I/I3XB'l>p.]IeTe usjiaTa HEM3MOoJA3BaHa TEYHOCT, OCTaHAJ/Ia B ITbpBaTa Kyla.

IToBTOpeTe Ta3u mpolenypa BCEKU IIbT, KOraTo TpsiOBa Jia 1afere JIeKapCTBOTO.
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HNnadopmanust camMo 3a MeIMIMHCKH CTIEIAATNCTH

IManmMeHTH, KOMTO HEe MOTaT Aa MOTJIBIIAT KANCYJIH

IMpomunuteHo npoussenen Tamiflu 3a nepopanna cycrnensust (6 mg/ml) e mpeInoOYNTaHUAT POAYKT
3a TMeMaTPUYHK ¥ Bb3PACTHH MALMEHTH, KOUTO UMAT 3aTPyIHEHUS PH MPETTbIIAaHETO Ha KaICyJIH,
WK KOTaTO ca HeOOXOAMMH MO-HUCKH JI03H. B ciyuaii, ue HsaMa npomuiuieHo npousseaeH Tamiflu
npax 3a IepopaiHa CyCreHsus, papManeBThT MOXe fa IpuroTeu cycrensus (6 mg/ml) or Tamiflu
Karncysu. AKo HIMa MPOMHUIIUIEHO TIPOU3BEICHA CYCIICH3MS, MAIMCHTUTE MOKE J]a CH IPUTOTBSIT
CYCIICH3HSTA OT KaICyJIH BKBIIH.

3a mpuiiarane Ha CyCICH3UsATa, MPUTOTBCHA B allTeKaTa U 3a MPOLICyPHUTE 3a JJOMAIITHO MPUTOTBSIHE,
TpsiOBa J1a ce MPEOCTABAT MEePOPAHH A03aTOPH (CIPUHIIOBKH 3a MEPOPATHO MPUIIOKEHHUE) C
MoIX0s111 00eM M rpaayupane. B aBara ciiydas nmpaBrIHUTE 00€MHU TpsOBa J1a ca OTOEI3aHU BBPXY
JI03aTOPHUTE. 32 IPUTOTBSIHE B JOMAIIHU YCIOBUSI, TPSIOBA [1a CE OCUTYPSIT OTICIIHH JI03aTOPH 32
B3eMaHe Ha MMPpaBUIIHKS 00eM BoJia U 3a n3MepBane Ha cmecta Tamiflu-soxa. 3a usmepsaune Ha 5,0 ml
BOJIa, TPAOBa J1a ce M3Mmo3Bar go3aropu ot 5 ml wru 10 ml.

IMoaxoasiure 06eMu Ha 103aTOpa 3a B3eMane Ha Tounus obem Tamiflu cycriensus (6 mg/ml) ca
MOKa3aH! MO-10JTy.

Kbpmadera noa 1 roguHa (BKJIKYUTETHO JOHOCEHU HOBOPOJeHH OedeTa):

Jo3a Tamiflu KoauuectBo Tamiflu Pa3mep Ha no3atopa, KoiiTo
CyCnIeH3usA Ja €€ U3110J13Ba
(c nesenns ot 0,1 ml)
9 mg 1,5ml 2,0 ml (wmu 3,0 ml)
10 mg 1,7 ml 2,0 ml (wmu 3,0 ml)
11,25 mg 1,9 ml 2,0 ml (wmu 3,0 ml)
12,5 mg 2,1 ml 3,0ml
13,75 mg 2,3 ml 3,0ml
15 mg 2,5ml 3,0ml
16,25 mg 2,7 ml 3,0ml
18 mg 3,0ml 3,0 ml (s 5,0 ml)
19,5 mg 3,3ml 5,0ml
21 mg 3,5ml 5,0 ml
22,5mg 3,8ml 50ml
24 mg 4,0ml 50ml
25,5 mg 4,3 ml 5,0ml
27 mg 4,5ml 5,0 ml
28,5 mg 4.8 ml 50ml
30 mg 50ml 50ml
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Tamiflu 75 mg TBBpau Kancym
o3enramusup (oseltamivir)

IIpoyeTeTe BHUMATEIHO LAJIATA JIUCTOBKA, IIPEAH 1A 3all04YHeTe 1a IpUeMaTe TOBA JIEKapcTBo,
ThH KaTo T ChbAbPKa BaxkHa 3a Bac nagopmanus.
3amaseTe Ta3u JIUCTOBKA. MoJKe 1a ce HAJIOKU J1a 51 IPOYETETE OTHOBO.
AX0 rMaTe HJIKaKBU JIONBJIHUTEIHN BBIIPOCH, NIoNuTaiTe Bamms nexap nnu gpapmanesT.
ToBa ekapcTBO € NpEeANNUCaHo €AMHCTBEHO U IMYHO Ha Bac. He ro npeoTcrenBaiite Ha qpyru
xopa. To Mo>ke 1a UM HaBpeu, HE3aBUCHMO Y€ MPU3HALMTE Ha TSAXHOTO 3a00JIABaHE Cca ChIIUTE
kato Bamure.
AKO NOSTyYnTe HAKAKBU HEXKEJIAHMU JIEKAPCTBEHH peakiuy, yBeromere Bamms nexkap uinu
q)apMaueBT. ToBa BkII0OYBa M BCHYKH BB3MOKHH HEXKEJIAaHU p€aKknnun, HEONMCAaHU B Ta3U
TucTOBKa. BrxTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

Kaxso mpencrasnsa Tamiflu u 3a kakBo ce uU3non3Ba
Kakso Tpsi0Ba na 3naere, mpeau Aa nmpuemere Tamiflu

Kak na npuemare Tamiflu

BB3MOXHM HEXENaHU peaKkluu

Kak na cexpansBare Tamiflu

CoappikaHue Ha ONIAKOBKAaTa U JAOMBJIHUTEIHA HHDOpMALUs

IZECHESNC RN .

1. Kakso npencrasasipa Tamiflu u 3a kakBo ce u3nonszsa

Tamiflu ce usmos3Ba nMpu BE3PACTHH, FOHOIIH, Je11a U KbpMadeTa (BKIIOYHTETHO JOHOCEHU
HOBOpOJieHH OebeTa) 3a JieueHne Ha rpun (uxguyenya). Toii MOXXe a ce U3M0II3Ba, KOraTo
MMaTe CUMIITOMH Ha TPHII U € U3BECTHO, Y€ TPUITHUAT BUPYC LUPKYJIHUpPA B OOLIECTBOTO.

Tamiflu Mmoxxe chIo 1a ce mpeanucBa Npu Bb3paCcTHH, FOHOIIH, KbpMadeTa U Jielia Ha Bb3pacT
HaJ | roguHa 3a MPogUIAKTHKA HA TPHII CIIOPE]] KOHKPETHHS CIIydaii - HalpuMep, ako CTe
OWIIM B KOHTAKT C HSKOM, KOWTO UMa TPUIL.

Tamiflu mosxe a ce mpeanmucBa nMpu Bb3pacTHH, FOHOIIH, 1A U KbpMaveTa (BKIIOUYUTETHO
JIOHOCCHHU HOBOPOJICHH OebeTa) KaTo MpOoGUIAKTHYHO JIeYeHUe ITPU H3KITFOUUTEITHH
o0cTosITeNCTBA - HAIPUMEp, aKO WMa TII00aTHa eUIeMHs OT TPHII (TPHUITHA naHOemus) N
CEe30HHATA IPUITHA BaKCHHA HE OCUTYpPsIBA JOCTAThUHA 3aIIUTA.

Tamiflu ceappika o3enTaMuBHp, KOWTO Ce OTHACSA KbM TPpyIia JEKapCTBa, HApSUSHH UHXUOUMOPU HA
Hespamunuoazama. Te3u JekapcTBa MPeIOTBPATABAT PA3NPOCTPAHECHHETO HA TPUITHUS BUPYC B
opranusma. Te momarart 3a o0jekyaBaHe WK MPEIOTBPATABAHE HA CHMIITOMHTE Ha TPUITHATA BUPYCHA
WHEKIHS.

Hudnyennara, 0OMKHOBEHO HapHYaHa TPHII, € WH(EKIUs, MpUYHEeHa OT BUpyc. [Ipu3Hanure Ha
TpHUIIa YeCcTO BKIFOYBAT BHE3AITHO TIOBUIIIeHa Temreparypa (Han 37,8°C), kanumia, xpema,
TJIaBO0OIHE, MYCKYJTHH OOJKH ¥ MHOTO CHJIHA yMOpa. Te3u CUMITTOMH MOKe J1a ca MPEAU3BUKAHU H
ot apyru uHdpekuu. ctuHckaTa rpuiHa HHQEKIHs ce TOsBSIBa CaMo 110 BpEMe Ha €XKETOIHUTE
ENHUJIEMUH, KOTaTO TPUITHUTE BUPYCH CE€ Pa3NpOCTPaHSIBAT B 0OIIECTBOTO. M3BBH eNMUACMUYHUTE
MEPUOJIU TPUTIONOJO0OHUTE CUMITTOMUA OOMKHOBEHO CE TIPUYMHSBAT OT pas3iiueH BUJ 3a00JsBaHE.

2. Kaxkso TpsoBa aa 3Haete, npeau Aa npuemere Tamiflu

He npuemaiite Tamiflu
aKo CTe aJePruvdHM (CepvLXUYECMeumentu) KbM 03eITaMUBHD UK KbM HAKOSI OT OCTAHAIUTE
cberaBku Ha Tamiflu, u3dbpoenn B Touka 6.
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TI'oBopete ¢ Bamus jiekap, ako ToBa ce otHacs 10 Bac. He npuemaiite Tamiflu.

IIpenynpesxaeHusi U Mpeana3sHu MEPKH
IIpenu na nmpuemere Tamiflu, HempeMeHHO yBemoOMeETe JieKaps, KOHTO I'o MPpEeATrCcBa
aKo cTe aJIepru9HM KbM APYTH JeKapcTBa
aKo umare npodaemu ¢ 0bOpeuuTe. B TakbB ciryuyait Moxe 1a e HeobxoauMo no3ata Bu ga ce
KOpUIHpa
aKo MMare TeKKO 3a00JIsiBaHe, KOETO HaJlara He3a0aBHO MOCTHIIBaHE B OOJTHHLIA
aKo uMyHHaTa Bu cucrema He paboTu
aKO MMaTe XpOHUYHO ChP/IeYHO 3a00JisiBaHe 1M 3200/IABaHe HA IUXAaTeJTHUTE MbTHINA.

ITo Bpeme Ha neuenueto ¢ Tamiflu, yBenomere Jexapsi He3abaBHO:
aKo 3a0eJIeKUTE IPOMEHH B ITOBEICHUETO MIIH HACTPOCHUETO (HEeBPONCUXUYHU UHYUOCHMUL),
0c00€HO MpH Jiela 1 HoMIM. ToBa MOKe J1a ca MPU3HAIM Ha PEKH, HO CEPHO3HH HEKEIaHH
PEaKIInH.

Tamiflu He e BakcHHa POTHUB I'PUN

Tamiflu He e BakcuHa: ToM eKyBa HH(EKIHATA WK MPEAOTBPATSABA PA3IPOCTPAHCHUETO HA TPUITHUSI
Bupyc. Bakcunara Bu naBa antutena cpenty Bupyca. Tamiflu Hsima ga npomMeHu eheKTUBHOCTTA Ha
MIPOTUBOTPUITHATA BaKCHHA U Bammsar jekap Moxe /1a BU MPEATHNIIE U ABETE.

Npyru aexapersa u Tamiflu
Wudopmupaiite Bamwist nekap unu papManeBT, ako IpueMate JpyrH JEKapcTBa, WU HACKOPO CTe
npreMali TakuBa. ToBa BKIIIOYBA JIEKapCTBa, OTHycKaHu Oe3 penenTa. CleJHUTE JeKapcTBa ca
0COOCHO Ba)KHU:

- XJIOpIIpOMaMusI (M3MOJI3BA Ce 3a JICYCHUE Ha TuadeT)

- METOTpeKcaT (M3M03JIBa ce 3a JIeUeHHe Harp. Ha PEBMaTOWICH apTPUT)

- (peHMIOYTa30H (M3I10JI3BA CE 3a JICYCHHE Ha 00JIKa U Bh3MAJICHUE)

- ipoOeHenu (M3M0a3Ba ce JICUCHUE Ha Mo1arpa)

BpeMeHHOCT 1 KbpMeHe
Tps6Ba na yBenomute Bamms nekap, ako cte OpeMeHHa, cMATaTe, 4e MOXKe Ja CTe OpeMeHHa Win

TuTaHUpaTe OPEMEHHOCT, 3a JIa MOXKe JieKapsIT aa pe gaiau Tamiflu e mogxonsi 3a Bac.

EdexTure BEpXy KbpMaueTaTa Ha €CTECTBEHO XpaHEHE HE ca 3BecTHU. TpsiOBa na yBenomute Bammms
JeKap, ako KbpPMUTE, 3a J1a MOKe JeKapAT aa pemn nanu Tamiflu e moaxozsi 3a Bac.

ITocwBeTBaiiTe ce ¢ Bamms nekap wim dapManeBT Ipean yrmoTpedaTa Ha TOBA JIEKapPCTRBO.
Hlodupane u padoTa ¢ MAIIUHU

Tamiflu HaMa edekT BbpXy criocOOHOCTTA 32 MOpUpaHe WK padoTa ¢ MAIIHHU.

3. Kak na npuemare Tamiflu

[Tpuemaiite TOBa JIEKapCTBO TOYHO KakTO Bu e xazan Bamust ekap. AKO HE CTe CUTYpHHU B HEIIIO,
nonuraiTe Bamus ekap wiu gpapMalienT.

Bzemere Tamiflu k0IKOTO € Bh3MOXKHO MO-CKOPO, Hail-100pe B paMKHUTE Ha J[Ba JIHA OT HA4aJOTO Ha
TPUITHUTE CUMITTOMHU.
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[penopbunTeTHU 1031

3a JedyeHne HA TPUI, IPUEMaiiTe ABE 103U JHEBHO. OOMKHOBEHO € y/I00HO J]a ce MprueMa eJIHa J103a
CYTPHH U ¢/IHa Beuep. BaikHo e 1a ce 3aBbpIIN e Tusl S-THEeBeH KYPC, IOPU U aKO OBP30 3aII0YHETE
Jla ce IyBCTBATE MO-100pe.

HpI/I BB3PACTHU MALTUCHTHU CHC cnaba HMYHHA CUCTEMaA JICUCHHUCTO IS NPOABIJIKA 10 JHH.

3a npoguIaKTHKA HA TPUI WM CJIe]l KaTo cTe OMJIM B KOHTAKT ChC 3apa3eHo JIMIle, IpueMaiire
e/lHa JI03a JHEBHO B IpoabiukeHue Ha 10 quu. Hail-noOpe e na s B3emare CyTpuH CbC 3aKycKara.

[Ipu crienmanHy CUTYaIMK, KaTo IIMPOKO Pa3NpOCTpaHEHHUE Ha TPHIA WK TIPU MAIMEeHTH ChC ciraba
UMYHHA CHCTEMA, JICYEHUETO 1€ MPOABILKH 10 6 nian 12 ceamuun.

HpeﬂOp'b‘lI/ITeJ'IHaTa J03a C€ OCHOBABAa HA TEJECHOTO TEIrJi0o HA ManMeHTa. Tp516Ba Ja U3I10JI3BaTC
KOJIMYECTBOTO KAIICYJIX 3a MEPOpaTHO MPUIIOKECHUEC UIN CYCIICH3UA, KOCTO Bue npeanrucano oT

JeKaps.

Bbspacnm H IoHOIM Ha 13 roguHu U Mo-roJICMH

TesiecHo Teryo Jleyenune Ha rpum: IIpopuirakTuka Ha rpumn:
Jo3a Jo3a
3a 5 onu 3a 10 onu

40 kg nm moeue 75 Mg aBa THTH THEBHO 75 MQ BeTHBX THEBHO

75 mg moorce da ce Hanpasu om kancyra om 30 mg naroc kancyra om 45 mg

Jena ot 1 10 12 ropman

TesecHo Teryo JleyeHue HA rpum: IlpopuaakTka HA TPUIL:
11032 71032
3a 5 dnu 3a 10 onu
10 mo 15 kg 30 mg ABa IPTH THEBHO 30 mg BeAHBK AHEBHO
Hax 15 kg u mo 23 kg 45 mg 1Ba IBTH JHEBHO 45 mQ BeHBK JTHEBHO
Han 23 kg u mo 40 kg 60 Mg 1Ba IBTH THEBHO 60 My BeIHBK JTHEBHO
Hapn 40 kg 75 Mg 1Ba IbTH THEBHO 75 Mg BeIHBK JHEBHO

75 mg moorce oa ce Hanpasu om kancyra om 30 mg naroc kancyra om 45 mg

Kbpmadera nox 1 roquna (0 1o 12 mecena)

Ipunoxennero Ha Tamiflu mpu xepmaueTa Ha BB3pacT mox 1 roauHa, 3a Ipo(GUITAKTHKA HA TPHII 1O
BpEMe Ha IPHITHA eMUAeMHEsI, TPsIOBa Jla Ce OCHOBaBa Ha MpEIeHKaTa Ha JICKapsl, CJIe]l KaTo Ce B3eMe
HpeIBU/I OTEHIMATHATA [10J13a CIPSIMO MOTSHIIMATHHUS PUCK 32 KbPMAUeTo.

