1. MME HA JEKAPCTBEHUSI IIPOJIYKT —o UTESHA ATEHLIVA N0 NEKAPC
Kpamka xapaxmepucmuka na npogyxma ,]‘:iilt@-—m%:!;-___
Banrpexce 500 mg ¢puamupanu tabnetku KoM Pez. Ne ... 10080

Valtrex 500 mg film-coated tablets
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KPATKA XAPAKTEPUCTHKA HA MPOJYKTA
[ M3nbn. UTEHA ArERING M0 MEKAPCTBATA

semamp-... X298, L 1-05- 2026

KAUYECTBEH M KOJIMYECTBEH CHCTAB | Ogospssue Ne ... /

Besika tabnerka chabpika BanauMkiIoBUp Xuapoxiopu (valaciclovir hydrochloride), exsuBanenren Ha
500 mg panaumknoBup (valaciclovir).

3a MbJHUA CMHCHK HA NOMOLLHHTE BELLECTBA BUKTE TOUKa 6. 1.

3.

JJEKAPCTBEHA ®OPMA

®unmupana tadierka

bsna, ABoiiHOM3NbKHANA, MpoABAroBaTa TabieTka ¢ 65710 10 NouTH 6510 Aapo, rpapupana ¢ “GX CF1™
OT e/1HaTa CcTpaHa.

4.

4.1

KJIMHUYHU JAHHHA

TepaneBTHYHH NOKa3aHUs

Hudexumu, npuumnnenu ot Varicella zoster virus (VZV) — xepnec 30cTep

Valtrex e nokasaH 3a eyeHHe Ha Xeprec 30CTep M 30CTEP C OYHH CHMITTOMH MPH HMYHOKOMIIETEHTHH
Bb3pacTHH (BAK. Touka 4.4).

Valtrex e nokasan 3a leuenue Ha Xepnec 30CTep NP1 Bb3PACTHH NALUMEHTH € JleKa WM yMepeHa
HMYHOCYNpecHs (Bxk. Touka 4.4).

Hudekumnn, npuunnenu ot Herpes simplex virus (HSV)

Valtrex e nokazan

32 JICYEHHUE U NMOTHCKAHE Ha HH(PEKLIMK, npudMHeHd oT HSV, Ha kokaTa W auraBvumTe,

BK/IIOYHTETHO

- JICYEHHE HA HAYaNIeH FEHNTAJICH Xepriec MPH MMYHOKOMIIETEHTHH Bb3PACTHH M FOHOLLHK W NPH
HMYHOKOMIPOMETHPAHH Bb3paCTHH

JICHCHHE Ha peLUAUBHPALLl FTEHUTAJICH Xepriec MPpH HMYHOKOMINETEHTHH Bb3PAaCcTHH H FOHOLUH H
NMpH UMYHOKOMITPOMETHPAHH Bb3PACTHH

NMOTHCKAHE Ha peUMHIUBHpaALL Fr'CeHUTANIEH Xepnec npH UMYHOKOMITIETEHTHH Bb3paCTHH H KOHOLLH
H MPH HMYHOKOMIIPOMETHPAHH Bb3PACTHH
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4.4).

He ca npoBexxaaHn KIMHHYHA H3NHTBAHWS NPH NaUMEHTH, WHekTHpanH ¢ HSV u
HMYHOKOMHAPOMETHPAHH NO APYTH NPHYHHH, pasivuHK oT HHekuns ¢ HIV (Bx. Touka 5.1).

Undekunu, npuuunenn ot Cytomegalovirus (CMV)

Valtrex e nokasaH 3a npo@unaxruka Ha CMV unexuma v 3abonspane ciea TPaHCIIAHTALMS Ha
COJIHAHM OPraHy NPH Bb3pacTHH H KOHOLIH (BXK. TouKa 4.4),

4.2 [Mo3upoBKA H HAYHH Ha NPHIOXKEHHE

Hudekunu, npuuuxenu ot Varicella zoster virus (VZV) — Xepnec 30CTep W 30CTEP ¢ OYHH YEAOKHEHHS

Maunentute Tpabpa na Gvaat chbeeTBAHM 1a 3aNOYHAT NEYEHHE BBIMOXKHO HaH-Gbp3o cren
AUarHOCTHUMPAHETO Ha Xeprnec 30¢Tep. HaMa naHHH 3a neueHHe, 3aMouHano cief noepeue ot 72 yaca
CNnesl NOABATA Ha XepnecH!s 00pHB.

HvynoxoMnemeHmHY b3pacmuu

Ho3sata npn UMYHOKOMNETEHTHY NaureHTH € | 000 mg TpH MBTH AHEBHO 3a ceieM AHu (3 000 mg
obtwa nxesHa no3a). Task no3a TpaGBa na Gbae HaMalleHa B 3aBUCHMOCT OT KPeaTHHHHOBUA KIMPBHC
(exx. BrbpeuHo yepexnane no-gony).

Hyyrnoxomnpomemupanu av3pacmuu

Ho3ara npx umyHOKOMNpoMeTHpaHH nauueHTH ¢ | 000 mg TpH MbTH JHEBHO Hali-MaTIKO 3a CeleM AHM
(3 000 mg obwa aHeBHa fo3a) M 3a 2 AHM clen 3a3apaBABaHe Ha ne3uute. Tasyu nosa Tpabea fa Gbae
HaMaNeHa B 3aBUCHMOCT OT KPEaTHHHHOBMA KITHPBHC (BX. Br6peuHo yspexxaane no-aony).

TpH HMYHOKOMNPOMETHPAHH NALMEHTH AHTHBHPYCHO JIeUeHHe CE NPENOPBYBA [PH NOABA HA MEXYDPH B
PaMKHTE Ha €1Ha CEAMMLA MK M0 BCAKO BpEMeE 10 ITBIIHO 3a3[paBABaHe Ha nezuuTe (0bpasyBane Ha

KPYCTH).

JleueHne Ha HHOEKUHK, NPHYUHEHH OT herpes simplex virus (HSV) npu BL3PACTHH W KOHOUIH (Ha

BB3pacT > 12 roauHn)

Huynoxomnemenmuu ev3pacmuu u oHowy (6v3pacm = 12 200unu)
Hosata € 500 mg Valtrex npa nbTi anesto (1 000 mg o6wa aneBHa Ao3a). Tazu 203a Tpadea 1a Obae
HaMaseHa B 3aBHCHMOCT OT KPEaTHHHHOBHMS KAMPBHC (RK. brOpeuno yBpexaaHe no-aony).

[pu peunnusn neyenneto TpaGea 1a nposLIKaBa TPH A0 NeT AHK. [1pH HAYANHHTE eNM30AH, KOHTO
MOTaT 1a 6BAaT NO-TEXKH, JIEHEHUETO MOXKE [a ce YABMIKH 10 JeceT AHU. JleueHHeTo Tpabea na
3ano4He KONKOTO € BB3MOXHO no-paHo. [py peunanen na HSV uHdekuuu Haii-106pe e nevenero na
CE€ NpoBEX/1a N0 BpeMe Ha NPOAPOMATTHMA NEPHO/ HAH BEJHAra Ciiel NOSBATA HA ITbPBHTE NMPHIHALK
HITU CHMIITOMH. Valtrex MOXe a TPeIOTBPATH PasBUTHETO Ha JIE3HH, KOTaTO € NPHET NPH NbLpBHTE
NpU3HaUH ¥ CHMNTOMH Ha HSV peunams.

Jlabuanen xeprec

EexTHBHO neueHme NPH BBIPACTHU H IOHOLIN Ha NabHaneH Xepnec e Banauviosup 2 000 mg apa
MbTH IHEBHO 3a eAkH neH. Bropara nosa tpabea aa ce npueme okono 12 vaca (He no-paHo ot 6 yaca)
cnel nbpsata n03a. Task n03a Tpsbea fa Gbae HaManeHa B 3aBHCHMOCT OT KPEATUHHHOBHA KITHPBHC
(ex. Bubpeuno yppexnane no-gony). [pu Ta3u cxema Ha AO3HPAHE IEUEHHETO HE TPA o
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NpeBHilABA €IHH NI€H, ThH KaTO TOBA HE € NOoKa3a10 JOMbAHHTENHA KIHHHYHA Non3a. JieueHHeTo
TpsOB2 A2 3aMouHe NpH MBPBH CHMNTOMM Ha abualieH xepnec (T.e. H3TPLNBAHE, ChpbeX WM napeHe).