TesiecHo Terso Jleyenune Ha rpum: [podniaakTuka Ha rpumn:
J03a 703a
3a 5 Onu 3a 10 onu

3 kg mo 10+ kg 3 mg na kg temecuo termo, | 3 mg Ha Kg,
JIBa I'bTH AHEBHO BEJIHBK JHEBHO

mg #a Kg = Mg 3a écexu kunoepam om menecHomo meano Ha kopmaiemo. Hanpumep:
Axo eono 6-meceuno kvpmaue medicu 8 Kg, dozama e
8 kg x 3mg ra kg =24 mg

Hauun Ha NMPUJIO0KCHUE
Ilormemaiite KarcyJjuTe 1eiu, ¢ Boaa. He YyneTe U HE ABbBYCTC KAIICYJIMTEC.

Tamiflu moxxe ma ce mprema chbe win O€3 XpaHa, BBIIPEKH Ue IIPHEMAHETO My C XpaHa MOXKe J1a
HaMaJId BEPOSITHOCTTA OT TajleHe WK MOBPBIIAHE.

Xopa, Ha KOUTO UM € TPY/HO /1a MpUeMaT KarncyJu, MOXe Jia U3I0JI3BaT TeYHO Jekapctro Tamiflu
nepopanna cycnenzusi. Axo umarte Hyxaa ot Tamiflu mepopanna cycrnensus, Ho BbB Baiata anteka
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HSMa TakaBa, MOXe Jia HanpaBuTe Tedna ¢popma Ha Tamiflu o tesu kancynu. Bukre “Ilpuzomesane
na meuen Tamiflu exvuyu” Ha npyrara crpanumna.

AKO cTe NpHeJH noBevye 0T Heodxoaumara go3a Tamiflu

Cupere puema Ha Tamiflu 1 ce cBBpkeTe HE3a0aBHO C JIeKap Wi (papMarieBT.

B noBeuero ciydau Ha nipeo3upaHe MalMEeHTHTE He ChOOIIaBaT 32 HEXKEIaHU JICKAPCTBCHU PEaKITHH.
Koraro ca noknagBanu HeXXelaHU PEaKIUH, Te ca OWIN TOJO0HH Ha Te3U KaTO PU HOPMAITHUTE JI03H,
KOHWTO Ca ONMCAHM B TOUKA 4.

[Mo-uecro ce choOIIaBaT Cayyan Ha MpeJI03UPaHe MPH JIela, OTKOJIKOTO IPU Bb3PACTHHU U FOHOLIH.
[Mpurorssinero Ha Teyen Tamiflu TpsOBa 1a ctaBa BHMMaTeHO, KaKTO U puIioxkeHuero Ha Tamiflu
karrcysu wim Tedern Tamiflu mpu mena.

AKo cTe nponycHanu 1a npuemere Tamiflu
He B3emaiiTe qBOMHA /1032, 32 1a KOMIIEHCUPATE MPOITyCHATAa KarcyJa.

Axko cTe cipesin mpuema Ha Tamiflu

Hsma Hexxenanu peakiiuu, korato crpere npuema Ha Tamiflu. Ho ako Tamiflu ce cripe mo-pano
OTKOJIKOTO BammusT nexap Bu e kazas, CMHMOTOMUTE Ha TpUIla MOXeE Jla ce BbpHaT. Bunaru
3aBBPILIBANTE Kypca Ha JIeUeHHe, IpeAnrcan oT Bammus nekap.

AKO UMate HAKaKBH JOMBIHUTEITHA BBIIPOCH, CBBP3aHHU C YIOoTpebaTa Ha TOBa JIEKapPCTBO, MOMUTANTE
Bamms nexap nim ¢apmMarenT.

4, Bb3MOKHH HeKeJTaHH pPe€aKkuumn

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKC [1a MTPCAN3BHUKA HCIKCIIAaHU PCAKIIUH, BBIIPCKU Y€ HC
BCCKM I' ITOJTy4aBa. MHOro OT HEXCIaHUTE pcaKuunu, I/I36p06HI/I IMO-A0J1y, MOKE Aa ca MPCAN3BUKaHN
ChIIO U OT Ir'puIia.

CremuuTe CEpHO3HU HEKETaHN PEaKIMy ca ChoOmaBanu psaako, otkakto Tamiflu e na mazapa:
AHapWIaKTHIHY U aHAPUITAKTOMIHN PEAKIIMI: TEKKH AIEPIUYHK PEaKIMH C ITOyBaHe Ha
JIMIIETO ¥ KOXKAaTa, ChpOsI] 00pHB, HUCKO KPHBHO HAJSTAaHE U 3aTPYAHEHO JUIIaHE
YepraoapoOuu HapyiieHus (GyIMHHAHTEH XENaTUT, HAapyIIeHHEe Ha YepHOIpoOHATa (QYHKIIUS
u )KT)HTGHI/IL[H): ITIOXKBJITABAHC HA KOXKaTa U 6$IJ'IOTO Ha OYHUTEC, IpOMAHA Ha IIBCTA HA
U3MPaKHEHHUATA, IIPOMSIHA B TIOBEIECHHETO
AHIMOHEBPOTHYEH €JIEM: BHE3AITHO TEXKKO MOIyBaHE HA KOYKaTta OCHOBHO B 00J1acTTa Ha
rJaBaTa | MHsATa, BKIIOYUTEHO OYUTE U €3UKa, ChC 3aTPyJHEHO AHIIAHE
Cunnpom Ha CTuBbHC-/[PKOHCHH M TOKCHYHA €MTUIEPMaTHa HEKPOJIM3a: TEXKKA
YKMBOTO3aCTpallaBallla ajeprauHa peaKiiys, TEKKO Bb3MaleHHe Ha KOKaTa U JIMTaBUIINTE,
3aI04YBAII0 C TPECKA, Bb3MAICHUE HA IbPJIOTO, yMOpa, KOXKHH OOPHBH, KOMTO BOMISAT J10
HosIBaTa Ha KOKHH MEXYpH, 00€JIBaHe, CBIIMYaHe Ha TOJIEMH TIOBBPXHOCTH OT KOKa,
BB3MOKHH 3aTPYIHEHHS B AUIIAHETO U HUCKO KPHBHO HAJISATAHE.

KbpBeHe 0T CTOMAITHO-YPEBHUS TPAKT: TPOIBILKUTEIHO KbPBEHE OT A€0EI0TO YePBO HITH
IUTIOCHE HA KPHB
HeBporcuxuaHu HapyIIeHus, OITUCAHHU [T0-0ITy.

AKo 3a0eJie;KUTe HAKOI OT Te3H CUMIITOMH, MOThPceTe He3a0aBHO MeTHIIMHCKA TTOMOIII.

Haii-uecto (MHOTO YeCTH M YeCTH) ChOOLIIaBaHUTE He)KeNlaHu peakuuu Ha Tamiflu ca ranene win
MOBpBIIaHEe, CTOMAIIHU 0OJIKH, CTOMAIITHO PAa3CTPOMCTBO, ri1aBobonue u 6onka. Te3n Hexenanu
peaxuuu ce HaOmoaBaT IpeAUMHO CJIe/l IbpBaTa 103a OT JIEKapCTBOTO U OOMKHOBEHO CIIUPAT C
MPOABIHKABAHETO HA JICYEHHETO. YecToTaTa Ha TE3U peakliu ce HaMaJIABa, aKo JIEKAPCTBEHUSAT
MPOAYKT CE MpUeEMa C XpaHa.
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Penxu, HO cepHO3HM peaKIUU: NOThpPceTe BeAHAra JeKapcKa MoMoII
(Te moarce oa 3acecnam oo 1 na 1 000 oywiu)
Io Bpeme Ha neyenue ¢ Tamiflu, uma cpoOLIEHNS 32 peIKH CHOUTHS, KOUTO BKIIOYBAT
I'bpuoBe u nenupuyM, BKIIOUUTENHO POMEHEHO HUBO HA Ch3HAHUE
OO0BpKaHOCT, HEOOMUYANHO TIOBEICHHE
HanygrocTn, xamounHanmy, Bp30ya, TPEBOXKHOCT, KOIIIMApH
Te3u chOUTHS ce chOOIABAT MPEJUMHO TIPH JIel[a U FOHOIIM M YeCTO 3a1l04YBaT BHE3AITHO U
oT3ByuaBaT 0bp30. Hskomko ciyyas ca goBenu 10 caMOHapaHsBaHe, HIKOM OT KOUTO ¢ (artajieH
n3xo. TakuBa HEBPOIICUXUYHH CHOUTHSI C€ CHOOIIABAT CHINO U ITPH MAIMEHTH C TPUTI, KOUTO HE ca
npuemanu Tamiflu.
[ManmenTrTe, 0COOCHO JieTIa M IOHOIIH, TPSIOBa Ja ce Habro1aBaT BHUMATEITHO 3a M0sIBa Ha
OIHMCAHMTE MO-TOPE IPOMEHH B MOBEJICHUETO.
AKko 3a0eJieskuTe HAKOH OT T€3H CUMIITOMH, OCOOCHO MPHU MO-MJIaId XOpa, MOThpceTe He3a0aBHO
JIeKapcKa MmoMoll.

Bo3pacTHn u 10HOIIM Ha 13 TOAWHM M MO-TOJIEeMH

MHOro 4ecTH HeKeJIaHH peaKuu

(moorce da 3aceenam noseve om 1 Ha 10 dywiu)
I'maBoGonue
l'anene.

YecTH HexKeJIaHU PeaKunu

(mooice da 3aceenam 0o 1 na 10 oywiu)
Bpouxur
Xeprec Ha YCHUTE
Kamunia
3amaiiBane
Bucoxka remnepatypa
bonka
boiika B kpaitnuuure
Xpema
bescrHue
Bb3naneso repio
CromarHa 60Jika
Ymopa
[IpnHOTA B rOpHATA YacT HA KOpema
Wudexknnn Ha TOpHUTE TUXATEIHN THTUIIA (Bh3NAIICHHE Ha HOCA, THPIIOTO M CHHYCHUTE)
Jlomo xpanocMusnane

- TloBpbiase.

HedvecTu HekeJJaHM peaknuu
(moarce 0a 3aceernam 0o 1 na 100 oywu)
- AJlepru4HH peakiuu
- IIpomeHeHO HUBO Ha Ch3HAHUE
- I'epu
- Hapymenus Ha chbpaedHUS PUTHM
- Jlexu ;10 TeXKKW HApYIICHUS HA YepHOAPOOHATA QPYHKITHS
- Koxnu peakiuu (Bb3NaJICHAE HAa KOXaTa, YePBEH U CHPOSIT 0OpUB, CBIMYaHE HA KOXKATa).

Penku HexxeraHu peaknuu

(moarce 0a 3aceernam 0o 1 na 1 000 oywu)
- TpombouunToneHus (HUCHK Opoil TpOMOOLINTH)
- 3puTenHN HapYyLICHHUS.
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Jleua ot 1 1o 12 rogunn

MHOT0 YeCTH HeXKeJIAHH PeaKIuu

(moorce da 3aceenam noseve om 1 na 10 dywiu)
Kamunia
SamyiiBaHe Ha HOCA
IToBpbiane.

YecTH HeKeJIaHHU pPeakuu
(moorce 0a saceenam 0o I na 10 oywu)
KoHIOHKTHBHUT (3auepBsiBaHE Ha OUNTE U CEKPEIHs WK OOJKa B OKOTO)
Bp3nanenue Ha yX0TO U APYTH HAPYIICHUS HA YXOTO
['maBoGonue
T'anene
Xpema
CromarHa 6oska
[IenHOTa B ropHaTa 4acT Ha Kopema
Jlomo xpaHocmuaHe.

HeuecTn He:keJlaHU peaKkuu
(mooice da 3aceznam 0o 1 na 100 oywu)
Brp3nanenue Ha Koxkara
Hapymenne Ha ThIaHueBaTa MeMOpaHa (THIIAHYETO).

Kbpmauera noa 1 roqguna

Cro01eHnTe HeXeNaHu PeakLuy Py KbpMadeTa Ha Bb3pacT oT 0 1o 12 mecena, ca npeaAnMHO
NoJ00HM Ha HEXXENaHUTE PEAKLUH, CbOOIIEHHU PH [0-TOJIEMHU Aena (Ha Bb3pacT 1 roarHa Wix Ho-
rosniemu). OcBeH TOBa UMa CHOOICHHS 32 IUapHUsl © OOPUB OT IMEJICHH.

AKO HAKOS OT HEe)KEJIaHUTE JICKAPCTBEHH PEAKINU CTaHE CEPUO3HA MK 3a0esIeKUTe IPYyTH,
HEOIMCAHU B Ta3M JIMCTOBKA HEXEJIaHHU peakiuy, yBegomere Bammus nexkap win papmanest. Obaue,
axko Bue niu Bamero 1ere noBpbiaTe MHOrOKPaTHO WU
AKO0 CHMIITOMMTE HA I'PHII ce BJIOLIABAT, 1M BHCOKATAa TeMIepaTypa NpoAb/KaBa
YBenomere Bammus jiekap KOJIKOTO ¢ Bb3MOKHO II0-CKOPO.

Cho0lIaBaHe HA HEXKeJIAHU PeaKIuu

AKO MONyYrTe HIKAKBU HEXKETIaHU JIEKAPCTBEHH PEakiiny, yBeaoMete Bammms nekap. ToBa BKITIOYBA
BCUYKH BH3MOXXHH HEOTIMCAHH B Ta3H JINCTOBKA HEXKEJIAHHU Peaknu. MoxeTe ChINo Ja ChoOIHUTe
HEKEJIaH! PeaKLiK AUPEKTHO Ype3 HallMOHAIHATA CUCTEMa 3a ChoOIIaBaHe, MOCOYCHA B
Ipunoxenune V. Kato cho011aBate He)XeNaHU Peakiiy, MOXKETe Ja IaJIeTe CBOS MPUHOC 32
Nojy4aBaHe Ha moBede HH(pOopMaIrs OTHOCHO 0€3011acHOCTTa Ha TOBa JIEKApCTBRO.

5.  Kak aa cexpansisate Tamiflu

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHIIHO 3a ACHA.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOIHOCT, OTOEINS3aH BbPXY KAPTOHEHATA OMAKOBKA U
omuctepa cien EXP/Toaen no. CpokbsT Ha TOTHOCT OTTOBAPS HA MOCTCIHUS JICH OT MTOCOYCHHUS MECEIl.

Ha ue ce cexpanssa Hag 25°C.
He u3xBbpisiite nekapcTBaTa B KaHATU3AIUATA WIK B KOHTEHHEpA 3a JOMAITHU OTITa IbIIH.

Ilonuraiite Bamms Q)apMaueBT KakK J1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC U3IOJI3BATC. Te3n
MCEPKHU 1II€ CIIOMOIr'HAaT 3a OIla3BaHC Ha OKOJIHATa cpeaa.
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6. CLanmaﬂne Ha OIIAKOBKATAa U JOIIbJHHUTEC/JIHA HHQ)OpMaIIHﬂ

Kakso ceabpxa Tamiflu

. Bcesika TBBp/a Karicysa chIppika 03e1TaMUBUP, EKBUBAJICHTECH Ha 75 MQ 03eITAMUBUP.
Jpyrurte chCTaBKH ca:
ChIbp)KaHUE Ha KalcyJara: IpeKelaTHHU3UPAHO HUIIECTE, TaJK, TIOBUJOH, KPOCKapMeI03a
HATPHI U HATpUEB cTeapui pymapar
0OBHMBKa Ha KarcyjaTa: JKeJIaTHH, XXBIT xkene3eH okcuna (E172), yepsed xkenesen okcup (E172),
uepeH xene3eH okcuy (E172) u turanos quokcun (E171)
nevyarapcko MacTtio: meitak (E904), turanos nuoxeun (E171) u FD u C Blue 2 (manuro
kapmuH E132).

Kak n3rae:xxga Tamiflu 1 KakBO CbIbp#ka ONAKOBKATA
TeBpmara kamcymna ot 75 Mg ce CbCTOU OT CHBO, HEMPO3padHO TsI0 ¢ oTrnedatad Haamuc “ROCHE” u
CBETJIOXKBJTO, HEMIPO3PAYHO Kamnaue ¢ orrnevaTaH Haanuc “75 mg”. [leyaTHUTe HaANKCH Ca CUHMU.

Tamiflu 75 mg TBBpau Kancyu ce mpeaiarat B OJUCTepHU OMaKoBKH 1o 10.

IIpuTe:xkaTes Ha pa3pelIeHHETO 32 yIOTPeda M MPOM3BOIUTE
Roche Registration GmbH

Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen

I'epmanus

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

3a fonbIHKUTENIHA HHPOPMAIIUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEICTABUTEN HAa MPUTEKATEISI HA Pa3pelIeHHEeTo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

N.V. Roche S.A. UAB “Roche Lietuva”
Tél/Tel: +32 (0) 2525 82 11 Tel: +370 5 2546799
Bouarapus Luxembourg/Luxemburg
Pomr Bearapus EOO/T (Voir/siehe Belgique/Belgien)
Ten: +359 2 818 44 44

Ceska republika Magyarorszag

Roche s. r. 0. Roche (Magyarorszég) Kft.
Tel: +420 - 2 20382111 Tel: +36 - 23 446 800
Danmark Malta

Roche a/s (See Ireland)

TIf: +45 - 36 39 99 99

Deutschland Nederland

Roche Pharma AG Roche Nederland B.V.

Tel: +49 (0) 7624 140 Tel: +31 (0) 348 438050
Eesti ) Norge

Roche Eesti OU Roche Norge AS

Tel: + 372 -6 177 380 TIf: +47 - 22 78 90 00
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E)MGda
Roche (Hellas) A.E.
TnA: +30 210 61 66 100

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

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

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

Ireland

Roche Products (Ireland) Ltd.

Tel: +353 (0) 1 469 0700

Island

Roche a/s

c/o Icepharma hf
Simi: +354 540 8000

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

Kvmpog
I A.Ztapdne & Zwo Ato.
TnA: +357 - 2276 62 76

Latvija
Roche Latvija SIA
Tel: +371 - 6 7039831

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

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

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

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

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

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

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

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

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

JlaTa Ha mocJieHO Mpepasriexiane Ha aucropkata {MM /I'TI'T}

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

3a xopa, Ha KOUTO MM € TPY/IHO 1A MPHEMAT KAICYJIH, BKIFOYMTEITHO MHOI'O MAJIKH JIela, HMa
Teuno jekapctBo Tamiflu nepopanna cycnensus.

AKO UMaTe Hy)X/]a OT T€YHO JIEKapCTBO, HO HE pasroiarare ¢ TAKOBa, CyCIICH3UsI MOKE JIa Ce
npuroTeu B anrrekata ot Tamiflu kamcynu (Buwxre Hngopmayus 3a meduyuncku cneyuanucmu). To3n
mpernapart, MPUrOTBEH B anTeKaTa, ¢ MPEANOYNTAHUAT BAPHAHT.

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

Jo3ara 3a je4yeHue 1 npouiIakTHKa Ha TPUM € eJHakBa. Pa3nukaTa ¢ B TOBA, KOJIKO YE€CTO Ce
Ipusara.

IpurorBsine Ha Teyen Tamiflu Bkbu

AKO0 MMaTe TOYHATA KamcyJa 3a HeoOxoauMaTa f03a (3a g03a 75 mg), 1me oTBopuTe
KarcysaTa u e pa3obpkare ChAbPKUMOTO I B €IHA YaeHAa JILKUYKA (MU TT0-MaJIKo)

TTOIX OIS TTO/ICTAICH XPAaHUTEICH MPOAYKT. ToBa OOMKHOBEHO € IMOAXOIAIIO 3a nera Hax 1
roauHa. BukKTe ykazaHusita mo-rope.

AKO MMaTe HY’KIa OT MO-MAJIKH /103, IPUroTBsHETO Ha TeueH Tamiflu ot kancysnu Brirousa
JOMBJIHUTEHH CTHIKK. TOBa € MOAXOMIAIIO 32 0-MaJIKK Jela i 0ebera: Te OONKHOBEHO MMAT
Hyx1a ot n1o3a Tamiflu mo-manka or 30 mg. Buakre ykazanusita mo-1o.y.

Bb3pacTHu, roHomM Ha 13 roauHu W mo-rojieMu, u aena c terJo naa 40 kg.

3a na npuroTBUTe 1032 OT 75 MY, KMaTe HYKIA OT:

- Enna kancyaa Tamiflu or 75 mg

- OcTpu HOKUIHU

- Enna manka kyna

- Yaena abxkuuKa (JIbKHYKa oT 5 M)

- Bona

- Cnagka xpaHa 3a MpUKpHUBaHe Ha TOPYHMBHA BKYC Ha Ipaxa.
Hampumep: moxonazoB CHPOII WIIH CUPOT OT YEPEId U JeCEPTHH 3aJTUBKH KaTO CHPOI OT
KapaMen Win Hyra. Mnu Moe ja MpuroTBUTE MOACaleHa BOJIa: CMEceTe eJHa YaeHa
JI'BKAYKA BOJIA C TPY 4eTBBPTH (3/4) yacHa TBKUYKA 3axap.

Crbnka 1: IlpoBepere 1aju 103aTa € NPaBUJIHA

3a 1a HaMepHUTe TOYHOTO KOJIMIECTBO, KOETO TPsiOBa J]a U3MOJI3BaTe, HAMEPETE TETJIOTO Ha
HalMEeHTa OT JIABO Ha TabJuIara.

[lornennere B AsicHaTa KOJIOHA, 3a []a IPOBEpUTE OPOS Ha KaICyJIMTE, KOUTO TpsiOBa J1a ajaere
HAa MalAEHTa KaTo €IHOKpaTHa 103a. KOoInu4ecTBOTO € eHO U ChI0, HE3aBUCHMO JAJH € 32
JIeYeHUE WU MPOQIIAKTHKA Ha TPHIL

Jo3a or 75 mg AOCHE 75 mg

Tps6Ba ga u3nmon3BaTe camo Karcyiau oT 75 mg 3a 1o3u ot 75 mg. He ce onutaiite na
HPUTOTBUTE 1032 OT 75 M(, KaTo M3MOI3BaTe ChABPKUMOTO Ha Karncynu oT 30 mg nnm 45 mg.
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TerJo

Jo3a Tamiflu

Bpoii kancyau

40 kg u moBeue

75 mg

1 kamcyna

He e 3a nena, kouto Te:kat mo-maiako ot 40 kg
3a memna, KOUTO Texat mo-Manko ot 40 Kg Tpss6Ba ma mpuroTBUTE 1034, IMO-Majka ot 75 mg.
Buoicme no-oony.

Crbnka 2: U3cunere BCHYKHS NMpax B Kymna

JpwexTe kancyaaTa oT 75 My B U3NpaBeHO MOJIOKEHUE HAl KylTa 1 BHUMATEITHO OTPEIKETE
3200JICHUS BPBX C HOXKHITH.

M3cunere BCHYKUSA ITpax B KyIaTa.

Buumagaiite ¢ mpaxa, 3a110TO TOH MOXKe J1a pa3Apa3Hu Koxkata u ouute Bu.

Crenka 3: Ilonciaanere npaxa u xaiite 103ara

JTo6aBeTe MaJIKO KOJIMUECTBO — HE TIOBEYE OT €JHA YacHa JTbKHUYKA - ClIaJIKa XpaHa KbM Ipaxa B
KyIara.

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

Paz0bpkaiite mobpe cmecTa.

) :
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&
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I[aﬁTe HAJ0TO CHbAbPKAHUE Ha KyIlaTa Ha MalluCHTa BEAHAra.

AKO e 0CTaHaJI0 MAJIKO OT CMeCTa B KyIlaTa, U3IIJIAKHETE s C MAJIKO BOJa 1 JlaiiTe Ha MaIrueHTa
Ja s U3IKE 1j1aTa.

[ToBTopeTte Ta3u npouenypa BCEKU IIbT, KOraTo TpsiOBa 1a Aafere JeKapCTBOTO.

Knpmauera noa 1 roguna u neua c rerso mox 40 kg

3ana NMPUIOTBUTE MMO-MAJIKA ¢ IMHUYHA /1034, UMaTe HYKIa OT:

Enana kancyaa Tamiflu ot 75 mg

OcTpu HOXKUIH

JABe maJjiku Kynu

Enun rosisim nmepopaJieH 103aTop 3a U3MepBaHe Ha Bojara — 103atop ot 5 mwim 10 ml
Ennn mansk nepopaden go3arop c aenenus ot 0,1 ml 3a naBane Ha no3ata

YaeHa aIbKUYKa (JIbKAYKA 0T 5 ml)

Bona
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- Cuagka XpaHa 3a NpUKpUBaHe Ha ropyuBus BKyc Ha Tamiflu.
Hamnpumep: m1okoaajoB CUpOIT WM CHPOI OT YePEIlH U JECEPTHH 3TUBKH KaTO CUPOIT OT
KapameJl WX HyTa.
W Moxe 1a MPUroTBHUTE MOACTAZCHA BOJIA: CMECETE €JHA YacHa JIbKHUYKA BOJA C TPU
4eTBBPTH (3/4) yaeHa TBKUUKA 3aXap.

Crbnka 1: U3cunere BCHYKHS Mpax B Kyna

JpwexTe kancyaaTa oT 75 MQ B U3MPaBEHO MOJIOKCHUE HA/l €IHATA OT KYyIUTE U BHUMATEITHO
OTpeXKeTe 3a00JICHUS BPBHX C HOKHIM. BHUMaBaiiTe ¢ mpaxa: Toi MOXKe Ja pa3npa3Hu KoxaTa ’
ounte Bu.

M3cunere Bcuukus mpax B KyIaTa, KAKBaTO U J03a J1a IPUTOTBSTE.

KonngecTBOTO € €MHO U CHII0, HE3aBUCHMO JTAJTH € 3a JICUSHUE W MPOo(IIIaKTHKa Ha TPUII.

W3non3Baiite no-ronemust -
Z103aTOop, 3a J1a U3TETIINTE '
12,5 ml Boga.

JobGaBere BojiaTa KbM
rmpaxa B KyIara.

Pasz0nbpkaiite cmecTa ¢
YaeHaTa JTHKHYKA B
HPOIBIDKECHHE HA OKOJIO
2 MUHYTH.

He ce nputecHsABaiiTe, ako mpaxbT HE CE pa3TBOPHU HAIIbIHO. Hepa3TBOPEHUST Mpax ChAbpKa
CaMO HEaKTUBHU CHCTaBKH.

Crbnka 3: I/I36epeTe NMPaBUJIHOTO KOJIHUYECTBO 3 Bamero nere cropen TerJjioTo Mmy

[TornemHeTe 3a TETJIOTO HA JETETO OT JIsABaTa CTpaHa Ha Ta0JiuIaTa.
Komonata ot msicHO Ha TabauIaTa moka3pa KOJIKO OT TeYHATAa CMEC TPSOBa J1a U3TETIIHTE.
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Kbpmauera noa 1 roquna (BKJIIOYMTETHO JOHOCEHH HOBOPO/IeHH GedeTa)

Teruo Ha 1eTeTO Kouaxo cmec
(Ha-01M3K0TO) TPsi0Ba 1a U3TErJIUTe
3 kg 1.5ml

3,5 kg 1,8 ml

4 kg 2,0ml

4.5 kg 2,3ml

5 kg 2,5ml

5,5 kg 2,8 ml

6 kg 3,0 ml

6,5 kg 3,3 ml

7 kg 3,5ml

7,5 kg 3,8 ml

8 kg 4,0 ml

8,5 kg 4,3 ml

9 kg 4,5 ml

9,5 kg 4.8 ml

10 kg nm noeue 50ml

Jeua nan 1 roguna, ¢ Teryio mox 40 kg

TerJio Ha 1eTeTO Kouako cmec
(HaH-01M3K0TO) TPsi0Ba 1a U3TErJIUTe
o 15 kg 5,0 ml

15 1o 23 kg 7,5 ml

23 1o 40 kg 10,0 ml

Crbnka 4: U3Terjiere TeyHara cMec

YBepeTe CC, UC UMATC MPABUIHUA pa3MEp A03aTOP.

H3rernere TOYHOTO KOJIMYECTBO TEUHA CMEC OT IIppBaTa Ky1a.
Usrermnere s BHHUMATECIIHO, TaKa Y€ aa HE BKapaTC€ Bb3AYIIHU MEXYypUecTa.
Baumarenno BHp’LCKaﬁTe TOYHAaTa 103a BbB BTOpAaTa KyIla.

Crienka 5: IMoaciaanere U naiite HA 1€TETO

Jlo6GaBeTe MaJIKO KOJIMYECTBO — HE TIOBEYE OT €/[Ha YaeHa JIbKHMYKa - CJIaJIKa XpaHa BbB BTOparta
KyTa.

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

Pas6bpkaiite m100pe cimankara xpana u teunus Tamiflu.
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JaiiTe ns10TO ChABPsKaHMe Ha BropaTa kyma (Tamiflu Teuna cmec ¢ mobaBenara ciaaaka
XpaHa) Ha JIETETO BejHara.

AKO € 0CTaHAJIO Helllo 0T CMeCTa BbB BTOPATA KyNa, M3IUIAKHETE 51 C MAJIKO BOJA U S JaiTe
Ha JCTETO Ja sl M3IHUE Isu1aTa. 3a felia, KOUTO He MOTaT Ja MUSIT OT KyTa, TalTe C IHKIIKa WA
M3M0JI3BANTE IIMIIIE, 32 JIa 1aJIeTe Ha JIETETO OCTaHajaaTa TeYHOCT.

JlaiiTe Ha TETETO HEIIO 3a MHEHE.

I/I3XB'l>p.]IeTe nsjiaTa HEM3MoJA3BaHa TEYHOCT, OCTaHAJ/Ia B ITbpBaTa Kyla.

[ToBTOpeTe Ta3m mpoueaypa BCEKH ITbT, KOraTo TpsiOBa J1a 1aaeTe JeKapcTBOTO.
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HNnadopmanust camMo 3a MeIMIMHCKH CIIEIAATNCTH

IMauueHTH, KOUTO He MOTaT 1A MOTJIBINAT KANCYJIH

Ipomumnureno npouseenen Tamiflu 3a mepopanna cycrensus (6 mg/ml) e nmpeAmouYnTaHUAT TIPOAYKT
3a TeMaTPUYHK ¥ Bh3PACTHH MAIMEHTH, KOUTO UMAT 3aTPyIHEHUsI [P MPETTBIIAHETO Ha KATICYJIH,
WJIM KOTaTo ca HeOOXOAMMHU MO-HUCKH JI03U. B ciydaii, ye HsiMa nmpomunuieHo npoussenen Tamiflu
npax 3a IepopaiHa CyCleHsus, papMareBThT MOXe fa IpuroTeu cycrersus (6 mg/ml) or Tamiflu
Karcysii. AKo HsAMa MPOMHUIIIIEHO MPOU3BEICHA CYCIICH3US, MAIIMCHTUTE MOKE J[a CH IIPUTOTBST
CYCIIEH3HsITa OT KAICYJIH BKBIIH.

3a mpuiarane Ha CyCIEH3MATa, IPUTOTBEHA B alTeKaTa U 3a MPOLEypPHUTE 3a JOMAIIHO PUTOTBSIHE,
TpsIOBa J1a ce MPEIOCTABAT MEePOPAJIHM A03aTOPH (CIPUHILIOBKH 3a MEPOPATHO MPUIIOKEHHE) C

MoIX0 1111 00eM M rpaayupane. B aBara ciiydas mpaBriHUTE 00eMHU TPOBa J1a ca OTOES3aHU BBPXY
JI03aTOpHUTE. 32 MPUTOTBSHE B JIOMAIITHH YCIOBUS, TPAOBA J]a C€ OCUTYPSIT OTACIHH A03aTOPH 32
B3eMaHe Ha MMpaBIJIHKS 00eM Boja U 3a u3MepBane Ha cMmecta Tamiflu-sBoxa. 3a usmepsane na 12,5 ml
BOJIa, TpsiOBa 1a ce u3mou3Ba no3atop ot 10 ml.

IMoaxoasiure 06eMu Ha 103aTOpa 3a B3eMaHe Ha Tounust ooem Tamiflu cycriensus (6 mg/ml) ca
HIOKa3aH! T0-101Y.