HvynokomMnpomemupanu 8b3pacmHu

3a neuenne Ha HSV npu uMyHOKOMNIpOMETHpaHH Bb3pPacTHH, no3aTta e | 000 mg ABa NbTH AHEBHO B
MPOIBKEHHE HA HAH-MaNKO 3 IHH, CNEJl OLIEHKA HA TEXECTTA HA KITHHUYHOTO ChCTOSHHE W UMYHHUS
CTaTyc Ha nauneHTa. Ilpn HauyanHNTe enU30/IH, KOUTO MOraT Aa GbJaT NO-TEKKH, TEYSHHETO MOXKE Ja
C€ YABMKH 10 AeceT AHH. JleueHneTo TpaORra Aa 3amouHe KOJKOTO € BL3MOXHO no-paHo, Tasu Josa
TpsibBa aa Gbae HamalleHa B 3aBUCHMOCT OT KPEATHHHHOBUS KIHPBHC (BK. Bb6peuHo yBpexkaaHe no-
aony). Jlevenunero TpsGea na 3anouHe B paMkuTe Ha 48 yaca 3a MaKCHMaNHa KIIMHHUHA NON3a.
{lpenopbupa ce CTPUKTHO TIPOCNEASBAHE Ha Pa3BUTHETO Ha JIE3HUTE.

[loTrekane Ha peunanBY Ha MHGEKUWYK. IPUMKHEHH OT herpes simplex virus (HSV) TIpH BB3PACTHH H
HOHOWHK (Ha Bb3pacT > 12 romuHu)

Hsyrnoxomnemenmuu b3pacmuu u wnowy (sv3pacm > 12 200unu)

Hozata e 500 mg Valtrex, npueman BeaHbkK HHeBHO. HAKOM NALMEHTH ¢ MHOTO YECTH PELIMAHBH
(2 10/roguna npy nMnca Ha Tepanys) MOXe Ja UMaT AOTTLIHUTENHA M033, aKO JHEBHATA 1033 OT
500 mg ce npuema pasaenena (250 mg aBa mbTH AHeBHO). Ta3n no3a Tpsbea na Gbae HamaseHa B
3aBHCHUMOCT OT KPEaTHHHHOBHSA KITMPBHC (BK. bpbpeuno yBpexaane no-gony). [peoueka Ha
TepanuaATa ce npasM cnea 6 ao 12 Mecewa neyeHHe.

Hwvynoxkomnpovmemupanu ev3pacmnu

Hosata e 500 mg Valtrex aga nbTH AHeBHO. Tasu no3a TpaGea 1a Obe HaMaleHa B 32BUCHMOCT OT
KpPEaTHHHHOBHA KIHPLHC (BX. Bbbpeuno yepexxaane no-nony). INpeoueHka Ha TepanuaTa ce npasu
cnen 6 no 12 meceua neveHue.

[Tpodmnakriika Ha HekMs U 3ab6onsaBaHe, puyKHeHo ot cytomegalovirus (CMV) npu Bb3pacTHy u

IOHOLUIH (Ha BB3pacT > 12 roguuu)

Mo3ata e 2 000 mg Valtrex 4eTHpH IbTH AHEBHO, KATO NMPUEMBT TPAGBA 3 3aM0UHE KOAKOTO €
BB3MOXHO MO-CKOPO CNell TpaHcnaaHTauyaTa. Tasu nosa tpabea na 61 HaMaNeHa B 3aBUCHMOCT OT
KpeaTHHHHOBHA KAHpPbHC (BX. brOpeuno yppexxaate no-gony).

OGHKHOBEHO IeYeHHETO NPOABLKABa 90 AHH, HO NPU BUCOKOPHCKOBH GOTHH MOXKE 42 Ce HAJIOKH
YRBLDKABAHETO MY.

Cneumnansw nonynaimu

ITayuenmu 8 cmapuecka evzpacm

IIpy nauneHTH B cTapuecka Bb3PacT TpAOBa Ja ce WMa NPEBHA Bb3MOXKHOCTTa OT GbOpeuHo
YBpeXIaHe H B 3aBUCHMOCT OT TOBA f03aTa Tpalsa na ce kopurupa (Bx. Bubpevno yepexaane no-
Aony). Tpabea na ce noanbpka anexBaTHa XHAPATALHA.

bvwbpeuno yspesxcoane

[Npenopbuea ce nosHweHO BHUMaHKE NPH NpuIOKeHUe Ha Valtrex npu nauMeHTH ¢ HapyLeHa
OuOpeuta dyHkums. Tpsbpa 1a ce noaabpxa afeksaTha xuaparauna. Josara Ha Valtrex TpadBa na
Obae HamaneHa npu nauMeHTH ¢ ypeneHa 6x6peuna yHKUMA, KaKTo € nokasano B Ta6auua | no-
Aoy,

Ipu naunenTH Ha nepronniHa xemoananusa, no3ara Valtrex Tpa6a 1a ce NpuAara cieq KaTo e
HanpaseHa xemonnanusara, KpeaTHHHHOBHR KIMPBHC TpabBa YecTO Aa ce Npocnendsa, o




neproaH, Korato 61x6peunara dyHkuma ce npoMeHs 6bp2o, Hanp. BeaHara cief 6u6peuna
TPAHCIIAHTALMA WIH NpHcakaane. B cvoTeeTcTBHE ¢ TOBa N03aTa Valtrex Tpa6sa aa ce kopurupa.

Hepuoopobro yepexcoane

Kannnunu n3nureanus ¢ 1o3a ot 1 000 mg BanaukknoBUp NpH BE3PAcTHH NALMEHTH NMOKAIBAT, Ye HE €
Heo0X0MMA KOPEKLMA Ha 103aTa NPH NALMEHTH C JIEKA WK YMEPEHA LIMpOo3a (uepHOaApoGHHTe
CHHTE3HHU QYHKLMM Ca 3ana3eHH). PapMaKOKHHETHYHUTE JAHHH NPH BH3PACTHH NAUHEHTH C
HanpeAHana uMpo3a (yBpeaeHH YepHONPOOHH CHHTE3HH (YHKLUMH M JaHHH 34 NOPTATHO-CHCTEMHH
KONaTepanH) He NOKA3BAT HYXK/A OT KOPEKLIMA Ha 103aTa; KIHHWYHUAT onuT, ofaue, e orpaHuyeH. 3a
no-eHCokH 1034 (4 000 mg UnK moeeue JHEBHO), BKTE TOUKA 4.4,