KbpMmauera noa 1 roquHa (BKJIKYUTETHO JOHOCEHU HOBOPOJeHH OedeTa):

Jo3a Tamiflu KoauuectBo Tamiflu Pa3mep Ha no3atopa,
cycneH3us KOITO 1a ce M3M0JI13Ba
(c nesenns ot 0,1 ml)
9 mg 1,5ml 2,0 ml (wmu 3,0 ml)
10 mg 1,7 ml 2,0 ml (wmu 3,0 ml)
11,25 mg 1,9 ml 2,0 ml (wmu 3,0 ml)
12,5 mg 2,1 ml 3,0ml
13,75 mg 2,3 ml 3,0ml
15 mg 2,5ml 3,0ml
16,25 mg 2,7 ml 3,0ml
18 mg 3,0ml 3,0 ml (s 5,0 ml)
19,5 mg 3,3ml 5,0ml
21 mg 3,5ml 5,0ml
22,5mg 3,8ml 50ml
24 mg 4,0ml 50ml
25,5 mg 4,3 ml 5,0ml
27 mg 4,5ml 5,0ml
28,5 mg 4.8 ml 50ml
30 mg 50ml 50ml
Jleua Haa 1 roguna, ¢ terao mox 40 Kg:
Pa3mep Ha no3atopa,
KOMTO J1a ce
Koaunuecrso Tamiflu H3110J13Ba
Ho3a Tamiflu CycrneH3us (¢ nenenns ot 0,1 ml)
30 mg 50ml 5,0 ml (su 10,0 ml)
45 mg 7.5 ml 10,0 ml
60 mg 10,0 mi 10,0 ml
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JlucroBka: undopmanusi 3a NoTpeduTeNA

Tamiflu 6 mg/ml npax 3a nepopaJina cycneH3ust
o3entamuBup (oseltamivir)

IIpoyeTeTe BHUMATEIHO LAIATA JIUCTOBKA, IIPEAH 1A 3all04HETe 1a IpUeMaTe TOBa JIEKapcTBo,
ThH KaTo T CbAbPKA BaxkHa 3a Bac nagopmanus.
3amnaseTe Ta3u JIUCTOBKA. MoJKe 1a ce HAJIOKU J1a 51 IPOYETETE OTHOBO.
AKo MMaTe HIKAaKBH JONBJIHUTEIIHN BBIIPOCH, onuTaiTe Bammus nexkap mim apmanesT.
ToBa jiekapCcTBO € MIPEANNUCaHo €AMHCTBEHO U JIMUHO Ha Bac. He ro npeorcreiBaiite Ha Apyru
xopa. To Mo>ke 1a UM HaBpeu, HE3aBUCHMO Y€ MPU3HALMTE Ha TSXHOTO 3a00JIABaHE ca ChIIUTE
kato Bamure.
AKO NOJTyYnTe HAKAKBU HEXKEJIAHMU JIEKAPCTBEHH peakiUY, yBeromere Bamms nexkap uinu
(I)apMaHeBT. ToBa BkII0YBa M BCUYKH BB3MOKHH HEXKEJIAaHU p€aKknnun, HEOIIMCAaHU B Ta3U
nmucTOBKa. BrxTe Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kaxkso mpencrasnssa Tamiflu u 3a kakBo ce u3non3Ba
Kakso TpsiOBa na 3naere, mpeau aa nmpuemere Tamiflu

Kak na npuemare Tamiflu

BBb3M0XHM HEXENaHU peakluu

Kak na cexpansBare Tamiflu

CoabppikaHue Ha ONIAKOBKAaTa U JOMBJIHUTENIHA HHDOpMAaLUs

IZECHENC RN .

1. Kakso npencrasasipa Tamiflu u 3a kakBo ce usnonssa

Tamiflu ce usmos3Ba nMpu BE3PACTHH, FOHOIIH, Je11a U KbpMadeTa (BKIIOYUTETHO JOHOCEHU
HOBOpOJieHH OebeTa) 3a JiedeHne Ha rpun (uxgayenya). Toii MOXe a ce U3M0II3Ba, KOraTo
MMaTe CUMIITOMH Ha TPHII U € U3BECTHO, Y€ IPUITHUAT BUPYC LUPKYIHpPaA B OOLIECTBOTO.

Tamiflu moxxe chIo a ce mpeanucBa Npu Bb3paCcTHH, FOHOIIH, KbpMadeTa U Jielia Ha Bb3pacT
HaJ | roguHa 3a MPogUIAKTHKA HA TPHII CIIOPE]] KOHKPETHHS CIIydaii - HallpuMep, ako CTe
OWIIM B KOHTAaKT C HSKOM, KOWTO UMa TPHIL.

Tamiflu mosxe ma ce mpeanmucBa nNpu Bb3pacTHH, FOHOIIIH, Je1a U KbpMaveTa (BKIOYHUTETHO
JIOHOCCHU HOBOPOJICHHU OeOeTa) KaTo MpoQUIaKTHYHO JIeYeHUe IIPU H3KITFOUNTEITHU
o0cTosITencTBa - HAIPUMEp, aKO UMa TII00aTHa eMUAEMHAS OT TPHUII (TPHUITHA naHOemus) N
CEe30HHATA I'PHUITHA BAaKCHHA HE OCHUTYpsIBa JOCTAThUHA 3alIUTA.

Tamiflu ceappika o3enTaMuBHp, KOWTO Ce OTHACSA KbM TPpyIia JEKapCTBa, HApSUEHH UHXUOUMOPU HA
Hespamunudazama. Te3u IekapcTBa MPeOTBPATABAT Pa3NpPOCTPAHCHUETO HA TPUITHUS BUPYC B
opranuszMa. Te momarart 3a obJsieKuaBaHe WK MPESJOTBPATSBAHE HA CHMIITOMUTE Ha TPUITHATA BUPYCHA
WHQEKIHA.

Wudnyennara, 0OMKHOBEHO HapUYaHa TPUI, ¢ MHOEKIUS, MPUIHHEHa OT BUpyc. [Ipu3HanuTe Ha
TpHUIa 4eCcTO BKITFOYBAT BHE3AITHO MOBUIIIeHa TeMreparypa (Han 37,8°C), kanumia, xpema,
TJ1IaBO0OJIHEe, MYCKYJIHUA OOJIKM M MHOTO CHJTHA yMOpa. Te3u CUMITTOMM MOKE J1a ca MPEAU3BUKAHU H
ot apyru uHdekuu. MctuHckaTa rpuriHa HHQEKIHs ce OosBsIBa CaMo 10 BpeMe Ha €XKETOIHUTE
SNHUJIEMUH, KOTaTO TPUITHUTE BUPYCH CE€ Pa3NpOCTPaHIBAT B OOIIECTBOTO. M3BBH €MUIEMUIHUTE
MEPUOJIU TPUTIONOJOOHUTE CUMIITOMHA OOMKHOBEHO CE IPUYHHSBAT OT Pa3liMueH BUJI 3a00JsIBaHe.

2. Kakso TpsOBa aa 3Haerte, npeau Aa npuemere Tamiflu

He npuemaiite Tamiflu
aKo CTe aJePruvdHM (C6PLXUYECMEUmMeHu) KbM 03eITaAMUBHD UITH KbM HAKOSI OT OCTAaHAIUTE
cberaBku Ha Tamiflu, u3bpoenn B Touka 6.
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TI'oBopete ¢ Bamus jiekap, ako ToBa ce otHacs 10 Bac. He npuemaiite Tamiflu.

IIpenynpesxaeHusi U Mpeana3sHu MEPKH
IIpenu na nmpuemere Tamiflu, HempeMeHHO yBemoOMeETe JieKaps, KOHTO I'o MPpEeATrCcBa
aKo cTe aJIepru9HM KbM APYTH JeKapCcTBa
aKo umare npodaemu ¢ 0bOpenuTe. B TakbB ciryuyait Moxe na e HeobxoauMo no3ata Bu ga ce
KOpUI'Hpa
aKo MMare TeKKO 3a00JIsiBaHe, KOETO HaJlara He3a0aBHO MOCTHIIBaHE B OOJTHHLIA
aKo uMyHHaTa Bu cucrema He paboTu
aKo MMaTe XpOHUYHO ChP/ieYHO 3a00JisiBaHe 1M 3200/IABaHe HA JUXaTeJTHUTE MbTHINA.

ITo Bpeme Ha neuenueto ¢ Tamiflu, yBenomere Jexapsi He3abaBHO:
aKo 3a0eJIeKUTE IPOMEHH B ITOBEICHUETO MIIH HACTPOCHUETO (HEeBPONCUXUYHU UHYUOCHMUL),
0c00€eHO MpH Jiela 1 HoMM. ToBa MOKe J1a ca MPU3HAIM Ha PEIKH, HO CEPHO3HU HEKETaHH
PEaKIInH.

Tamiflu He e BakcHHa POTHUB I'PUN

Tamiflu He e BakcuHa: ToM eKyBa HH(EKIHATA WK MPEAOTBPATSABA PA3IPOCTPAHCHUETO HA TPUITHUSI
Bupyc. Bakcunara Bu naBa antutena cpenty Bupyca. Tamiflu Hsima ga npomMeHu eheKTUBHOCTTA Ha
MIPOTUBOTPUITHATA BaKCHHA U BammAr nekap Moxe /1a BU NMPEATNHUIIE U ABETE.

Jpyru aekapersa u Tamiflu
WNudopmupaiite Bamst nexap unu papMareBT, ako IpueMaTe JpyrH JIEKapcTBa, WU HACKOPO CTe
npreMali TakuBa. ToBa BKIIIOYBA JIEKApCTBa, OTIHycKaHu 0e3 penenTa. CleJHUTE JeKapcTBa ca
0COOCHO BaXKHU:

- XJIOpIIpOMaMuJI (M3MOJI3BA CE 3a JICYCHUE Ha THaleT)

- METOTpeKcaT (M3M03JIBa ce 3a JIeUeHHe Harp. Ha PEBMaTOWICH apTPUT)

- (peHMIOYTa30H (M3I10JI3BA CE 3a JICYCHHE Ha 00JIKa U Bh3MAJICHUE)

- ipoOeHenu (M3M0a3Ba ce JICUCHUE Ha Mo1arpa)

BpeMeHHOCT 1 KbpMeHe
Tps6Ba na yBenomute Bamms nexap, ako cte OpeMeHHa, cMATaTe, 4e MOXe J1a CTe OpeMeHHa Win

TuTaHUpaTe OPEMEHHOCT, 3a JIa MOXKe JieKapsIT aa pe gaiau Tamiflu e mogxonsi 3a Bac.

EdexTure BEpXy KbpMaueTaTa Ha €CTECTBEHO XpaHEHE He ca n3BecTHH. TpsiOBa na yBenomure Bamust
JeKap, ako KbpPMUTE, 3a J1a MOKe JeKapAaT aa pemn nanu Tamiflu e moaxozsi 3a Bac.

ITocwkBeTBaiiTe ce ¢ Bamms nekap i dapManeBT Ipean yrmoTpedaTa Ha TOBA JIGKapPCTRBO.

Hlodupane u padoTa ¢ MAIIUHU
Tamiflu HaMa edexT BbpXy criocoOHOCTTA 32 mOoQHUpaHe UK padoTa ¢ MaIIWHU.

Tamiflu cbabpxa ¢ppykToza

[Ipenn na npuemete Tamiflu, yBegomere Bamms nekap, ako nmarte HacJaeICTBEHa HEMOHOCHMOCT KbM
¢dpykro3a. ToBa 1ekapcTBO ChIBbpKa COPOUTOIN, KOUTO € popma Ha PpyKTO3aTa.

CopOuTONTBT MOXKE J]a UMa CJ1ad JTaKCATUBEH €(EKT.

3. Kaxk na npuemare Tamiflu

[IpuemaiiTe TOBa JEKAPCTBO TOYHO KakTO Bu e kazan BamusT nekap. AKO HE CT€ CUTYpHHU B HELIO,
nornutaiTe Bamms nekap wiu dpapMarnenT.

BuHaru usrosnssaiTe mepopaiHus 103aTop, KOWTO € MPHIOKEH B KyTHATA U € TpaJyrpaH Taka, Je Ja
nokasBa no3ata B mutwtatpu (ml).
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B3emere Tamiflu KOJIKOTO € BE3MOXHO ITO-CKOPO, HA-100pe B paMKHUTE HA JIBa THU OT HAYAJIOTO Ha
TPUITHUTE CUMITTOMU.

[IpenopbunTeTHU 1034

3a JedyeHne HA TPUI, IPUEMaiiTe ABE 103U JHEBHO. OOMKHOBEHO € yI00HO Jla ce MpreMa eJIHa J103a
CYTPUH H ¢JIHa Beuep. BajkHo e 1a ce 3aBbpIIN LeJIHs 5-THeBeH KYPC, JIOpH 1 aKo ObP30 3aroYHeTe
Jla ce IyBCTBATE MO-100pe.

HpI/I BB3PACTHU MAITUCHTHU CHC cnaba HMYHHA CUCTEMaA JICUCHHUCTO IS MPOABJIZKA 10 JHHA.

3a npoduaakTHKa HA TPHUII WJIH CJIeJ KaTo cTe OMJIM B KOHTAKT ChC 3apa3eHo JInLe, IpueMaiTe
€/IHa /1032 JTHEBHO B npoabnkenue Ha 10 quu. Hali-moOpe e na s B3emare CyTpUH ChC 3aKyCKaTa.

[Ipu crienmanHy CUTYaIMH, KaTo HIMPOKO Pa3NpOCTpaHEHHE Ha TPHIA WM TIPY MAIMEeHTH ChC ciiada
UMYHHA CHCTEMA, JICYEHUETO 1€ MPOABILKH 10 6 nian 12 ceamunn.

HpenopL‘mTeﬂHaTa J03a C€ OCHOBABAa HA TEJECCHOTO TEIrJi0 HA MalnMeHTa. Tp516Ba Ja U3I10J13BaTeC
KOJIHNYCCTBOTO Tamiﬂu, koeTo Bu e MNpEANIMCAaHO OT JICKaps. Xopa, KOHWUTO UMAT 3aTPYAHCHUC C IpHUCMa
Ha KalCyJju, MOorat Aa U3IOoJ3BaT NnCpopaHa CyCIICH3U. Bmxre HWHCTPYKIOHUUTC HA CJICABAIIATa
CTpaHHUIIa 3a NPUTrOTBAHE U IaBaHC Ha 103arTa.

Bb3pacTHu 1 10HOIIM Ha 13 roAMHM M O-TOJ1EMHU

TejecHo TerJjo

Jleyenune Ha rpum:
o3a
3a 5 onu

IMpopunakTuka HA rPUI:
n03a
3a 10 Onu

40 kg mim moBeue

12,5 ml nBa mbTH JHEBHO

12,5 ml Bequbx) JHEBHO

Jeua ot 1 m0 12 rogunn

12,5 ml ce npucomes om doza om 5 ml nroc 0oza om 7,5 ml

TejecHo Terao

JleyeHnue Ha rpumn:
7032
3a 5 OHu

I[IpodpniakTnka Ha rpuim:
7032
3a 10 onu

10 kg mo 15 kg

5,0 ml 1Ba mbTH THEBHO

5,0 ml BenHBX JHEBHO

Han 15 kg, no 23 kg

7,5 ml gBa mBbTH THEBHO

7,5 ml BenHBX THEBHO

Han 23 kg, mo 40 kg

10,0 ml gBa mbTH JHEBHO

10,0 ml Bequ®x) qHEBHO

Hapx 40 kg

12,5 ml nBa rpTH HHEBHO

12,5 ml Bemub) THEBHO

Kbpmauera nox 1 roquna (0 xo 12 mecena)
IMpunoxennero Ha Tamiflu mpu kbpMadera Ha BB3pacT mox 1 roauHa, 3a MPOGUIAKTHKA Ha TPHIT IO
BpEMe Ha IpHITHA eMUIeMHEsI, TPsIOBa Jla Ce OCHOBaBa Ha MpEIeHKaTa Ha JIeKapsi, CJIel KaTo Ce B3eMe
HpeBU/I TOTEHIIMATHATA 110132 CIPSIMO MOTSHIIHATHHUS PUCK 32 KbPMAUeTo.