Tabauua I: KOPEKIIMA HA NO3ATA [IPU BEBPEYHO VYBPEXJIAHE

< 10 uiu Ha qUanuza

KpeaTnunuos
TepaneBTHuno nokazaHHe KIHPBHC Ho3a saraunaxnosup *
(ml/min)
HHdekunn, npuunnenn ot Varicella-
Zoster Virus (VZV)
Jevenue na herpes zoster ipu =50 1 000 mg TpH NbTH QHEeBHO
UMYHOKOMITETEHTHH H 30 no 49 1 000 mg nBa NbTH AHERHO
HMYHOKOMITPOMETHPAHH BbL3PACTHH 10 no 29 1 000 mg BenHBXK ZHEBHO
<10 500 mg BeAHBK AHEBHO
Wudekunu, npuurHeHn or Herpes
Simplex Virus (HSV)
Hevenue na HSV undpexyuu
- HMYHOKOMIIETEHTHH Bb3pacTHH ¥ | 2 30 500 mg nBa MbTH THEBHO
HOHOLUH <30 500 mg BeaHBXK AHEBHO
- HMYHOKOMITPOMETHPAHH =30 1 000 mg nBa NbTH AHEBHO
BBL3PacTHH <30 1 000 mg BeAHBK ZHEBHO
Jleuenue na rabuaren xepnec npu 250 2 000 mg nBa NbTH B €Ay AeH
UMYHOKOMNEMEHMHU GbIPACHINY U 30 no 49 1 000 mg 1Ba MbTH B €AHH A€H
foHOWU 1¢ 1o 29 500 mg nBa NbTH B €AUH JEH
farmeprnamusna 1-onesna cxema) <10 500 mg eaHokpaTHa no3a
Homuckane na HSV uncpexyuu
- MMYHOKOMIIETEHTHH Bb3pacTHH M | 230 500 mg BeaHwXK AHEBHO®
FOHOLIH <30 250 mg BeHDbXK AHEBHO
- UMYHOKOMITPOMETHPAHH >30 500 mg aea NbTH aHeBHO
Bb3PacTHH <30 500 mg BeaH®K NHEBHO
Uudekuun, npuunHeHu ot
Cytomegalovirus (CMV)
CMV npounaxmuxa npu ev3pacmuu u =75 2 000 mg YeTHPH MbTH AHEBHO
IOHOWU C MPAHCRAAHMUDAH COTUOCH 50 no <75 | 500 mg yeTHpPH MBTH AHEBHO
opean 25 1o <50 1 500 mg Tpu OBbTH AHERHO
10 no <25 1 500 mg npa nbTH AHEBHO

1500 mg BEAHLK JHERHO

*[lpn nauneHTH Ha nepHoaMUHa XeMOOHaNK3a, 103aTa TpAGBa 1a ce NPUIAra B Cbil




HanpagBeHa XeMOAHANH3ATa.
%3a noTtuckane Ha HSV NpH HMYHOKOMNETEHTHHM JIHLIA C aHaMHe3a 33 > 10 peunanen/roayHa, no-
DoOPpH pe3yNTaTH MOXE Ia ¢ NOCcTHrHaT ¢ 250 mg A8a NLTH JIHEBHO.

[Teouampuvna nonyaayus _
BesonacnoctTa 1 edrkacHocTTa Ha Valtrex npu aeua Ha BL3pacT Moj 12 rofHHH HE Ca YCTAHOBEHH.

4.3 IIpoTHBOMOKA3AHHH

CBpPBXUYBCTBHTENHOCT KbM BANAUHKJIOBHP, ALIHKJIOBHP MKW KbM HAKOE OT NMOMOLLHHTE BELIECTRa,
H3GpoeHH B Touka 6.1,

4.4 Croeuuannu npeaynpexaeHHs H IPeIBAIHH MEPKH OpPH yoTpeba

TexKH KOXHU HEXENAHH PEaKLIHH

Bbs Bpbaka ¢ ynorpe6aTa Ha BanalMKNOBHP ca cb0oGLUABAHM OCTPA FeHEPANH3UPAHA €KIAHTEMATOHA
nyctyo3a (AGEP, acute generalised exanthematous pustulosis) u nekapcrteena peakums ¢
€03HHOGHUITHA ¥ cHcTeMHH ciMnTomn (DRESS, drug reaction with eosinophilia and systemic
Symptoms), KOMTO MOXe Ja ca >KHBOTO3aCTpaluaBallk UK ¢ IeTaNneH Hixon (BxK. Touka 4.8). Oceen
TOBA NPH NALMEHTH, TIPK KOMUTO € MPHIIATaH aUHKIOBHP, ¢a ChOOLUABAHH CY4aH HA TOKCHYHA
enuaepManta Hekponusa (TEN, toxic epidermal necrolysis) H cunapom Ha Stevens — Johnson (SJS,
Stevens — Johnson syndrome). Cnen npunoxeHne BanaunknoBup 6bp30 H MOYTH H3LANO Ce
npeoGpasyBa B AUMKIOBHP, KOHTO € MIaBHHAT MeTaGO/IUT Ha BANALMKIIOBHP (BXK. TOuKa 5.2).

[TaunenTute TpaGea na GbaaT HHGOPMHPAHH 3 IPUIHALIMTE M CUMITTOMUTE HA TEXXKUTE KOKHU
HEXeNaHH PeaKUMH M He3a0aBHO 13 THPCAT MEAHLMHCKA MOMOLL OT JIEKAPA CH NP MOABA HA KAKBUTO W
Aa ca MpH3HalH HIH CHMITOMH, MOKAa3aTeNHH 3 TAKMBA PEaKUHH. AKO Ce NOABAT NPHIHALM U
CHMNTOMH, MpeAnoarauli Takasa peakUus, NPHIOKEHHETO HAa BANALMKNOBHP Tpabea HezabaBHO aa ce
NpeKpaTH W 212 ¢¢ 0GMUCAH anTepHATHBHA TEpanHA (aKo € NOAXOASLIO). AKO NpH ynoTtpebara Ha
BANAUHK/IOBHP NALMEHTHT € Pa3BHJI TeXKKa KOMKHA HEXENaHa peaklHa kaTo Hanpumep SJS, TEN,
DRESS unu AGEP, npu T03u nauneHT HHKOra He TpAGBa OTHOBO Aa Ce 3aroyBa TEpanus ¢
BANTALIMKIOBHP HIIH aUMKIIOBHD.

XHIpaTalHOHEH CTATYC

Tpnﬁsa Aa CC B3€MAT MEPKH 332 OCHTYPABAHE HA aJICKBATEH NMPHEM Ha TEUHOCTH MPH NALKHEHTH, NpPH
KOHTO HMa DUCK OT 063330}1HﬂBaHe, NOo-CNEUHATTHO NalHEHTHTE B CTAp4eCKa Bb3pacT.

ﬂpnnoxeuue NpH NAlHEHTH € 6'5626'~IHO YBPCHNAHE H IPH NALHEHTA B CTAPHECKA BL3pacT

AUHKIIOBYD CE eIMMUHMPa 4pe3 GBOPELIHTE K 3aTOBA NPH NAUHEHTH ¢ GLGPEUHO YRpeXKIaHe N03aTa Ha
BATALHKNOBHP Tpabea Na Gble HamaneHa (Bx. Touka 4.2). [pu naumMeHTH B cTapuecka Bb3pacT MMa
BEPOATHOCT G1LOpevHaTa PyHKLHA A2 € HaMaleHa W 3aToBa Tpa6Ba 1a ce 0OMHCIIH HEOBXO0AMMOCTTA OT
HaMaABaHE HA 103aTa MPH Ta3H rpyna nauveHTH. Kakto nauueHTHTE B cTapyecka Bb3pacT, TaKa H
Te3H ¢ 6bOpeyHo yBpekaae, ca C NOBHIIEH PHCK OT PA3BHTHE HA HEBPOJIOTHUHH HEXXENAHH PeaKLMY H
TpAGBa 1a GbIaT BHMMATETHO NPOCIIEIABAHM 3a [10SBA HA TaKMBA PeakuuH. [IpH IOKNANBAHUTE CIyHau,
NpH NPEKPaTABAHE HA NEYCHHETO TE3H PEaKUMH OOHKHOBEHO ca HMnK o6parumu (Bx. Touka 4.8).




l'[punomeﬂne Ha 1o-BHCOKH T03W BANAUWKNOBHD NPH qepuogpoﬁﬂo YBpEXAAHE H yepHoapoDbHa
TPAHCITAHTAUHA

HsMa HanuuHK 1aHHY 32 NPUITOKEHMETO Ha MO-BUCOKM A03H Banauukiosup (4 000 mg WM noseve
AHEBHO) NPH NAUMEHTH ¢ YepHOAPoOHO 3a6onasane. He ca npoBexaanH crneunrUHN HINHTBAHNA C
BaNalMKNOBHP NPH YepHOAPODHa TpaHCNAAHTALMA H NOPaaH TOBa TpAGBA Aa ce noaxoxaa
BHUMATEHO NPH NpPHIaraHe Ha IHEBHH RO3H, M0-BUCOKH OT 4 000 mg npu Te3u nauueHTH.

ﬂpunomeﬂue 3a JIEHCHHE Ha XCPIIEC 30CTED

KnunuuHuar otropop Tpabea na ce npocneasBa BHHMATENHO, 0COGEHO NPH HMYHOKOMIIPOMETHPAHH
nauyeHT. TpabGea na ce OOMUCIH NPHICKEHHETO HA HHTPABEHO3HA AHTHBHPYCHA TEPanHs, KOraTo ce
CHHTA, Y€ OTTOBOPBT Ha NEPOPATHATA TEPANHA € HEAOCTATHLUEH.

IlaunenTHTe ¢ xepnec 30cTep, NPOTHYALL ¢ YCIIOKHEHHS, T.€. MALMEHTH C BLTPELIHH TIPOSBH,
AHCEMUHHPaH 30CTeP, ABUFATEIHH HEBPONIATHH, EHLEQAIHT H MO3BYHO-CBAOBH YCIOXKHEHHS, TpabBa
Aa GbAAT NOANOKEHH HA HHTPABEHO3HA AHTHBHPYCHA TEparus.

OcBeH ToBa HKMYHOKOMNPOMETHPAHH NALMEHTH CbC 30CTEP C OUHH YCIOKHEHHA WK TAKHBA C BUCOK
PHCK OT AHCEMHHHPAH 30CTEP # BbTPEILHH NpOABH, TpAOBa na ObJaT NOANOXKEHH HA HHTPABEHO3HA

aHTUBHPYCHA TEPanHus.

llpenapaHe HA reHHTANEH Xepnec

[NauneHTHTe Tpabea fa 6baaT CLBETBAHM Aa W3BATBAT NONOBUTE KOHTAKTH, KOTaTO HMAT CHMIITOMM,
AOPH aKO JICYCHHETO ¢ AHTHBHPYCHO JIEKAPCTBO € Beue 3anovHano. 1o BpeMe Ha cynpecHBHa Tepanus ¢
AHTHBHPYCHH CPENCTBA, YECTOTATA HA OTAENAAHETO HA BUPYCHTE 3HAYUTENHO e NOHKKaBa. Bbnpeku
TOBA BCE OLLE CHIUECTBYBA PUCK OT npeaasane. Cnea0BaTeNnHO KaTO JOMBAHEHHE KbM TEPANHMATA C
BANaLUHKIIOBUP C€ NPENOPBLUBA MALtMEHTHTE 1A MPaKTHKyBAT 6e3onaceH cexc.

Ipunoxenwe npy oudn HSV wHbekumun

[Tpu Te3n nauMeHTH KNHHHYHKAT OTTOBOP TPAGBA Aa ce Npocneasasa BAUMaTenHo, Tpatea aa ce
0BMHCAN NPHACKEHHETO HA MHTPABEHO3HA AHTHBHPYCHA TEPAITHs, KOFATO € MANKO BEPOATHO
OTrOBOPLT Ha NEpopasiHaTa Tepanug Aa Obae 10CTaThYEH.

IMpunoxenue npu CMV undekumu

HaHHuTe 3a epMKaCHOCTTA HA BANALIMKIIOBHP NPH NALMEHTH ¢ TPaHCTNaHTaLHA (~200), H3N0KEHH Ha
BHCOK pHck 0T CMV 3a6onseane (Hanp. CMV-nonoxurenen aoHop/CMV-0TpHuaTeNeH peLMHEHT
UITH NPHIOHKEHHE Ha2 WHIYKUMOHHA TEPANHA ¢ aHTH-THMOLIMTHH FNOGYTHHHK), MOKA3BAT 4e
BANAUHKIOBUP TpA6Ba [a CE U3MONI3BA NIPH TE3W MALUEHTH CaMO, KOFATO MPHIOKEHHETO Ha
BATIFAHUHKIOBHP WA FAHUMKIIOBHP € HEBB3MOXKHO MOpaaH cbobpaxeHHs 3a 6e30mnacHoOCT.

Bucokute 1031, HeobxoauMH 3a npoduiakTHka Ha CMV morar a 10BeaaT 10 No-YecTH HeKeNaHH
NEKApCTBEHH peaKuKy, BIIOYHTENHO Hapywenna Ha LIHC, B cpaBHeHwe ¢ no-HucKkK A03u, npunaraHu
NPy ApYrH HHAKKALMK (BK. Touka 4.8). ITauuenture Tpabaa aa GvAaT NpocieasBaHH BHUMATEHO 32
npomeHu B 610peuHaTa byHKUNA 1 JO3MTE 1a Ce KOPUIUPAT ¢LOGPasHO ToBa (Bx. Touka 4.2).




4.5 BsaumoneiicTeHe ¢ Apyry JIieKapcTBeHH NPOAYKTH H APYTH GOPMH Ha B3aHMOAEHCTBHE

IMpunoxernero Ha KOMOWHALHMA OT BANAUMKIOBHP C HEDPOTOKCHUHH NIEKAPCTBEHH TIPOAYKTH TpaGBa
Aa ¢TaBa ¢ MOBUiIEHO BHHMaHHE, 0COOEHO MpH Nxua ¢ yrpeaeHa 6b6peuna dyHkums, v Hanara
peznoBHO npocneassate Ha 6bOpeuHaTa yukiMa. Tosa ce OTHaCH 32 €QHOBPEMEHHO NPHIOIKEHHE C
AMHHOIIHKO3WIH, OPTaHHYHH CHEAMHEHHA Ha NNATHHATa, HOAUPAHH KOHTPACTHH CPECTBa,
METOTPEKCAT, NEHTAMHANH, (GOCKAPHET, LMIJIOCNOPHH U TAKPOIHMYC,

ALMKIIOBHD Ce W3Tb4BA IPEAHMHO HEMPOMEHEH B YPHHATa 4Ypes akTuBHA Gu6peuna TyGyHa CeKpelms.
Crnien npriem Ha 1 000 mg BanalMKIOBHD, UMMETHAHH W NPOGEHELMT HAMANABAT GLOPEYHHR KNHPBHC
Ha auMknosup 1 ysenuuasaT AUC Ha auMKIOBHp CBOTBETHO ¢ 0K0NO 25% K 45% upe3 uHxubupate Ha
aKTHBHATA GbOpevHa cekpeums Ha aunKiosHp. LiuMeTHAHH U Npobenenma, NpHETH 3aeIHO ¢
BaNnaunknoeup, ca noBuiuknan AUC Ha aunkioBup ¢ okono 65%. JIpyri eAHOBpeMEHHO NpHeMaHH
NEKAPCTBEHH MPOAYKTH (BKITFOUHTENHO HANP. TEHOPOBHP), KOMUTO HHXHOUPAT MM Ce KOHKYPHPAT ¢
aKTHBHaTa TYOy/lHA CEKPELHA, MOTAT /12 NOBHILAT KOHIEHTPALHHTE Ha aLHKNOBHD MO TO3H
MexXaHu3bM. [10 ChLINA HAYMH NPHUACKEHHETO HA BaNALMKNOBHP MOXKE 1 MOBHLUH MIa3MEHHTE
KOHUEHTPALMH Ha €IHOBPEMEHHO NPHIAGKEHOTO BELLIECTBO.

Flpu naumeHTH, NoNyyasalum No-BUCOKH EKCTIOBHLIWH ALMKIIOBUP OT BATALUMKIOBHP (HANP. PH 103K 3a
NIEYEHKE Ha 30cTep WM npoduiakTika Ha CMV), Tpabba a ce NoAX0xkaa BHUMATETHO N0 BpeMe Ha
€XHOBPEMEHHO NPUNOKEHHE HA NEKAPCTBA, KOMTO HHXUGHPAT akTHBHATa 6bOpeuHa Ty6ynHa cexpeuus.