3a onpeieNiHe Ha JI03aTa P KbpMaveTa Ha Bb3pacT 1moj 1 rojauHa, 3a KOUTo ca Heobxoaumu 1-3 ml
Tamiflu mepopanua cycniensus, TpsOBa 1a ce U3MoJ3Ba repopaien go3arop ot 3 Ml (rpagyupan Ha

nenenust ot 0,1 ml).
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TesecHo Teryo JleyeHue HA TPHUIL: IpopunakTuka Ha rpun: | Pasmep Ha
n03a n03a A03aTopa, KOMTO
3a 5 onu 3a 10 onu Ja ce U3IM0JI3Ba

3 kg 1,5 ml nBa meTH HHEBHO 1,5 ml BemaBX THEBHO 3ml

3,5 kg 1,8 ml nBa mpTH AHEBHO 1,8 ml BemaBX THEBHO 3ml

4 kg 2,0 ml 1Ba mbTH THEBHO 2,0 ml BenHBX JTHEBHO 3ml

4,5 kg 2,3 ml gBa IbTH THEBHO 2,3 ml Ben1HBX THEBHO 3ml

5 kg 2,5 ml gBa mbTH THEBHO 2,5 ml BenHBX THEBHO 3ml

5,5 kg 2,8 ml 1Ba mbTM THEBHO 2,8 ml BenHBXK THEBHO 3ml

6 kg 3,0 ml xBa mbTM THEBHO 3,0 ml BenHBX THEBHO 3ml

> 6 1o 7 kg 3,5 ml gBa mbTH THEBHO 3,5 ml BenHbX THEBHO 10 ml

> 7 no 8 kg 4,0 ml nBa IpTH AHEBHO 4,0 ml Begubx THEBHO 10 ml

> 8 no 9 kg 4,5 ml nBa 0pTH AHEBHO 4,5 ml Begubx THEBHO 10 ml

>9 o 10 kg 5,0 ml 1Ba mbTH THEBHO 5,0 ml BenHBX THEBHO 10 ml

AKO CcTe mpHeJu MoBevYe 0T Heodoxoaumata no3a Tamiflu

Cnpere npuema Ha Tamiflu u ce cBbprkeTe He3a0aBHO C JIeKap WK (apMaleBT.

B moBeueTo citydau Ha Ipeo3upaHe NalMeHTUTE He ChOOIIAaBaT 32 HEXKENIAHU JICKAaPCTBEHU PEAKIIH.
Koraro ca nokimagBaHi He)XEaHU PEaKIiK, T¢ ca OMIM NOJZO00HH Ha Te3H KaTo MPU HOPMAJIHUTE JI03H,
KOHTO Ca OIUCAaHH B TOYKA 4.

ITo-4yecTo ce choOIIaBaT CiIyyan Ha MpeI03UpaHe MPH Jeld, OTKOJIKOTO P Bb3PACTHHU U FOHOILIH.
IMpurotssinero Ha Teyen Tamiflu TpsOBa na ctaBa BHUMATENHO, KAKTO U IpUiIokeHueTo Ha Tamiflu
Karcynu wim teder Tamiflu mpu nena.

AKo cTe npomycHau 1a npuemere Tamiflu
He B3emaiite 1BoifHa /1032, 3a J1a KOMIIEHCHpATe MPOITyCHATa J103a.

AKko cTe cripesiu mpuemMa Ha Tamiflu

Hsma Hexenanu peakiuu, korato cupere npuema Ha Tamiflu. Ho ako Tamiflu ce cnipe mo-pano
OTKOJIKOTO BammsaT nekap Bu e xa3an, cuMnToMuTe Ha TpHIla MOXe Jia ce BbpHaT. Bunaru
3aBbpIIBaiiTe Kypca Ha Je4deHHe, Mpe/nucan oT Barus iekap.

AKO UMaTe HIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ yHoTpebara Ha TOBA JIEKAPCTBO, TIOMHUTANTE
Bammus nexap nim ¢apmMarenT.

4.  Bb3MO:KHM HeKeJIaHH PeaKkuu

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPECAN3BHUKA HEXKCIaHNU pCaKIUH, BBIIPEKU Y€ HC
BCCKH I' TIOJTy4aBa. MHoro oT HEXKETaHUTE pcaknuunu, I/I36p06HI/I no-a0J1y, MOXKE J1a Ca NPCAN3BUKAHU
ChbIIO M OT Ir'puIia.

CrieHHUTE CEpPUO3HH HEXEJIAaHU PEaKIUK ca ChOOIIaBaHu psiiko, oTkakto Tamiflu e Ha masapa:
AHaQUIaKTHYHY U aHADUIAKTOUIHN PEaKIMH: TSKKHU aJepIrUIHN PEaKIiH C OTyBaHe Ha
JMIETO U KOXKaTa, ChpOsII 00pUB, HUCKO KPHBHO HAIATAaHE U 3aTPYIHEHO JUIIAHEe
UepHonpoOHu HapymieHus (pyIMHUHAHTEH XEMaTHT, HApYIIIEHNE Ha YepHOApOOHAaTa (PYHKIIHS
¥ XXBJITCHHUIIA): TIOKBITABAHE HAa KOXKATa U OSUI0TO HAa OYMTE, IIPOMSIHA HA [IBETA Ha
W3NPaXKHEHUATA, POMSHA B TIOBEICHUETO
AHTHOHEBPOTHYEH €IeM: BHE3aITHO TEKKO MTOTlyBaHEe Ha KOXKaTa OCHOBHO B 00JIaCTTa Ha
rJ1aBaTa W IIHUsITa, BKIIOYUTEIHO OYUTE U €3HKa, ChC 3aTPYAHEHO JUIIaHe
Cunnpom Ha CTUBBHC-/[)KOHCHH U TOKCUYHA €TIHIEPMAIHA HEKPOJIH3a: TEXKKA
’KMBOTO3aCTpalIaBaIla aJepruyHa PeaKiys, TeKKO Bb3IAJICHHE HA KO)KaTa U JIUTaBUIINATE,
3aI09BaIIo ¢ TPECKa, Bh3MAIECHHE Ha I'bPIIOTO, YMOPA, KOKHH OOPHBH, KOUTO BOJT JI0
NosIBaTa Ha KOXXHH MEXYypH, 00elIBaHe, CBIMYaHE Ha TOJIEMU TIOBBPXHOCTH OT KOXa,
BB3MOKHH 3aTPyIHEHUS B IUIIAHETO U HICKO KPHBHO HaJISTaHE.
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K"preHe OT CTOMAIIHO-YPCBHUSA TPAKT: NPOABIDKUTCIIHO KBPBCHC OT ,Z[e6eJ'IOTO YCpBO WIA
IIJIFOCHC Ha KPHB
HCBpOHCI/IXI/I‘lHI/I HapyuieHus:, OomMcaHu mo-ao0ay.

AKo 3a0ejIe;KUTe HAKOM OT Te3H CUMIITOMH, IOTHPCETE He3a0aBHO MeIUIHHCKA MOMOIII.

Haii-yecto (MHOTO YecTH M 4eCTH) ChOOIaBaHUTE Hexenanu peakiuu Ha Tamiflu ca ragene win
MOBPBINIaHEe, CTOMAITHU OOJIKH, CTOMAIITHO Pa3CTPOMCTBO, TiIaBobore u 6onka. Te3n Hexxenanu
peakiuu ce HabMoJaBaT NpeJIMMHO CIIe/l TbpBaTa JI03a OT JIEKAPCTBOTO H OOMKHOBEHO CITUPAT C
MPOABIDKABAHETO HA JICYCHHETO. YecToTaTa Ha Te3U peaKklluu ce HaMaJIsiBa, aKo JICKAPCTBEHUST
NPOJIYKT CE MpHeMa ¢ XpaHa.

Penxu, HO cepHO3HM PeaKIUU: MOTHPCeTe BeIHATA JeKAPCKA MOMOII
(Te moarce oa 3acecnam oo 1 na 1 000 oyuuu)
ITo Bpeme Ha nedenue ¢ Tamiflu, nma crOOIICHMS 32 PEIKY CHOUTHS, KOUTO BKJIFOUBAT

I'bpuoBe ¥ ACIUPHYM, BKITFOUMTEIIHO MPOMEHEHO HUBO Ha Ch3HAHUE

O0BpKaHOCT, HEOOMUANHO TIOBEIEHUE

HanynHocTn, xamouuHamu, B30y/1a, TPEBOXKHOCT, KOIITMapH
Te3u cpOUTHS ce ChOOIIABAT MPEAUMHO MPH JIela U IOHOIIN M YECTO 3aIl0YBaT BHE3AIMHO U
oT3By4aBaT 0bp30. Hskoko citydas ca TOBEU 10 cCaMOHapaHsIBaHe, HAKOU OT KOUTO ¢ (haTajieH
n3xo. TakuBa HEBPOIICUXUYHHU CHOUTHSI C€ ChOOIABAT CHIO U NMPH MAIMEHTH C TPUII, KOUTO HE ca
npuemanu Tamiflu.

- [TarmenTHTE, 0OCOOCHO JeTIa U FOHOIIH, TPSAOBA Ja ce HAOJI01aBaT BHUMATEITHO 32 M0sBa Ha

OTMCAHUTE MO-TOPE MPOMEHHU B TIOBEJICHUETO.
AKo 3a0eJ1esKUTe HAKOU 0T T€3H CHMIITOMHU, 0COOSHO MPH MO-MJIaJIH X0pa, MOThpceTe He3aDaBHO
JieKapcKa MoMoIIl.

B1)3pacnm H IoHOIIM Ha 13 roauHU M MMO-TO0JIECMH

MHOro 4ecTH HeKeJAHU PeaKIuu

(moorce 0a 3aceznam noseue om 1 na 10 oywu)
I'maBoGonme
T"anene.

YecTu HexkeTaHU peaKkMu
(moance 0a 3aceenam 0o 1 na 10 oywu)
Bpouxur
Xepriec Ha YCHUTE
Kanumuna
3amaiiBaHe
Bucoka Temneparypa
- bonka
- bonka B kpaliHunuTe
- Xpema
- bescbHue
- Bw3naneno repio
- Cromamrna 6oska
- VYmMmopa
[IsnHOTA B TOpHATA YacT Ha KOpema
WHpekun Ha TOPHHUTE AUXATSITHH TBTHIIA (B3MAJICHH HOC, TBPJIO U CHHYCH)
Jlomo xpanocMunane
IIoBpbiane.
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HedecTn Hexke1aHN peakuMu
(mooice 0a 3aceenam oo 1 na 100 oywuiu)
AJepruyHU peakImu
[IpoMeHeHO HUBO Ha Ch3HAHUE
I'spu
Hapymenus Ha cbpaeyHNs pUTHBM
Jlexu 10 TEKKW HApyIIEHHUs HA YepHOqpoOHATa (HYHKITHSI
Koxnu peakiun (Bb3ManeHne Ha KOXaTa, YepBEH U ChpOsIl 0OpHB, CBIMYaHE Ha KOXKATa).

Penxn HexxenaHu peaknuu

(mooice 0a 3aceenam 0o 1 na 1 000 oyuuw)
TpombouuTonenus (HUCHK Opoi TPOMOOITUTH)
3pHUTeIHI HApYIICHHSI.

Jlena ot 1 10 12 rogunu

MHOro 4ecTH HeKeJaHH peaKuuu

(moorce 0a 3aceenam noseue om 1 na 10 oywiu)
Kanummna
3amymiBaHe Ha HOca
IToBpbiane.

YecTH HexKeJIaHU PeaKUNu
(moarce 0a 3aceenam oo 1 na 10 oywu)
KoHIOHKTHBHT (3a4epBsiBaHE Ha OUNTE U CEKPEIHS WM OOJIKa B OKOTO)
Bp3nanenune Ha yXoTO U APYTH HApYIIEHUS] HA YXOTO
I'maBoGonme
I'anene
Xpema
CromamrHa 60ska
[IpnHOTA B rOpHAaTa 4acT Ha Kopema
Jlomo xpanocMunage.

HeuecTn HexesIaHU peakuuu
(moarce da 3aceenam do 1 na 100 dywu)
Br3nanenue Ha koxara
Hapymenue Ha ThnaHueBaTa MeMOpaHa (ThIIAHUETO).

Knpmauera non 1 roquna

ChoOIIeHUTE HEXEaHH PEaKIMK P KbpMaueTa Ha Bb3pact ot 0 10 12 Mecena, ca mpeIuMHO
MOTIOOHU Ha HEXENIaHUTE PEaKIuK, ChOOIICHHU IPHU TO-TOJIEMU Jielia (Ha Bh3pacT | rouHa Win Io-
rosiemu). OCBEH TOBa MMa CHOOIIECHUS 3a TUAPHS U OOPHUB OT TICJICHH.

AKO HAKOS OT HEKeJIaHUTE JICKAPCTBEHHU PEAKIMU CTaHE CEPUO3HA WITK 3a0eNeXnuTe IpyTH,
HEOIIMCAaHU B Ta3H JIMCTOBKA HEXKEJIAHU peakuy, yBenomere Bamms nexap uiu ¢papmanest. Obaue,
ako Bue niiu Bamero nete moBpbuiaTe MHOTOKPaTHO WIIH
aK0 CHMIITOMHTE HA I'PHII ce BJIOIIABAT WM BHCOKATA TeMIIepaTypa NpPoAbJKaBa
YBenomere Bammusi jiekap KOJIKOTO € Bb3MOKHO I10-CKOPO.

Cho01uaBaHe HA HeKEJIAHU PpeakIuu

AKO MOTy4YuTe HIKaKBU HEXEJIAHU JICKapCTBEHU peakiuu, yBegomere Bamms nekap. Tosa BkirouBa
BCUYKHU BH3MOXKHU HEOTIMCAHU B Ta3M JIUCTOBKA HEXKEIaHH peakiiuu. MoxeTe ChINo J1a ChOOITUTE
HEKeJIaHU PEaKkIui TUPEKTHO Ype3 HallMOHAJIHATA CUCTEMa 3a ChOOIIaBaHe, MOCOYCHA B
[punoxxenne V. Karo cro0miaBare HeXXeTaHH PEAKIIHH, MOXKETE Ja TAJeTe CBOSI IPHHOC 32
MoJTyyaBaHe Ha MoBeue MHPOPMAIIHSI OTHOCHO 0€30MIaCHOCTTA Ha TOBA JICKapCTBO.
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5. Kak aa cexpausisate Tamiflu
Jla ce cbXpaHsBa Ha MACTO, HEAOCTBITHO 3a JETa.

He u3non3BaiiTe ToBa JIeKapcTBO Ciie]] CPOKa Ha TOJHOCT, OTOENS3aH BbPXY KAPTOHEHATA OIAKOBKa U
oytunkata cies ['ogen 10. CpoKbT Ha TOJHOCT OTrOBaps Ha MOCICHHS JACH OT MOCOUCHHS MECEII.

[Ipax: [la He ce cbxpansiBa Hax 30°C.
Crnen mpuroTBsiHe, aa ce cbxpanssa noj 25° C B npoabiokenue Ha 10 aHU.

He uzxBbpisiite nekapcTBaTa B KaHAIU3aLUATa WIM B KOHTEMHEpa 3a TOMAIIHU OTIAIbIIH.
[MommTaiite Bamms papmaneBT kak qa H3XBBPISATE JEKapCTBaTa, KOUTO BeUye He n3noin3Bate. Te3u
MEPKH L€ CIIOMOTHAT 34 OIla3BaHe Ha OKOJIHATA Cpefa.

6. CbabpkaHue HA ONMIAKOBKATA U JONBJIHUTETHA HHPOpMAaLHS

Kakso cbabpxa Tamiflu
AKTHUBHOTO BEIIECTBO € 03enTaMuBUp (6 mg/ml ozentaMuBHp ciiell pa3TBapsHe).
Jpyrute cbeTaBku ca: copouton (E420), natpues nuxuapores murpat (E331[a]), kcantanosa
ryma (E415), narpues 6enzoar (E211), 3axapun Hatpuii (E954), Turanos auoxcun (E171) n
apoMar Ha IUI0JI0Be (BKJIIOYBAIL MAITOJEKCTPUHH [LIapeBUIIa], IPOMMUIECHIJIMKOI, TyMa apaduKa
E414 u HaTypanHO-UAECHTHYHH apOMAaTH [CHCTOALIM CE€ MIPEIUMHO OT apoMaT Ha OaHaH, aHAHAC
M MpackoBal).

Kak u3rie:xkna Tamiflu u kKakBo chbABbpKa OIAKOBKATA

IIpax 3a nepopaiHa CycreH3us

Han’LT NpeACTaBJIsABa I'paHyJiaT UK CJICTHAJ CC I'paHyJiaT C Os11 J0 CBCTJIOXBJIT IUBAT.

Tamiflu 6 mg/ml mpax 3a mepopajHa CycleH3us ce npeara B OyTHiIKa, chabpxaia 13 g mpax,
KO#TO TpsiOBa fa ce cMecH ¢ 55 ml Boza.

Kyrnsra ceaspika u 1 mmactMacoBa Mepurenta kanndka (55 ml), 1 mmactMacoB amantop 3a OyTHika
(3a na Bu ynecHu 1a u3TeramTe JeKapcTBOTO B jo3aTopa), 1 mracTMacoB mepopajieH no3atop ot 3 mi
u 1 mactMacoB nepopaieH go3atop ot 10 ml (3a na npuemeTe NpaBUIHOTO KOTHMYECTBO OT
JIEKapCTBOTO Tpe3 ycTara). BbpXy nepopaiHus 103aTop MMa 03HAYESHUS 32 J]03aTa Ha JIEKapCTBOTO B
muanutpu (Ml) (Bukte Gurypute B Vrazanus 3a nompedumensi).