YctaHoeeHo € nosHitapaHe Ha riasMeHute AUC Ha alMKIOBHp H HA HEAaKTHBHHS METaBONHT Ha
MUKOdeHONAT MOBETHIT, MMYHOCYNPECOD, H3NON3BAH NPH NAUMEHTH, NPETLPNENN TPAHCMIAHTALHMA,
KOraro Te3W NICKapcTaa ca NpuiokKeHu eaHoBpeMeHHo. He ca HabGntofaBaHy NMpoMeHH B MAKCHMATHHTE
koHUeHTpaunn ¥ AUC npu e1HOBPEMEHHO NPHAOKEHHE HA BAALMKIOBHP H MHKODEHONAT MOdeTHT
MpH 31paeH 100poBOILM. KIHHUYHUAT ONHT OT MPHIAraHETO Ha Ta3H KOMOHHALMA € OPpaHHYEH.

4.6 @epruinTeT, GPEMEHHOCT H KbpMeHe

bpemennoct

OrpaHH4eHOTO KONUHECTBO JaHHH 32 ynoTpe6ara Ha BaNaUMKIIOBHP H CPEAHOTO KOAMYECTBO AAHHH 32
ynoTpe6ara Ha auMKNIOBHP NO BpeMe Ha GPEMEHHOCT Ca HATHYHH OT PETHCTPHTE 3a CllyNanTe Ha
OpeMEeHHOCT (B KOMTO Ca NOKYMEHTHPAHH NOCTEACTBUATA 32 GPEMEHHOCTTA MPH XEHH, npuemanu
BANAUHKIOBMP WK AUHKNOBUP (AKTHBHHMAT METabOMMT Ha BAAUMKIIOBHP) B EPOPATHA WITH
HHTpaBeHO3Ha opma; 111 1 1246 ciryyas (cwotBeTHO 29 H 756 NpH eKCNO3HLMA 110 BPEME Ha OBPRUA
TPHMECTBP OT OPEMEHHOCTTA), H NOCT-MAPKETHHIOBHA OTHT HE NOKAZBAT HAJIHUHE HA Aedopmupalua
HIH (eTaHa/HeOoHaTaNHA TOKCHYHOCT. H3NUTRAHNATA NPH KHBOTHY He NMOKA3BAT PENpOIYKTHBHA
TOKCHYHOCT Ha BanauMKIOBKD (BX. TouKa 5.3). Banaumiuiosnp TpaGea aa ce u3non3sa no Bpeme Ha
OPeMEHHOCT caMo, aKO NOTEHLIMANIHATA N10/132 OT JTE4EHHETO HAABHLIABA Bb3MOXKHHS PHCK.

KrpmeHe

AUMKNIOBUD, MNABHHAT METaGONIHT Ha BANAUHKJIOBHD, CE eKCKpeTHpa B KbpMaTa. Obaue npu
TepaneBTHYHH 03K HA BANALMKIIOBUD HE Ce OYaKBaT eeKTH BBPXY KbpMaueTaTa, Thil KaTo f03aTa,
NOTbAHATA OT NIETETO € NO-MATKO OT 2% OT TepaneBTHYHATA /1032 Ha MHTPABEHO3EH ALMKIIOBHP 3a
JIe4EHHUE Ha Xepnec Np4 HOBOPOAEHH (Bx. Touka 5.2). Banaunknosup tpsbea na ce npunara c
NOBHIIEHO BHMMaHUE MO BPEME Ha KbPMEHE H CaMo, KOIaTO € KITMHHYHO NOKA3aHO.




DepTUnuTeT

BanaunknoBup He e okaszan Bb31eHCTBUHE BbPXY (EPTHIHTETA NPH ILTBXOBE, IPH KOHTO BANALMKIOBHP
e Oun Npunoxen nepopanto. [py BHCOKH 103H NapeHTEPATHO NPUAOKEH AUMKIOBHD MPH TLTLXOBE H
Ky4eTa ca HabmoaaBanyu aTpoHs Ha TECTUCHTE W acniepMaTorexesa. Hama npoBeneHH W3NHTBAHMA ¢
BAALMKNOBHP 32 PEPTHINTETA MPH XOpd, HO He ca ChODLIABAHH NPOMEHH B 6pos, TOABHXKHOCTTA U
MOPdONOrHATa Ha cnepMaTo30HANTE NpH 20 NALMEHTH ciiedl 6-MeceuHO exeaHeBHO neuenne ¢ 400 1o
1 000 mg auuknoBHp.

4.7 Edextn Bbpxy cnocobnocTTa 38 WodpHpase n padoTa ¢ MAIHHH

He ca nposexcaanmn npoyusanHs 3a eieKTHTE BbPXY CNOCOGHOCTTA 3a WwodHpane H paboTa ¢ MalKHH.
Korato ce B3ema pelienHe 0THOCHO ¢NOCOGHOCTTA HA MAHMEHTA A2 WO(UPa H 1a paBoTy ¢ MalINHH
TpabBa 1a ce MMAT NPEBUI KITMHHYHOTO MY CHCTOSHHE M NPOPUILT Ha HEXENAHUTE NEKAPCTBEHH
peakuuy Ha Valtrex. OcseH Tosa, (papMaKONIOTHYHHTE 1aHHH HA aKTHBHOTO BELIECTEBO HE APENonarart
eQEeKTH, KOWUTO J1a MpeYaT Ha Te3W JeHHOCTH.

4.8 HexeJaHH JeKapCTBEHH PeAKUHH

Haii-uectute nexxenanu nekapcreenn peakunu (HJIP), cbo6GuiaBany oT nauKHeHTH, Hanonssawu Valtrex
B KNHHWYHH H3NUTBaHHA 33 MOHE €HO OT NOKasaHmuATa, ca rnapodonue u ranede. [o-cepuoznute HIIP
KaTo TPOMGOTHUHE TPOMGOLMTONEHHYHA My PITYPa/XeMOIHTHYEH YPEMHUEH CHHPOM, OcTpa 616peuHa
HEIOCTATLYHOCT, HEBPOTOMHYHH HApYLUCHHA H TEXKKH KOXKHH Hexxenauu peakunu (BX. Touka 4.4) ca
pasriieiaHu No-noApoSHO B ApYrH TOYKHM HA KPATKATa XapakTEPHUCTHKA HA NPOIYKTa.

Hexenauure NI€KAPCTBEHH PEAKLWH Ca H36p08HH No-10ny Nno CHCTEMO-0PraHeH Kitac M 110 YecToTa.

CneanHure KaTEropyuH 4YCCTOTH Ca U3INMOA3BAHH 3a macndmxauuﬂ Ha HEXeNnaHWuTe

peaKLHu:
MHuoro uectH >1/10,

Yect > 1/100 go < 1/10,
HeuecTn = /1000 po < 1/100,
Peaxy 2 1/10 000 no < 1/1000,
MHoro peaku < 1/10 000

C HeuzBecTHa vecTOTa  (OT HANHYHHTE DAHHM He MOXe 1a Gbie HanpaBeHa OLeHKa)

3a nace noapensaT HIP B KaTe€ropHH no 4ecToTa, €a M3NoJI3BaHH AaHHH OT KJIHHHWYHH H3MKTBAHHA, aKo
B X044 HAa H3NHTBAHCTO € HMANO J0OKA3ATENCTRO 34 BPB3Ka HA HCXKENAHHTE peaKLiMH ¢ BATALUHKNOBHP.

3a HJIP, xouto ca GHIK yCTAHOBEHH OT NOCT-MAPKETUHIOBHA ONMT, HO He ca GWH HabmIonaBaHH B
KIHHHUHHTE M3IHTBAHHA, € H3NON3BaHA Hail-KOHCEPBATHBHATA CTOMHOCT OT OueHKaTa Ha 6aza Ha
u3BanKa (,.NpaBKIo Ha TpoiikaTa”), 3a Ja ce ONpeaenH KaTeropHaTa Ha sectota Ha HJIP. 3a HJIP,
OMpENEeiCHH KaTO HMALlH BPB3Ka C BANALUMKIOBHP OT NOCT-MAPKETHHIOBHS OAMT W HaOIIONaBAHM B
KIIHHHYHH H3NHTBAHKA, € H3MON3BAHA YECTOTATA OT H3NHTBAHETO, 3a 1a CE ONPE/IeIH KATECOPHATA Ha
4ectoTa. balata 1aHHH 38 KNIMHHYHHTE H3NUTBaHHMA 3a Be30MacHOCT BIUTIOHBA 5 855 JIML{a, KOHTO ca
BHKM eKCIOHMPaHH Ha BANALIMK/IOBHD B KITMHMUYHH U3NHTBAHHA, O0XBALLALLN MHOXECTBO HHANKALIAH
(nevenue Ha xeprnec 30CTep, NeYeHNE/NOTHCKAHE Ha FeHUTaNleH Xeprec & neueHue Ha nabuaneH
xepnec).




ﬂaHHu OT KAHHHYHH M3NHTBAHHUA

Hapywenua na nepsnama cucmema
MHoOro 4ecTH: I'naroGonue

Cmomawno-upeenu Hapyuenus
YecH: lanene

[TocTMapKETHHIOBY 1aHHH

Hapywenun na xpvema u aumgpnama cucmema
Heuvecru: JleBkonenus, TpoMGounTONEHHS
JleBkoneHna e cLoOIaBaHa rMaBHO NP MMYHOKOMIIPOMETHPAHH NMALIMEHTH.

Hapyvwenun na umynnama cucmema
Penkn: AHadpunaxcus

Hewxuunu HAPVWIERUA U HAPYWEHUA HQ HePBHAMA ccmemd

Hectu: 3amasHOCT
Heuecru: O6bpxBane, XanioLMHALHK, HAPYLIEHO Ch3HAHWE, TPEMOP, Bb36Ya
Peaxku: ATakcus, IW3apTPHA, rbPUOBE, EHUE(ANONATHS, KOMA, ICHXOTHYHH

CHMNTOMH, OECNHD.

HeBponornuHK HapyLenns, MoHAKOra TeXKH, MOXeE [a €a CRbpP3aHH ¢ eHUe(anonaTHa 1 BKIIOYBaT
obbpkBaHe, BB36Ya, FbPUOBE, XAMOLHHALIMK, KoMa. Te3H HeXenaHH peakui 0BMKHOBEHO ca
o6paTHMH H ca ChOBLWABAHH NPH NAUHEHTH ¢ GbOPEYHO YBpEeXIaHe WM ¢ APYTH NpeApa3nonaraiy
(akTopu (Bx. Touka 4.4). [pH NAUHEHTH C TPAHCIUIAHTHPAH OPraH, IPHEMALLM BUCOKH A03H (8000 mg
nHeBHO) Valtrex 3a npodunakTika Ha CMV, mo-yecTo ce cpeluat HeBPOIOTHYHH PEaKiMK B CpaBHEHHe
€ NAUHCHTH, NPHEMALLH NO-HUCKH 103H, U3MON3BAHK NPH APYTH HHIHKALMH.

Pecnupamopnu, spvonu u meduacmunarnu napywenus
Heuectu: JucnHes

Cmovawuno-upesnu napyuwenus
YecTu: [loepbinane, anapus
Heuectu: Kopemen nnuckomdopr

Xenamo-bunvapnu Hapyuenus
HeuecTu: OBpatumo nokausaxe Ha $yHKIIKOHAIHHTE YePHOAPOOHH TecToBe (Hanp.
Bunupy6uH, yepHOAPOGHHU eH3UMM).

Hapywenun na koxcama u nooxoxckama mokan

YecTH: OOGpHEH, BKIIOUHTETHO (GOTOUYBCTBUTENHOCT, cLpbex

Heuecth: Yprukapus

Penxn; AHruoeaeM

MHoro peaku: Octpa redepanusnpana ex3aHTeMaTo3Ha nycrynosa (AGEP), nekapcreena

peaxuus ¢ e03HHOGHIKA K cucTemHu cumntomu (DRESS) (Bxk. Touka 4.4)
C HenssecTHa vecToTa: TokcuuHa enuaepmanna Hekponmsa (TEN)*, u CHHIpOM Ha Stevens —
Johnson (SIS)* (Bx. Touka 4.4)

*Te3u cb6uTHA ca chobLLeHn NPH aUMKNOBHP (BXK. Towka 4.4)
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Hapywenus na 6v6peyume u nuxounume nomuwa

Hewecrn: Bubpeuna Gonka, xemaTypus (decTo cBbp3ana ¢ Apyru GOPeUHH peakinH).

Peaxw: Bubpeuno yepexnaane, octpa 6b6peyHa HenocTaThbuHoCT (0COGEHO NPH
NalUKEeHTH B CTapUECKa BL3PAcT UTH NPH NMalueHTH ¢ 6LGpeyuHo yBpeskaane,
MPHEMALLLH NMO-BHCOKH OT NPenopbYBaHHUTE A03H).

C HenssectHa yectoTa: TyBynoMHTEpcTHUMANEH HeQPHUT

bu6peunara Honka moxe ga e cBbp3aHa ¢ 6bOPeYHa HEAOCTATHYHOCT.

CbobiuagaHo € ChIO M BLTPETYOY/IHA NPSUANHTALAA HA KPUCTAM Ha aUMKNOBHp B 6u6peuuTe. [o
BpeMe Ha Jie4eHHe TpAdBa Na ce OCHIypH aICKBAaTECH NPHEM Ha TEYHOCTH (BK. Touka 4.4).

ﬂOITbJ'IHHTeJIHa Hthopmagm] 3a CNCUHANTHH PYIH NOoNyaaLHuH

Hoxnaaeauu ca 6b0peyHa HeAOCTATEYHOCT, MUKPOAHTHOMATHYHA XEMOUTHYHA AHEMHA H
TPOMOOUHNTOIEHHA (MOHAKOTA B KOMOHHALIMA) NMPH TEXKO HMYHOKOMITPOMETHPAHH Bb3PACTHH
N2UHEHTH, NO-CNIEUHANHO NpY TakKBa ¢ HanpeaHan ctaanii Ha CITHH, npuemaluu Bucoku 103H
(8000 mg nHeBHO) BANALMKNOBHD 32 ABNBI NEPHOI OT BPEME B YCIOBHATA HA KITMHWYHH H3MUTBAHMS,
Tosa ce nabmonasa v npu NaUKeHTH, HENEKYBAHH C BATALMKIOBUP, KOUTO HMAT ChILHTE MOAIEKALLH
HITH CBITBTCTBALLH CHCTOAHHS.

Crobuiapane Ha NOAO3NPAHH HEXENAHH PEAKUHH

Crob1uaBaHeTo Ha NOJO3HPAHH HEXEAHH PEaKLHH Cliell Pa3pelasane 3a ynoTpeba Ha NeKapCTBeHus
MPOAyKT e BaxkHO. ToBa no3sonsABa aa NpoabMkH Hab/IOEHHETO HA CHOTHOLLEHHETO NOJ3a/PHCK 32
NEeKapCTBEHHA NPOAYKT. OT MEAHUMHCKHUTE CNEUMATIHCTH Ce M3UCKBA 12 ChOGWABAT BCAKA M0N03MpaHa
HEXE/aHa peakLina Ha;

UsnbanuTenHa aresuMs no fekapcreara

yAa. . Jamsan Ipyes® Ne 8

1303 Codmsa

Ten.: +359 2 890 34 17

yeOcaiiT: www.bda.bg

4.9 Ilpenozupane

CHUMNTOMH H_npUzHALIK

[pn naumenTH, NpU KOHTO BANALMKAOBHP € NPENO3HPaH, ca choblIaBaHK ocTpa 66peyHa
HEAOCTaTbYHOCT ¥ HEBPONOrHYHH CHMNTOMH, BK/ISOUUTE/IHO 00bPKBaHe, XANOUAHALMH, Bb30yaa,
HapyWeHO Ch3HAHHE W KOma. Br3MoskHa € cbllo nossa Ha rafexe w nopbliane. Hanara ce nosHiweHo
BHHMAHUE 3a NIPE1OTBPATABAHE HA HEYMHLLIEHO NpeAo3HpaHe. MHOro OT I0KNaIBaHKTe CyyaH ca
MHOCOKPAaTHO MPEAO3HpaHe NPH NALMEHTH ¢ yBpeaeHa 6b0peuna GyHKLMA WK NPH TaKUBA B
CTap4€CKa BL3pacT, NOPAJIH JHICA HA CHOTBETHOTO NOAXOAALIO HAMANIABAHE HA I03MPOBKATA.