3a mopoOHOCTH OTHOCHO MPUTOTBSIHETO Ha MepopaliHaTa CyCIeH3Hs M KaK J]a OTMEPUTE U
IpueMeTe JIEKapCTBOTO, IIpoYeTeTe Yxkazanusa 3a nompedumens, Ha clielBalliaTa CTpaHHLa.

IIpurtexaTes Ha pa3pelIeHHETO 3a YIOTPeda M MPOM3BOAUTEN
Roche Registration GmbH
Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen
T'epmanus

Roche Pharma AG
Emil-Barell-Str. 1

D-79639 Grenzach-Wyhlen
T'epmanus
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3a mompHATETHA WHGOPMAIHSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JOKATHUS

NpeICTaBUTEN Ha MPUTEKATEIIS Ha pa3pelieHreTo 3a ynorpeoda:

Belgié/Belgique/Belgien
N.V. Roche S.A.
Tél/Tel: +32 (0) 2 525 82 11

Bbbarapus
Pomt bearapus EOOJL
Tem: +359 2 818 44 44

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

Danmark
Roche a/s
TIf: +45-36 3999 99

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

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

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

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

France
Roche
Tél: +33 (0) 147 61 40 00

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

Ireland

Roche Products (Ireland) Ltd.

Tel: +353 (0) 1 469 0700

Island

Roche a/s

c/o Icepharma hf
Simi: +354 540 8000

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

Luxembourg/Luxemburg
(Voir/siehe Belgique/Belgien)

Magyarorszag
Roche (Magyarorszég) Kft.
Tel: +36 - 23 446 800

Malta
(See Ireland)

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

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

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

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

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

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

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

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

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



Kbnpog Sverige

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

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

Roche Latvija SIA Roche Products Ltd.

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

JlaTa Ha mocJieHO Mpepasriexiane Ha gucropkata {MM /I'TTT}

ITonpoOHa mH(pOpManHs 3a TOBA JIEKApCTBO € MpeocTaBeHa Ha yeOcaiiTa Ha EBporelickara areHIus
o Jiekapctsarta : http://www.ema.europa.eu.
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Yxkazanus 3a norpeduTes
Wma nBa erana 3a npuemane Ha Tamiflu mepopaiHa cycreHsus.

1 eran: [IpurorBere HOBa OYTHJIKA OT J€KAPCTBOTO

Korato cu B3eMate perentata, Bamusat ¢papmarieBT MoxKe Ja € MPUTOTBUI JIEKapCTBOTO 3a Bac.
Ako He e, Bue Moxe JIeCHO J1a TO HampaBuTe caMu. BinkTe mbpBUs HA0Op OT yKa3aHMUsL.
Heo0xonumo e 1a HanpaBUTe TOBA CaMO BeIHBIK, B HAYAIOTO HA Kypca Ha JICUeHHE.

2 eran: U3mepeTe u gaiiTe TOYHATA 1032
PasknaTere 1o0pe cycrnieH3usATa U U3TErIeTe MOAXOAsIIaTa IPEOPHUNTENHA 1032 B J03aTOPA.

BmxTte BTOpHs HabOp OT ykazaHus. Bue 1ie TpsOBa Ja mpaBUTe TOBA BCEKH ITbT, KOTATO UMaTe
HYXJa OT 1034.

1 eran: IIpurorBere HOBa OYTHJIKA OT JIEKAPCTBOTO

[lle nmaTe Hy*k7Aa OT:
Bbyruikara, ceappxarina Tamiflu mpax (B omakoBkara Ha JIeKapcTBOTO)
Kamnaukara Ha OyTuikara (B orakoBKaTa Ha JIEKApCTBOTO)
[TmacTmMacoBa MepuTenTHa KaHUUYKA (B OMTAKOBKATa HA JIEKAPCTBOTO)
[TmacTmacoBus aganTop 3a OyTuikara (B OIIaKOBKaTa Ha JIEKAPCTBOTO)
- Bopga

Kamnmayka

ajganTop 3a OyTuiaKara

MEpPUTE/IHA KaHUYIKa

55 ml
JIMHUA HA
HaI'bJIBaHe

IMoTtynaiite 0yTnikara, 3a 1a ce pa3poxkKa nmpaxa
[MorymaiiTe neko 3aTBOpeHaTa OYTHIIKA HAKOJIKO ITBTH, 32 J]a C€ pa3poXKa MpaxbT.

H3non3BaiiTe KaHWYKATA, 32 1a orMepute 55 Ml Boxa

MepI/ITeJ'IHaTa KaHU4YKa, NIpEAOCTaBCHA B OIIAKOBKATA, UMa MAapKHUpPAaHa JIMHU, KOATO ITIOKa3Ba
TOYHOTO KOJIMYECTBO.

Hamwauere st ¢ Boga 10 03Ha4YE€HOTO HUBO.

JoGaBeTe HAJI0TO KOJIMYECTBO BOJA, 3aTBOPETE U Pa3KJiaTere
W3scuriere ms10TO KOIUYECTBO BOA OT KaHWYKAaTa B OyTHIIKaTa BEPXY Mpaxa.
Bunaru usznomassaiite 55 ml Bojga, He3aBHCHMO OT J103aTa, KOsSTO Bu € HeoOxomuma.

IToctaBete 0OpaTHO Kamaukarta Ha OyTuikara. Pazkmarere 1oOpe OyTHiKaTta B IpOABIDKEHUE Ha
15 cexyHu.

Hartucnere agantopa
OTtBopeTe OyTHiIKaTa U HATHCHETE alanTopa 3a OyTHiIKaTa 3[paBo B I'bPIIOTO .

144



3aTBopeTte OyTHJIKATA OTHOBO

3aBHUHTETE MUTHTHO KaMaykaTa BhPXY rOpHATa YacT Ha OYTHIIKATa, KOSTO BeUue BKIIOYBA U
ajanTopa.

Taxka me e curypHo, 9e afanTopbT 3a OyTHIIKaTa MPUJIsTra IPaBUiIHO B OyTHIIKATA.

Cera Beue umare 6ytunka ¢ Tamiflu mepopanma cycnensus, rorosa 3a u3smepBane Ha q03a. He TpsioBa
JIa s IPUTOTBSATE OTHOBO, OCBEH aKO HE 3aI10YBaTEe HOBA OYTHIIKA.

2 eran: U3mepeTe u gaifTe TOYHATA 1032

IIle mmaTe Hy#X1a OT:
ByTtuika ot npurorBenust Tamiflu mepopasna cycnensus
B 3aBHCHMOCT 0T HEOOX0IMMATA /1034, 1Ile UMaTe HY:KIa OT MepopaHus ao3arop ot 3 ml
CkbaTo 6yrTaiio ¢ aeaenusi ot 0,1 ml) niam nepopannusi xo3arop or 10 ml (6s710 GyTasno ¢
nejaenusi ot 0,5 ml) oT onakoBKaTa Ha JIEKAPCBOTO.
3a no3u ot 1,0 ml 10 3,0 ml Tps6Ba na ce usnon3sa nepopanHus go3arop ot 3 ml. 3a 1o3u Haj
3,0 ml mo 10 ml, Tpsi6Ba 1a ce u3non3Ba nepopanHus go3arop ot 10 ml.

Bunaru u3non3BaiiTe nmepopaitHus 103aTop, MPUIIOKEH ¢ BameTto nekapcTBo, 3a a U3MEepUTe TOYHATA
1o3a.

S Bymam (wsim) Gyrano
AP 4 5
[ A 31| um_“_lﬂ ml
‘ i 15m “9;4—5ml
L“’ S %(—Bm,x
g 4L

Paskiartere OyTmiakara

[IpoBepere nanu KamavkaTta € CUTypHa | Clie]l ToBa paskiartere Oytmikara Tamiflu nepopanna
CYCHEH3HUS.

Bunaru paskiamarite 100pe npeau ynorpeoa.

[IpurorBeTe mepopasHus 103aTOP

B 3aBHCHMOCT OT HEOOXO0qMMAaTa 1034, M3M0I3BaiiTe qo3aTopa ot 3 Ml (xbirTo OyTano) win
nepopanuus go3atop ot 10 ml (6sumo 6yTaino), MpUIoKEHH B OTIAKOBKATA.

Hartucaere OyTanoTo JoKpail KbM BbpXa Ha J103aTOpa.

&
& oyrajo
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HanbaHere g103aTopa ¢ TouHaTa /1032

Pa3BuiiTe kamaukara oT OyTHIIKaTA.

BkapaiiTe BbpXa Ha J03aTopa B aJanTopa 3a OyTHIIKaTa.

Cren ToBa 00bpHeETE HEJTUsl KOMILIEKT HaxoJy (OyTHiIKaTa U J03aTopa 3aeIHo).

baBHO u3aBpHaiiTe OyTanoro, 3a Jla M3TErIUTE JIEKAPCTBOTO B 103aTOPA.
Crpete 10 fielIeHUEeTO, KOSTO MoKa3Ba Hy»HaTa Bu f03a.

WznpaseTe memusi KOMIUIEKT OTHOBO.

Maxnere 103aTopa OT OyTHIIKaTa.

JaiiTe JekapcTBOTO B ycTara
W3scuriere cycneH3usTa HalIpaBo B ycTaTa, KaTO HATUCKaTe OyTajaoTo Ha JI03aTopa.
YBepere ce, ye JIEKapCTBOTO € MOT'BIHATO.

MosxeTe 1a THeTe U J1a SAeTe ClIe]] IpueMa Ha JIEKapCTBOTO.

3aTBopeTe OyTHIKATA, CHXPaHsBaiiTe 51 HA 0€30MACHO MSICTO
IMocraBeTe 00paTHO Kamaykata Ha OyTuiakaTa. ChXpaHsBaiTe sl HA MICTO, HEJJOCTHITHO 3a JeIa.

Cwxpanssaiite jgekapctBoto mox 25 °C mo 10 xuu. Bmkre 5 Kak oa cvxpanssame Tamiflu na
clie/iBaIaTa CTpaHHIA.

Pasriobere no3aTopa BeaHara CJIea rnpueMa 1 U3IJIaKHETE ABETC MYy YaCTH C Te€Ualla YCIIMsAHa BOoAa.

146



JlucroBka: undopmanusi 3a NoTpeduTeNA

Tamiflu 12 mg/ml mpax 3a nepopaJjiHa cycneH3us
o3enramuBup (oseltamivir)

IIpoyeTeTe BHUMATEIHO LAIATA JIMCTOBKA, IIPEAH 1A 3all04YHETe 1a IpUeMaTe TOBA JIEKapCcTBo,
ThH KaTo T CbAbPKA BaxkHa 3a Bac nagopmanus.
3amnaseTe Ta3u JIUCTOBKA. MoJKe /1a ce HAJIOKU J1a 51 IPOYETETE OTHOBO.
AKo MMaTe HIKAaKBH JONBJIHUTEIIHN BBIIPOCH, onuTaite Bammus nexkap mim apmanesT.
ToBa jiekapCTBO € NIPEANNUCaHo €AMHCTBEHO U JIMYHO Ha Bac. He ro npeorcreiBaiite Ha Apyru
xopa. To Mo>ke 1a UM HaBpeu, HE3aBUCHMO Y€ MPU3HALMTE Ha TSXHOTO 3a00NIABaHE ca ChIIUTE
kato Bamure.
AKO TOJTyYnTe HAKAKBU HEXKEJIAHMU JIEKAPCTBEHH peakiiy, yBeromere Bamms nexkap uinu
q)apMaueBT. ToBa BkII0YBa M BCHYKHU BB3MOKHH HEKEJIAaHU p€aKknnun, HEONMCAaHU B Ta3U
nmucToBKa. BrxTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

Kaxso mpencrasnsa Tamiflu u 3a kakBo ce uU3non3Ba
Kakso Tpsi0Ba na 3naere, npeau Aa nmpuemere Tamiflu

Kak na npuemare Tamiflu

BB3MOXHM HEXENaHU peakluu

Kak na cexpansBare Tamiflu

CoappikaHue Ha ONIAKOBKAaTa U JAOMBJIHUTEIHA HHDOpMALIUs

IZECHESNC RN .

1. Kakso npencrasasipa Tamiflu u 3a kakBo ce u3nonssa

Tamiflu ce usmos3Ba nMpu BE3PACTHH, FOHOIIH, Jella U KbpMadeTa (BKIIOYHTEITHO JOHOCEHU
HOBOpOJIeHH OebeTa) 3a JiedeHne Ha rpun (uxgryenya). Toii MOXe a ce U3M0II3Ba, KOraTo
MMaTe CUMIITOMH Ha TPHII U € U3BECTHO, Y€ IPUITHUAT BUPYC LUPKYIHpPaA B OOLIECTBOTO.

Tamiflu moxxe chIo a ce mpeanucBa Npu Bb3paCcTHH, FOHOIIH, KbpMaveTa U Jielia Ha Bb3pacT
HaJ | roguHa 3a MPogUIAKTHKA HA TPHII CIIOPE]] KOHKPETHHS CIIydaii - HallpuMep, ako CTe
OWIIM B KOHTAaKT C HSKOM, KOWTO UMa TPHIL.

Tamiflu mosxe ma ce mpeanucBa nMpu Bb3pacTHH, FOHOIIIHN, [e1a U KbpMaveTa (BKIOYUTETHO
JIOHOCCHU HOBOPOJICHHU OeOeTa) KaTo MpoQUIAKTHYHO JIeYeHUe MTPU U3KITFOUUTEITHU
o0cTosITeNCTBA - HAIPpUMEp, aKO WMa TII00aTHa eUIeMHs OT TPHII (TPHUITHA naHOemus) N
CEe30HHATA IPUITHA BaKCHHA HE OCHUTYpPsIBa JOCTAThUHA 3aLIUTA.

Tamiflu ceappika o3enTaMuBHp, KOWTO Ce OTHACSA KbM TPyIIa JEKapCTBa, HAPSUSHH UHXUOUMOPU HA
Hespamunuoazama. Te3u JekapcTBa MPEOTBPATABAT PA3NPOCTPAHCHHETO HAa TPUITHUS BUPYC B
opranusma. Te moMarart 3a o0OjekuaBaHe WK MPEIOTBPATABAHE HA CHMITOMHTE Ha TPUITHATA BUPYCHA
UHEKIS.

Wudnyennara, 0OMKHOBEHO HapHYaHa TPHII, € UH(EKIUs, MpUYHEeHa OT BUpyc. [Ipu3Hanure Ha
TpHUIIa YeCTO BKIFOYBAT BHE3AITHO TIOBUIIIeHa Temreparypa (Han 37,8°C), kanumia, xpema,
IJ1aBO0OIHE, MYCKYJTHH OOJIKH ¥ MHOTO CHJIHA yMopa. Te3u CUMITTOMH MOKe J1a ca MPEAU3BUKAHU H
ot npyru uHdpekuu. ctuHckaTa rpuiHa HHQEKIHs ce TOsSBSIBa CaMo 110 BpEMe Ha €XKETOTHUTE
EMHUJIEMHH, KOTaTO TPUITHUTE BUPYCH CE Pa3NpOCTPaHsIBAT B OOIIECTBOTO. MI3BbH €MUIEMUYIHUTE
MEPUOJIN TPUTIONOO0HUTE CUMITTOMUA OOMKHOBEHO CE IPUYMHSBAT OT Pa3liMueH BUJI 3a00JsIBaHe.

2. Kaxkso TpsoBa aa 3Haete, npeau Aa npuemere Tamiflu

He npuemaiite Tamiflu
aKo CTe aJePruvdHu (CepvLXUYECMEumenti) KbM 03eITaMUBHD UITH KbM HAKOSI OT OCTAaHAIUTE
cberaBku Ha Tamiflu, u3dbpoenn B Touka 6.
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TI'oBopete ¢ Bamus jiekap, ako ToBa ce otHacs 10 Bac. He npuemaiite Tamiflu.

IIpenynpesxaeHusi U Mpeana3sHu MEPKH
IIpenu na mpuemere Tamiflu, HempeMeHHO yBeIOMETE JIeKaps, KOHTO TO TIPEAIICBa
aKo cTe aJIepru9HM KbM APYTH JeKapcTBa
aKo umare npodaemu ¢ 0bOpeuuTe. B TakbB ciryuyait Moxe 1a e HeobxoauMo no3ata Bu ga ce
KOpUIHpa
aKo MMare TeKKO 3a00JIsiBaHe, KOETO HaJlara He3a0aBHO MOCTHIIBaHE B OOJTHHLIA
aKo uMyHHaTa Bu cucrema He paboTu
aKO MMaTe XpOHUYHO ChP/IeYHO 3a00JisiBaHe 1M 3200/IABaHe HA IUXAaTeJTHUTE MbTHINA.