JleueHue
[Mauuenture Tpabea aa ce HabaroaaBaT BHUMATENHO 33 NPH3HALMK HA HHTOKCHKaLMG, XeMOoananusara

3HAYHUTEJTHO NOTIPHHACA 33 OTCTPAHABAHETO HA AUHK/IOBHD OT KPBBTA H 3aTOBA MOXE J1a Ce pasrnexiaa
KaToO BB3IMOXKHA MAPKA 3a Ne4YeHUe B cnyqaﬁ Ha CHMNTOMAaTHYHO APEA03UpaHC,
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5. ®APMAKOJIOrHYHH CBOHCTBA
5.1 dapmaxkoaRHAMHYHH CBOlicTBa
AHTHBHPYCHH CPEACTBA 3@ CHCTEMHO NPHIIONKEHHE.

PapmakoTepaneBTHYHA Tpyna

Hyxsteosnan 1 HyKN€oTHAN ¢ H3KTIOUEHHe Ha HHXUOHTOPH Ha ofpaTHATA TPAHCKPHNTa3a,
ATC kon: JOSABII.

MexaHW3bM Ha AEHCTBHE

Banauukio1p, aHTHBHPYCHO N€KapCTBO, € L-BatHHOR ecTep Ha aLMKIOBHp. ALMKITOBHP
NpencTaBssa NyPHHOB (rYaHHHOB) HYKIEO3HAEH aHANOT.

B uoBelukua opranusbm BanauKKIoBHp GbP30 H NOYTH HATTBIHO CE NPEBPBLUA B ALMKIOBHD U BAJTHH,
BEPOATHO UPE3 €H3HMA, H3IBECTEH KATO BAAUMKIOBHP XHApOiasa.

ALMKI0BHP € cnieundrueH HHXHOHTOP Ha XEPNECHHUTE BUPYCH C in Vilro aKTHBHOCT CpelLly BUPYCH
xepnec cumnneke (HSV) tun | v Thn 2, Bupyc Bapuuena 3octep (VZV), untomeranosupyc (CMV),
Bupyc Enwaitn-Bap (EBV) u uosewku xepnecen eupyc 6 (HHV-6). Aunknoeup uuxubupa JTHK
CHHTE3aTa Ha XePrIeCHHA BHPYC, Clen Kato ¢ docdopunupan 1o akTueHa TpudocdaTha gopma.

[Tbpeata cTenen Ha GocopunmpaneTo H3UCKBA NEHCTBHETO HA BUpYC-CrieLtMdHUeH eH3uM. B
cnyyaute Ha HSV, VZV 1 EBV To3k en3um e BupycHara TuMuanHkuHasa (TK), koiito ce cpeua camo
B HHeKTHpaHHTe ¢ BUpYC KeTkH. CenekTnBHocT npu CMV ce noaaspixa upes pochopunnpane, Haii-
MaJIKO 10 U3BECTHA CTEMEH, KOETO ce MEAMMPA OT NPOAYKTa Ha I'eHa, Koaupaw docdoTpaHcdepasa,
UL97. Toea u3nckBaHe 3a akTHBHPaHE HA aLHKIOBHP OT BUPYC-CNeUHdHYEH €H3HM 10 roNsMa CTeneH
004CHABA HEroBaTa CEeNEKTHBHOCT.

MpouectT Ha pocdopunmnpane (MpespbluaHeTo Ha MOHO- B TpH(OCHAT) 3aBBLPIIBA 101 AEHCTBHETO Ha
KIETbYHHTE KHHA3H. ALUMKIOBHP TpHocdaT KoHKypeHTHO HHXHOHpa BupycHarta [IHK-nonumepasa,
KaTo BKJIIOYBAHETO HA TO3H HYKJIEO3HEH 2HAJIOT BbLB BEpUraTa BOAH A0 3aIbIAKHMTENHOTO i
npekbcBane, koero cnupa JJHK cunTe3ata v Taka ce 6nokupa penyiMKaLMATa Ha BHpyca.

PapmakoarHaMuyHy edekTH

Pe3HCTEHTHOCTTa KbM AUHIUIOBHP OGHKHOBEHO C& ABIKH Ha (heHOTHNEH AeUUNHT Ha THMHIHHKHHA3A,
B PE3YNTAT HAa KOETO BHPYCHT € B HEH3TO/IHO MOJIOKEHHE B €CTECTBEHHA CH FOCTONPHEMHHK.
Hamanenara 4yBCTBHTENHOCT KbM aUMKIIOBHP Ce ONMCBA KATO PE3Y/TAT OT JleKa NPOMSHA BbB
BHpYCHAaTa THMHAHHKHHa32a wiH B JIHK nonnmepasara. BUpyneHTHOCTTa Ha Te3W BAPHAHTH
Hanoao6aBa TazH Ha AUBHA BHpPYC.

Mpu Habmonenne Ha Knuuuanu HSV u VZV H3onat oT NauseHTH Ha Tepanns Hin NpohHIaKTHKA C
ALMKIIOBUD C& Pa3KPHBA, Y€ HAIHUHMETO Ha BUPYCH C HAMAAEHA YYBCTBHTENHOCT KbM aLMKIIOBHD €
H3KNIOYHTENHO PAAKO IPH UMYHOKOMIIETEHTHH FOCTONPHEMHHLIM M HE MHOTO YECTO MPH TEXKO
HMYHOKOMTIDOMETUPAHH HHAMBHAM, HANMP. MaLHEHTH ¢ TPAHCINAHTALMSA HA OPraH MM KOCTEH MO3DbK,
MauHEHTH Ha XHMHOTEPANHA 3a 3N10Ka4€CTBEHO 3a00NABaHe WA HHPEKTHPAHH C YOBEILKHA
umyHoaeduunted Bupyc (HIV). :
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Knunuuna edmkacHoct v 6e3onacHocT

Hughexyus, npuvunena om Varicella Zoster Virus

Valtrex yckopsasa oT3sy4aBaHeTo Ha 60nKaTa: T HaManiBa NPOABLMKHTENHOCTTA H CHOTHOLIEHHETO
Ha NAUMEHTHTE CBbC 30CTEP-CBBP3aHa OOMKa, KOeTO BKITIOYBA OCTPA, 4 NpH NauueHTuTe Hag 50 roauun
CBLIIO H NOCT-XEpNecHa Hespanrks, Valirex HaMansBa pHCKa OT OYHH YCAOKHEHHS HA OUHHSA Xeprec
30CTEp.

HHTpaBeHosHaTa Tepanus o6MKHOBEHO CE MpPHEMa KATO CTAHAAPT 33 EYeHHe Ha XEPTIEC 30CTep NPH
HWMYHOKOMNPOMETHPAHH NaLHeHTH; 06aue orpaHHYEHH JaHHH MOKA3BAT KIMHUYHA 10133 HA
BANAUWIKIIOBHP NPH JieueHue Ha VZV uHbekuus (xepnec 30cTep) NpH ofpeseneHu
MMYHOKOMNPOMETHPAHH MALMEHTH, BKIIOUHTETHO TAKHBA CBC COMUAHM TyMopu, HIV, asToumynnu
3aboaseaHua, TUMQOMa, IEBKEMUA H TPAHCILUIAHTALMS Ha CTBONOBH KIETKH.

Hudhexyun, npuyunena om Herpes Simplex Virus
Banauuknosup 3a ouHu WHdekiy, npuurHeHn ot HSV, Tpafea aa ce npunara cnopen cLOTBETHHTE
HACOKH 32 JIeYEHHeE.