ITo Bpeme Ha neuenueto ¢ Tamiflu, yBenomere Jexapsi He3abaBHO:
aKo 3a0eJIeKUTE IPOMEHH B ITOBEICHUETO MIIH HACTPOCHUETO (HEeBPONCUXUYHU UHYUOCHMUL),
0c00€HO MpH Jiela 1 HoMIM. ToBa MOKe J1a ca MPU3HAIM Ha PEKH, HO CEPHO3HH HEKEIaHH
PEaKIInH.

Tamiflu He e BakcHHa POTHUB I'PUN

Tamiflu He e BakcuHa: ToM eKyBa HH(EKIHATA WK MPEAOTBPATSABA PA3IPOCTPAHCHUETO HA TPUITHUSI
Bupyc. Bakcunara Bu naBa antutena cpenty Bupyca. Tamiflu Hsima 1a npoMeHu e(heKTHBHOCTTA Ha
MIPOTUBOTPUITHATA BaKCHHA U Bammsar jekap Moxe /1a BU MPEATHNIIE U ABETE.

Npyru aexapersa u Tamiflu
Wudopmupaiite Bamwist nekap unu papManeBT, ako IpueMate JpyrH JEKapcTBa, WU HACKOPO CTe
npreMali TakuBa. ToBa BKIIIOYBA JIEKApCTBa, OTHycKaHu Oe3 penenTa. CleJHATE JIeKapcTBa ca
0COOCHO Ba)KHU:

- XJIOpIIpOMaMuI (M3MOJI3BA CE 3a JICUYCHUE Ha THa0eT)

- METOTpeKcaT (M3M03JIBa ce 3a JIeUueHHe Harp. Ha PEBMaTOUICH apTpUT)

- (peHMIOYTa30H (K3IT0JI3BA CE 3a JICYCHHE Ha 00JIKA U Bh3MAJICHUE)

- ipoOeHenu (M3M0a3Ba ce JICUCHUE Ha M01arpa)

BpeMeHHOCT 1 KbpMeHe
Tps6Ba na yBenomute Bamms nekap, ako cte OpeMeHHa, cMATaTe, 4e MOXKe J1a CTe OpeMeHHa Win

TuTaHUpaTe OPEMEHHOCT, 3a JIa MOXKe JieKapsIT aa pem ganu Tamiflu e mogxonsi 3a Bac.

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

ITocwkBeTBaiiTe ce ¢ Bamms nekap i dapManeBT Ipean yrmoTpedaTa Ha TOBA JIGKapPCTRBO.

Hlodupane u padoTa ¢ MAIIUHU
Tamiflu HaMa edekT BbpXy criocoOHOCTTA 32 mopUpaHe WK padoTa ¢ MAIIMHU.

Tamiflu cbabpxa ¢ppykToza

[Ipenn na npuemete Tamiflu, yBegomere Bamms nekap, ako nmare HacjaeICTBEHa HETOHOCHMOCT KbM
¢pykro3a. ToBa IeKapcTBO ChIbpKa COPOUTOIN, KONTO € popma Ha PppyKTO3aTa.

CopOHuTONBT MOXKE J]a UMa CJ1ad JaKCaTUBEH E(EKT.

3. Kak na npuemare Tamiflu

[IpuemaiiTe TOBa JEKapCTBO TOYHO KakTo Bu e kazan BamusT nekap. AKO HE CT€ CUTYpHHU B HELIO,
nonutaiTe Bamms nekap wiu dpapManesnT.

BuHaru usrosnsBaiite mepopaiHus J103aTop, KOWTO € MPUIOKEH B KyTHSTa U € TpaJlydpaH Taka, ue ja
noKa3Ba jo03ata B Muiurpamu (mg).
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B3emere Tamiflu KOJIKOTO € BE3MOXHO ITO-CKOPO, HA-100pe B paMKHUTE HA JIBa THU OT HAYAJIOTO Ha
TPUITHUTE CUMITTOMU.

[IpenopbunTeTHU 1034

3a JedyeHne HA TpUI, IPUEMaiiTe ABE 103U JHEBHO. OOMKHOBEHO € yI00HO Jia ce prueMa ellHa J103a
CYTPUH H €JIHa Beuep. BaykHo e 1a ce 3aBbpIIM LeJIHs 5-THeBeH KYPC, JI0pH 1 aKo Obp30 3aroyHeTe
Jla ce IyBCTBATE MO-100pe.

HpI/I BB3PACTHU MAITUCHTHU CHC cnaba HMYHHA CUCTEMaA JICUCHHUCTO IS MPOABJIZKA 10 JHHA.

3a npoduaakTHKa Ha TPHII WJIH CJIeJ KaTo cTe OMJIM B KOHTAKT ChC 3apa3eHo JINLe, IpueMaiTe
€/IHa J103a JTHEBHO B Npoabibkenue Ha 10 quu. Hali-moOpe e na s B3emare CyTpUH ChC 3aKyCKaTa.

[Ipu crienmanHy cUTYyaIly, KaTo HIMPOKO Pa3IpoCTpaHeHHE Ha TPUIIA WK TIPY NAIMEeHTH ChC cliada
MMYyHHA CUCTEMA, JICUEHHETO LIE MPOIBIIKH 10 6 uiu 12 cegmMuny.

Hpel’lOp"b‘-lI/ITeJ'lHaTa J03a €€ OCHOBABAa HA TCJIECHOTO TEIrJi0 HA MalMeHTa. TpHGBa Ja U3I10JI3BaTe
KOJIHNYECTBOTO Tamiﬂu, koeTo Bu e MNpEANrCaHO OT JICKaps. Xopa, KOWUTO UMAT 3aTPyAHCHUC C IpHUCMa
Ha KaIICyJiu, MOTraT a U3I0JI3BAT MIE€pOpaiHa CyCIICH3H. Bmxre HWHCTPYKIHUUTC Ha CJICABAIaTa
CTpaHHuIla 3a NPUTrOTBAHE U IaBaHC HaA 103aTa.

Bb3pacTHu U HOmM HA 13 roqMHU U NMO-TOJIEMH

TesecHo Teryo JleyeHue HA TPHUIL: IMpopunakTuka HA rPUI:
71032 32 5 OHu no3a 3a /0 ouu
40 kg mim noBeue 75 Mg 1Ba IbTH THEBHO 75 Mg BEAHBK AHEBHO

75 mg ce npucomss om doza om 30 Mg nuroc dosza om 45 mg

Jena ot 1 10 12 roquHu

TesecHo Teryo JleyeHue HA rpum: IlpopuaakTka HA TPUIL:
mo3a 3a b onu mo3a 3a 10 onu

10 kg o 15 kg 30 mg ABa IPTH THEBHO 30 mg BeAHBK AHEBHO

Hax 15 kg, mo 23 kg 45 mg 1Ba IBTH JHEBHO 45 mQ BeHBK JTHEBHO

Han 23 kg, mo 40 kg 60 Mg 1Ba TBTH THEBHO 60 My BeIHBK JHEBHO

Hapx 40 kg 75 Mg 1Ba IHTH THEBHO 75 MQ BeTHBX THEBHO

75 mg ce npucomss om doza om 30 Mg nuoc doza om 45 mg

Kbpmauera nox 1 roquna
Tasu popma He e moaxoasIIa 3a KbpMadeTa Ha Bb3pacT 1moa 1 roguHa.

AKO cTe pHeJH MoBeve 0T Heobxoaumara jgo3a Tamiflu

Crpete npuema Ha Tamiflu u ce cBbpKeTE He3a0aBHO C JieKap Wik (papmalieBT.

B noBeuero ciyyan Ha npeo3upaHe NalMeHTHTE He ChOOIIABaT 32 HEXKEIIAHU JICKAPCTBEHH PEaKIIUH.
Koraro ca nokimaaBaHi He)XEIaHU PEaKIMK, T¢ ca OMIM NOJZO00OHH Ha Te3H KaTo MPU HOPMAJIHUTE 103U,
KOHUTO Ca OMHUCAHM B TOYKA 4.

ITo-uecto ce choOIIaBaT Cayyan Ha MpPeT03UPaHe MPH JIe1a, OTKOJIKOTO IPH Bh3PACTHH U FOHOIIIH.
[Mpurorssinero Ha Teyen Tamiflu TpsOBa 1a craBa BHMMaTEHO, KaKTO U NpuIioxkeHuero Ha Tamiflu
Karcyu i teden Tamiflu mpu mema.

AKo cTe nponycHanu 1a npuemere Tamiflu
He B3emaiite nBOMHA /1033, 32 J1Ja KOMIICHCUPATE MPOIyCHATA J103a.

Axo cte cripesin mpuema Ha Tamiflu

Hsma nexxenanu peakuuu, korato cnpete npuema Ha Tamiflu. Ho ako Tamiflu ce cnpe no-pano
OTKOJIKOTO Bamust snekap Bu e ka3an, CHMIITOMUTE Ha rpUIia MOXe J1a ce BbpHaT. Bunaru
3aBBbPIIBANTE Kypca Ha JISYEHHE, IPEANNCAH OT Bamus jiekap.
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AKO UMaTe HAKaKBH JIOMBIHUTETHA BBIIPOCH, CBBP3aHHU C YIOTpebaTa Ha TOBa JIEKAPCTBO, MOMUTANTE
Bammus nekap wiu gpapMarieBT.

4, Bb3MOKHU HesKeJTaHU Pe€aKkIuun

KaxTo Bcuuku nekapcTBa, TOBa JIEKApCTBO MOKE Ja MIPEIN3BHKA HEXXEJIAaH! PEaKIui, BRIIPEKH Ye He
BCEKH T'Hl [T0JTy4aBa. MHOTO OT HEXKEIaHUTE PEakIlui, N30POEHH MO-10Ty, MOXKE /1a ca MPEAN3BUKAHU
CBIIIO U OT I'PHUIIA.

CremuuTe CEpHO3HU HEKETaHN PEaKIMK ca ChoOmaBanu psaako, otkakto Tamiflu e na mazapa:
AHaQUIaKTHYHY U aHADUIAKTOUIHN PEaKIMH: TEKKU aJleprUYHA PEaKIMy C MOyBaHe Ha
JIMIIETO ¥ KOXKAaTa, ChpOsI 0OpHB, HUCKO KPHBHO HAJSITAaHE W 3aTPYAHEHO JUIIaHE
YepHoapoOHu HapyieHus (QyIMHHAHTEH XENaTUT, HApylIeHHEe Ha YepHOIPOOHAaTa DyHKIIUS
Y JKBJITEHMLA): TIOXKBITABAHE HA KOXKaTa U OsUIOTO HA OYMTe, IPOMSHA Ha IIBETA Ha
M3MPaXHEHUSTA, IPOMSHA B TIOBEICHUETO
AHTMOHEBPOTHYEH €AeM: BHE3AITHO TEKKO MMOTyBaHE HA KOYKaTa OCHOBHO B 00JlacTTa Ha
rJIaBaTa U IIHUTA, BKIIOYUTEIHO OYUTE U €3HKa, ChC 3aTPYAHEHO AMIIaHE
Cunzapom Ha CTUBBHC-/[?)KOHCHH 1 TOKCHYHA €MUIEPMaIHA HEKPOJIN3a: TEKKA
JKUBOTO3aCTpalllaBallla alepruyHa Peakius, TeKKO Bh3MalIeHHe Ha KOXKaTa U JINTaBUIUTE,
3aIoyYyBallo ¢ TPECKa, Bh3MaICHUE Ha I'BPIIOTO, YMOPa, KOXKHH OOPUBHU, KOUTO BOJISIT JIO
NosIBaTa Ha KOXXHHU MEXYpH, 00eNIBaHe, CBIIMYAHE Ha r0JIeMU OBBPXHOCTHU OT KOXa,
BBH3MOXKHH 3aTPyIHEHHS B TUIIAHETO M HUCKO KPBBHO HaJsITaHE.

KbpBeHe 0T cTOMaIIHO-UpEBHUS TPAKT: MIPOABIDKUTEIHO KEPBEHE OT Je0eI0TO YepBO WIN
TUTIOCHE Ha KPHB
HeBponcuxyu4yau HapyIIeHHs, OIMCaHU TO-40Ty.

AKo 3a0eJiesKuTe HAKOM 0T Te3H CUMIITOMU, MOThpPceTe He3a0aBHO MeTUIIMHCKA MOMOIII.

Haif-uecTo (MHOTO YeCTH U Y4eCTH) ChoOIaBaHuTe HeXKeaanu peakimu Ha Tamiflu ca ragene wm
MOBPBIIIaHE, CTOMAIITHU OOJIKH, CTOMAIITHO Pa3CTPONCTBO, TTIaBoOoIMe 1 OoKa. Te3n HeXenaHu
peakIuy ce HaOIo1aBaT MPEeIUMHO CIIe]] TbpBaTa /1032 OT JEKapCTBOTO M OOMKHOBEHO CITHPAT C
NPOABIDKABAHETO Ha JICUCHUETO. YecToTaTa Ha Te3H Peakluy ce HaMallsiBa, aKo JIEKApCTBEHUST
MPOAYKT Ce MpHeMa C XpaHa.

Penku, HO cepHO3HH peaKIUHU: MOTHPceTe BeHATa JeKapPCKa MOMOIL
(Te moarce oa 3aceenam 0o 1 na 1 000 oyuuu)
ITo Bpeme Ha nedenue ¢ Tamiflu, mma croOIIeHN 32 peIKA CHONUTHS, KOUTO BKITFOUBAT

['bpuoBe U JeTUPHYM, BKITFOUUTEITHO IPOMEHEHO HUBO Ha Ch3HAHUEC

O0BpKaHOCT, HCOOMUAHHO TTOBEICHUE

HanynnocTh, XamonuHanum, Bb30ya, TPEBOKHOCT, KOIIMAPH
Te3u crOUTHSA ce ChOOIIaBaT MPEAMMHO IPH JIela ¥ FOHOIIN U YECTO 3all04BaT BHE3AMHO U
oT3By4aBaT 0bp30. HsIkomKO cirydas ca 1oBenu 10 caMOHapaHsBaHe, HAKOH OT KOUTO ¢ (haTaneH
u3xo/. TakrBa HEBPOIICUXHYHU CHOUTHS CE ChOOIIABAT CHIO M NPH MAIMEHTH C TPUII, KOUTO HE ca
npuemanu Tamiflu.

[MTauuenTtuTe, 0COOCHO ela U FOHOLIM, TPAOBA J1a ce HaOJIro1aBaT BHUMATEITHO 3a MOsBA HA

OIMCaHMTE MO-TOPE IPOMEHHU B IOBEICHHUETO.

AKko 3a0eJie;KHTe HAKOH OT Te3H CUMIITOMH, 0OCOOCHO ITPH MO-MJIaIi X0pa, MOThpceTe He3a0aBHO
JIEKapcKa MoMOIIl.

B"b3paCTHI/I d IoHOIH Ha 13 roAMHHU U IMO-T0JIECMH
MHOro 4ecTH HeKeJIaHHu peakuuun

(mooice 0a 3aceenam noseue om 1 na 10 oyuuu)
- I'maBoGosmue
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T'agene.

YecTH HexeTaHU PeaKkUH

(moorce 0a 3aceenam 0o 1 na 10 oyuu)
Bbpouxur
Xeprec Ha YCHHATE
Kannmna
3amaiiBaHe
Bucoka Temneparypa
bonka
boiika B kpaitnuuure
Xpema
bescbHue
Bo3naneno repio
CromamrHa 60ska
Ymopa
IIenHOTA B ropHaTa 4acT Ha Kopema
WNHpekuun Ha TOpHUTE TUXATESIIHU TBTUINA (BB3MAJICHU HOC, I'bPJI0 U CHHYCH)
Jlomo xpaHocMusnane

- IloBpbluaHe.

HeuecTn He:keJaHU peaKklUu
(moance 0a 3aceenam 0o 1 na 100 oywiu)
- AJepruyHu peakiuu
- IIpoMeHEHO HUBO Ha Ch3HAHUE
- I'spu
- Hapymenus Ha cbpaedHNs pUTBM
- Jlexu 10 TeKKW HapyLICHUs HA YepHOApOOHaTa (PYHKIHSI
- Koxnu peaxuu (Bb3naJIcHHE Ha KOXKaTa, YepBEH U ChpOSI 0OpHB, CBIMYaHE Ha KOXKATa).

Peaxu Hexes1aHU peakIun

(moorce 0a saceenam 0o 1 na 1 000 oyuum)
TpomMOomuToIeHns (HUCHK Opoit TPOMOOIINTH)
3pUTeTHN HApYIICHUS.

Jeua ot 1 10 12 rogunn

MHOro0 YecTH HeKeJIaHH PeaKIuu
(mooice 0a zaceenam noseue om 1 na 10 oyuu)
Kanutnna
3amymiBaHe Ha HOca
- TloBpbiase.

YecTH HeKeJaHN PeaKuu
(mooice 0a 3aceenam 0o 1 na 10 oyuu)
- KOHIOHKTHBUT (3auepBsBaHE HA OYUTE U CEKpEIUs 1 0OJIKa B OKOTO)
- Bwhb3naneHue Ha yXOTO U IPYTH HAPYIICHUS HA YXOTO
- I'maBoOomue
- Tanmene
- Xpema
- CromamrHa Oonka
- IIpmHOTA B TOpHATA YacT HA KOpeMa
- Jlomro xpaHocMmIIaHe.
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HeuecTn HeskeIaHU peaKkU U
(mooice 0a 3aceenam oo 1 na 100 oywuiu)
Br3nanenue Ha kokaTta
Hapymenue na TeiaHueBaTa MeMOpaHa (ThIIAHUYETO).

Kspmauera noa 1 roguna

ChoO1eHnTe HeXeNaHu peakuy py KbpMaueTa Ha Bb3pacT oT 0 1o 12 Mecena, ca npeAnMHO
10I00HM Ha HEXEJIAHUTE PeaKIK, ChOOIIEHH MIPH TO-TOJIEMH Jielia (Ha Bb3pacT |1 roauHa WiH Io-
rosiemu). OCBEH TOBa MMa CHOOIIEHNUS 3a TUAPHSI U OOPHUB OT TICJICHH.

AKO HSKOS| OT HEKEJTAHUTE JICKAPCTBEHHU PEAKIIMU CTaHE CEPUO3HA UITH 3a0eNIeKHTE JIPYTH,
HEONHMCaHM B Ta3M JINCTOBKA HEXKEJIaHU peaKIny, yBenomere Bammst nekap wim dapmariet. Odade,
ako Bue miu Baiero qete moBpbiaTe MHOTOKPATHO WIH
aKo0 CUMIITOMHTE HA I'PHUII C€ BJIOIIABAT HJIH BHCOKATA TEMIIEPATYPa NMPOAbJKABA
YBenomere Bamus jiekap KoJaKOTO € Bb3MOKHO M0-CKOPO.

Cho011aBaHe HA HeXKEJIAHH PeaKInu

AKO TIONTyuHnTe HAKAKBU HEXEJIaHH JIEKAPCTBEHH PeaKIu, yBegomere Bamms nexap. ToBa BkitouBa
BCUYKHU BH3MOXKHU HEOTIMCAHHU B Ta3M JIUCTOBKA HEXKEIAHH peakiuu. MoxeTe ChIo J1a ChOOIUTE
HEXEJIaHU PEakIuy TUPESKTHO Ype3 HallMOHATHATA CUCTEMa 3a ChOOIaBaHe, IOCOYCHA B
Ipunoxxenne V. Karo cro0miaBare HeXeTaHH PEaKIIHH, MOXKETE Ja JeTe CBOSI IPHHOC 32
MoJTyyaBaHe Ha MoBeue MHPOpMAaIHsI OTHOCHO O€30MacHOCTTa Ha TOBA JIEKapCTBO.

5.  Kak aa cexpausisate Tamiflu
Jla ce cbXpaHsBa Ha MACTO, HEAOCTBITHO 3a JE1a.

He u3non3Batite ToBa JICKApCTBO CJICA CPpOKa HA TOAHOCT, oTOeNsI3aH BBPXY KapTOHCHATA OIMaKOBKa 1
6YTI/IJ'IKaTa (K¢ FO,I[CH 0. CpOK’I)T Ha TOAHOCT OTTroBapsd Ha MOCJICAHNA ICH OT IOCOYCHUA MECCII.

[Ipax: [la He ce cbxpansiBa Hazg 30°C.
Cren mpuroTssue, fa ce chxpansasa moj 25° C B npoasmkenne Ha 10 qau wnn B xmagwiauk (2 °C -
8 °C) B npoabokenue Ha 17 qHu.

He HSXBLpHﬂﬁTe JICKapCTBaTa B KaHAIM3aluATa Uiu B KOHTeﬁHepa 3a JOMAalIHH OTIIaaAbIIN.
[NommTaiite Bamms papmaneBT kak ga H3XBBPISATE JEKapCcTBaTa, KOMUTO BeUye He u3noinsBate. Te3u
MEpKH ILI¢ CIOMOTHAT 3a OIIa3BaHE HA OKOJIHATA Cpefa.

6. ChabpikaHHe HA ONIAKOBKATA M JONBJIHUTEJIHA HH(pOpManHs

Kaxkso cbabp:ka Tamiflu
AKTHBHOTO BeIIeCTBO € o3esitaMuBup (12 mg/ml o3entaMuBup cien pa3TBapsiHe).
Hpyrute cberaBku ca: copouton (E420), natpues auxuapored nurpar (E331[a]), kcanranosa
ryma (E415), narpues 6enzoar (E211), 3axapun Hatpuii (E954), Turanos auokcun (E171) n
apoMmar Ha IJI0JIOBE (BKJIIOYBAII] MAJITOJACKCTPHUHH [IIapeBUILa ], MPOMIIICHTJIMKOI, TyMa apaduka
E414 v naTypamHO WACHTUYHA apoOMaTH [CHCTOSINHN Ce MIPEIUMHO OT apoMaT Ha OaHaH, aHaHAC
U IpackoBal).
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Kak u3raexaa Tamiflu u kakBo ChbABbpPiKa ONMaKOBKaTa

Hpax 3a IIepopajHa CYCIICH3UA

[IpaxbT mpeacTaBisiBa rpaHyaT WX CIETHAJ CE TPaHyJaT ¢ OsUT 0 CBETIOKBIIT IBSAT.

Tamiflu 12 mg/ml npax 3a nepopanHa cycrieH3us ce npeiara B OyTmika, ceabpkama 30 g mpax,
KoiTo Tpsi6Ba 1a ce cmecu ¢ 52 ml Boxa.

Kyrusra ceabppka u 1 mmactMacoBa meputenna kanuuka (52 ml), 1 muiactmacoB aganrop 3a OyTuika
(3a na Bu ynecHu na u3TernuTe JIeKapcTBOTO B 03aTopa) U | I1acTMacoB mepopalieH 103atop (3a aa
IpHeMeTe PABUIIHOTO KOJIMIECTBO OT JIGKAPCTBOTO Ipe3 ycTaTa). BepXy nepopainus no3aTop uMa

nenenus 3a 30 mg, 45 mg u 60 Mg oT J1eKapcTBOTO (BUXKTE GUTYpUTE B VKazanus 3a nompebumens).

3a moApOoOHOCTH OTHOCHO MTPUTOTBSIHETO HA NIEPOpajIHaTa CYyCIICH3Us U KaK Jia OTMEPHUTE U Jia
TIpHeMeTe JIEKapCTBOTO, IpoUeTeTe YKazanusa 3a nompedbumeris, Ha ClieBaIIaTa CTPAHNLIA.

HpnTemaTen Ha pa3peiicHueTo 3a yn0Tpe6a U IIPOU3BOAUTE]
Roche Registration GmbH
Emil-Barell-Strasse 1

79639 Grenzach-Wyhlen
TI'epmanus

Roche Pharma AG
Emil-Barell-Str. 1

D-79639 Grenzach-Wyhlen
TI'epmanus

3a JOITBJIHUTCIIHA I/IH(l)OpMaIlI/IH OTHOCHO TOBa JICKApCTBO, MOJIA, CBBPIKETEC CC C JIOKAJTHUSA
NIpeACTAaBUTEIT Ha ITPUTEKATEIA Ha pa3pCIICHUETO 3a yHOTpe6a:

Belgié/Belgique/Belgien Lietuva

N.V. Roche S.A. UAB “Roche Lietuva”
Tél/Tel: +32 (0) 252582 11 Tel: +370 5 2546799
Bouarapus Luxembourg/Luxemburg
Pom bearapus EOO/ (Voir/siehe Belgique/Belgien)
Ten: +359 2 818 44 44

Ceska republika Magyarorszag

Roche s. r. 0. Roche (Magyarorszég) Kft.
Tel: +420 - 2 20382111 Tel: +36 - 23 446 800
Danmark Malta

Roche a/s (See Ireland)

TIf: +45 - 36 39 99 99

Deutschland Nederland

Roche Pharma AG Roche Nederland B.V.

Tel: +49 (0) 7624 140 Tel: +31 (0) 348 438050
Eesti ) Norge

Roche Eesti OU Roche Norge AS

Tel: + 372 - 6 177 380 TIf: +47 - 22 78 90 00
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E)MGda
Roche (Hellas) A.E.
TnA: +30 210 61 66 100

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

France
Roche
Tél: +33 (0) 147 61 40 00

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

Ireland

Roche Products (Ireland) Ltd.

Tel: +353 (0) 1 469 0700

Island

Roche a/s

c/o Icepharma hf
Simi: +354 540 8000

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

Kvmpog
I A.Ztapde & Zwo Ato.
TnA: +357 - 2276 62 76

Latvija
Roche Latvija SIA
Tel: +371 - 6 7039831

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

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

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

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

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

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

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

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

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

JlaTa Ha mocJieHO Mpepasriexiane Ha aucropkata {MM /I'TI'T}

ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IIpeaocTaBeHa Ha yeOcaiiTa Ha EBpornelickara areHIus
o JiekapcteaTta : http://www.ema.europa.eu.
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Yxkazanus 3a norpeduTes
Wma nBa erana 3a npuemane Ha Tamiflu mepopaiHa cycreHsus.

1 eran: IlpurorBere HOBa OYTHJIKA OT JIEKAPCTBOTO
Korato cu B3eMate perenirata, BammusaTt ¢papmarieBT MoKe Ja € MPUTOTBHII JIEKApCTBOTO 3a Bac.
Ako He e, Bue Moxe JIeCHO J1a TO HanpaBuTe caMu. BibkTe mbpBUS HA0Op OT yKa3aHMSL.
Heo0xoaumo e 1a HanpaBuTe TOBA CaMO BeIHB3K, B HAYAJIOTO Ha Kypca Ha JICUeHHE.

2 etan: U3mepete u gaifTe TOYHATA 1032
PasknaTere 1o0pe cycnieH3usATa U U3TETJIETe MOAXO0sIIaTa IPENOPbUNTEIHA 1032 B 103aTOpa.
Bmxre BTOpHs HabOp OT yKa3anus. Bue me TpsaOBa 1a mpaBuTe TOBAa BCEKH BT, KOTATO HMATe
Hy’K7a OT J103a.

1 etan: [IpuroTBeTe HOBAa OYTHJIKA OT JIEKAPCTBOTO

IIle mmaTe Hy#X1a OT:
Bbyruikara, ceappxaina Tamiflu mpax (B omakoBkara Ha JieKapcTBOTO)
Kamaukara Ha OyTuikara (B OrakoBKaTa Ha JIEKAPCTBOTO)
[TnacTtmMacoBa MepuTenTHa KaHUYKA (B OMTAaKOBKATa Ha JIEKApPCTBOTO)
[TnacTmacoBus aganTop 3a OyTuiKara (B OaKOBKaTa Ha JICKAPCTBOTO)
Bonma

[]—Kanalma

%;—aﬂ;anmp 3a OyTHIIKA

ii
u MEpUTE/IHA KaHUYIKa
|
52 ml

JIMHUA HA
allbJIBaAHE

IMoTtynaiite 0yTnikara, 3a 1a ce pa3poxkKa nmpaxa
IMotymaiiTe eko 3aTBOpeHaTa OyTHIIKA HAKOJIKO ITBTH, 3a JIa C€ Pa3pOXKa MPaxbT.

H3non3BaiiTe KaHWYKATa, 32 1a oTMepute 52 Ml Boga

MepuTenHara KaHWYKa, IPEAOCTaBEHA B ONIAKOBKATa, MIMa MapKUpaHa JIMHUS, KOSTO MIOKa3Ba
TOYHOTO KOJIMYECTBO.

Hambnnere st ¢ Boga A0 03Ha4€HOTO HHBO.

Jlo6aBeTe ATOTO KOJTUIECTBO BO/Ia, 3aTBOPETE U pa3KJjaTeTe

W3scuriere 1ms10TO KOIUYECTBO BOJa OT KaHMYKATa B OyTHIIKaTa BEPXY Mpaxa.

Bunaru usnonssaiire 52 ml Bozga, He3aBucHMMO OT 103aTa, KOoATO Bu e HeoOXxoauMa.

IToctaBete 0OpaTHO Kamaukarta Ha OyTwikaTa. Pazkinarere qoOpe OyTuiKaTta B IpOABIDKEHUE HA
15 cexynam.

HartucHere agantopa
OtBopeTe OyTHIIKaTa M BKapalTe aganTopa B I'bPJIOTO i KaTO TO HATUCKATE CHITHO.

3aTBOpeTe OYyTHIKATA OTHOBO

3aBHHTETE ITBTHO KanaykaTa BbPXY OpHaTa 4acT Ha OyTHIIKaTa, KOsITO Beue BKIIOYBA U
ajanTopa.

Taka 11e e CUTYpHO, Y€ aIafTOphT 32 OyTHIIKATa PWIISATA IPABUITHO B OYTHIIKATA.
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Cera Beue umarte 6ytunka ¢ Tamiflu mepopanma cycnensus, rorosa 3a u3smepBane Ha no3a. He TpsioBa
Ja s IPUTOTBSATE OTHOBO, OCBEH aKO HE 3a1104YBaTe HOBA OYTHIIKA.

2 eram: I/I3MepeTe U JaiiTe TOYHATA 1034

Ille mmaTe Hy#X1a OT:
- Byrnaka ot mpurorBenus Tamiflu mepopanna cycnensusi
- I[lepopaHusi 103aTOpP OT ONMAKOBKATA HA JIEKAPCTBOTO.

Bunaru usnonssaiite nepopanHus 103aTop, NPUIOKEH ¢ Baiero gekapcTBo, 3a Aa U3MepUTe TOYHATa
J03a.

Bwpxy Hero ca o3HaueHH Tpu paznuyau go3u: 30 mg, 45 mg u 60 mg.
T__Oyrauo

sugs|| ¢— 60 mg
of| 4= 45 mg

0| 4= 30 mg

T BPBX

Paskiartere OyTnmikara

[IpoBepere nanu KamavkaTta € CUTypHa | cliell ToBa paskiartere Oytmikara Tamiflu nepopanna
CYCHEH3HUS.

Bunaru paskiamiaiite 100pe npeau ynorpeoa.

I[IpurorBeTe NepopasHus 103aTOP
M3non3Baiite nepopainus 03aTOpP, NPUIIOKEH B OIIAKOBKATA.
HartucHere 0yTanoTo J0Kpai KbM BbpXa Ha 103aTOpA.

BPbX
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HanbauHere go3aTopa ¢ TouHaTa /1032

Pa3BuiiTe kamaukara oT OyTHIIKaTA.

BkapaiitTe BbpXa Ha J03aTopa B afanTopa 3a OyTHIIKaTa.

Cren ToBa 00bpHeETE HeJTUsl KOMILIEKT HagoJy (OyTHiIKaTa U J03aTopa 3aeIHo).

b

baBHO u3appHaiiTe OyTanoro, 3a Jla M3TErIUTE JIEKAPCTBOTO B 103aTOPA.
Cripere 1o ETIEHUETO, KOETO MOKa3Ba HykHaTa Bu no3a.

WznpaseTe meausi KOMIUIEKT OTHOBO.

MaxneTe 103aTopa oT OyTHIKaTa.

JaiiTe JlekapcTBOTO B ycTara
U3zcunere cycrieH3usaTa HApaBo B yCTaTa, KATO HATHCKATe OYTalloTO HA J103aTopa.
VYBepere ce, 4e IeKapCTBOTO € MOTBJIHATO.

MoskeTe 1a mUeTe U Aa SACTE CIe ImpucMa Ha JICKapCTBOTO.

3arBoperte OyTHJKaTa, CbXpaHsiBaiiTe 1 Ha 0€30IIACHO MSICTO
[locraBete oOpaTHO Kamaykara Ha OyTuiakaTa. CbXpaHsaBaiiTe st Ha MACTO, HEJOCTHITHO 3a JIe1Ia.

CoxpansiBaiite iekapctBoto 1101 25 °C 10 10 guu. Bwkre 5 Kak da cvxpanseame Tamiflu Ha
cle/BalaTa CTpPaHuIA.

Pasriobere no03aTopa BeaHara CJjiea rpyueMa 1 U3IMJIaKHETE IBETC MYy YaCTH C TC€Ualla YCHIMAHa BOoaa.
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