H3nuTBanKs ¢ BanauMKIOBHP 32 EYCHHE K NMOTHCKAHE HA FEeHUTANEH Xepriec ca GUIH HANPABEHH NpH
TIAUHCHTH, efHOBpeMeHHO HHbekTHpanH ¢ HIV/HSV u ¢ meaunaHa na 6pos va CD4 > 100 kaetkn/mm?,
Banauuxnosup 500 mg npa mbTH AHEBHO € nokasan no-ronama edukachocT ot 1 000 Mg BEAHBK
AHEBHO 32 NOTHCKAHE HA CHMIITOMATHYHH peunausy. Banauniionp | 000 mg aa mbTH AKEBHO 3a
NEYEHHE Ha peLUnauBH € 61 CpaBHHM ¢ aunkIoBHp 200 mg nepopatHo MeT NbTH AHEBHO B
MPOALIIKEHUE Ha XEPNECHHA N30/, Banauuknosup He € H3cnenBaH NpH NAUMEHTH ¢ TEXKA MMYHHA
HelOCTaTbHHOCT.

JlokymMeRTHpaHa e eyKaCHOCTTa Ha BANaUMIKIIOBHD 3a leueHue Ha Apyru HSV koxuu HHOEKLIHH.
Hokasana € edMKacHOCTTa Ha BANALIMKIOBUP 34 JieYeHHE Ha NaGHANEH XepIec; Bb3MaleHue Ha
NIMraBHUMTE, BCIEACTBUE HA XUMUOTEDANHA WM IbHETEPAnus; NOBTOPHO aKTHBHMpaHe Ha HSV
BC/ICACTBHE Ha NpeMaxBake Ha FOPHHUTE CI0EBE HA KOXATA HA JIHLETO H 32 NieUeHHe Ha Herpes
gladiatorum. VIcTOpH4eCKWTE RAHHH 33 ALMK/IORMP MOKA3BAT, He BANAUHKIIOBHD € eheKTHBEH KOIKOTO
AUHKIOBHP 32 ICHEHHE Ha epHTeMa MYNTHHOPME, XeprecHa eK3emMa M Xepriec No NPbCTHTE Ha PhLETE.

HokazaHo e, e BATaUMKIOBHDP HAMANABA PHCKA OT NPE1aBAHE HA FEHHTANICH XEPIEC NpH
MMYHOKOMMNETEHTHH BB3PACTHH, KOraTo Ce NpPHIara Karo CyrnpecHBHa TEPanHs ¥ B KoMGHHALMA ¢
NpaKTHKyBaHe Ha BesonaceH cekc. [TpoeneHo e ABOMHOCNANO, NAAaLE6O-KOHTPOTHPAHO POYUBaHE
npu 1484 XeTepoceKkCyanHn MMyHOKOMNETEHTHH BL3PACTHHU ABOHKH, MPH KOUTO ETUHUAT OT
napTHeOpHTe € uMan HSV-2 yHdekuns, a npyruar — He. Pesynrtature nokassar 3Ha4HTeNHU
HaManeHHua Ha pHcKa oT npeaasane: 75% (cumnromaruyno HSV-2 3apazasane), 50% (HSV-2
cepokoHBepcHs) U 48% (obuto HSV-2 3apaszasane) 3a BAnauMKIOBHp B CPaBHEHHE ¢ nnaue6o. Cpen
JHLATa, y4acTBAlIX B €1HO NOAH3NHTBAHE 3a OTAENSHE Ha BUPYCHTE, BANALMKIOBUD 3HAYHTENHO €
HaMaAuA OTAENAHETO Ha BUPYCHTE CbC 73% B cpaBHeHMe ¢ nnauebo (Bxk. Touka 4.4 3a JONbIHUTEHA
MHGOPMALHMA OTHOCHO HAMAJIABAHE HA PHCKa OT NpeJaBaHe).

Hughexyus, npununena om Cytomegalovirus (sx. Touka 4.4)

Mpodunakrukara va CMV ¢ Banaunknosrp npu muua, nperbpren TPAHCIVIAHTALMA Ha COMMIHH
opraiH (6b6pexk, cbpue), HamansABa NOABATA HA OCTPO OTXBBPIIAHE HA OPraHa, ONOPTIOHUCTHYHH
HHEKLMHU W 1pyrH xepnechH uudekuan (HSV, VZV). Hama npako CPAaBHHTENHO H3NUTBAHE CIPAMO
BAIraHLIMKNOBHP 3a ONpeensHe Ha ONITHMANHOTO TEPANEBTHYHO OBNAJABAHE HA NAaLMEHTH el
TPAHCMNAHTALMSA Ha CONHIHH OpraHH. -

—
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5.2 @apMakOKHHETHYHH CBOHCTBA

Pe3opbums

Banauukiiosup € npenekapcTBo Ha aUMKNOBHP. BHOHANIMYHOCTTA Ha AUMKIOBKP, NONYYEH OT
BAALHIUTIOBHD, € 0KONO 3,3 10 5,5 MbTH NO-BHCOKA OT Ta3H, KOATO € HalioaaBaNa 3a aLIMKAOBHP,
MpHeT nepopanto. Ciiell nepopanie NPHIOKEHHE BANALMKIOBHD ce pe3opbupa nobpe n 61p30 1 NOYTH
HAITBL/IHO C€ NPEBPBILA B AUMKIOBHD U BanKH. BepoaTHO KOHBEPCHATA Ce MEMMUPA OT €/IHH EH3UM,
H30/THPaH OT YOBELIKH YepeH Apod, HapH4aH BATALIMKNOBHP XHAponasa. buoHanvuHocTTa Ha
AUMKIIOBHD cnes npuem Ha | 000 mg sanauMinosup e 54% u He ce peayuMpa OT XpaHa.
DapMakoKHHETHKATA Ha BANALMKNOBHD HE € NPONOpUHOHANHA Ha Ro3aTa. CKOPOCTTA M CTENEHTa Ha
pesopOums Hamansear ¢ yReM4aBaHE HA A03aTa, KOETO BOAM AO NO-MANKO OT MPONOPUHOHANHOTO
noenwapase Ha Cmax B rpaHHLNTE Ha TEPANEBTHYHHUTE J03H H [0 HaManeHa GHOHAMMYHOCT MPH A03H
Hax 500 mg. Hauucnennte dpapmakoknHeTHuru (PK) napaMeTpy Ha auMknoBup ciea npreM Ha
€IHOKpaTHH 203k 0T 250 1o 2 000 mg BANaLMKIOBHP NPH 34paBH HUA ¢ HOpMaHa 6L6peuHa
GYHKLMS Ca NpeACTABEHH 10-00Y.

PK napameTtp Ha 250 mg 500 mg 1 000 mg 2000 mg
ALMKNOBHP (N=13%) (N=15) {(N=15) {N=8)
Cinax MUKporpama/ml 2,20+£0,38 3,37+ 0,95 5,20+ 1,92 8§30+ 1,43
Tinax vacoge (h) 0,75 (0,75-1,5) | 1,0(0,75-2,5) | 2,0(0,75-3,0) | 2,0 (1,5-3,0)
AUC | mukporpama.h/ml 5,50 £+ 0,82 11,1 £1,75 18,9+4,51 295 £ 6,36

Cmax = MAKCUMaTHA KOHUEHTPAUHUA; Tinay = BpeMe 0 MaKcHManHaTa koHueHTpauns; AUC = naow nop
KpheaTa KOHUEHTpauus-speme. CtoliHocTUTe Ha Ciax M AUC nokasgar cpeaHa cTOMHOCT CTaHAAPTHO
oTkNoHeHHe. CTORHOCTHTE HA Tiay MOKA3BAT MEAHAHHU CTOMHOCTH M OOXBAT.

MakCHMaNHKTE I1a3MEHH KOHLICHTPALIMH HA HEMPOMEHEH BANALHKIOBHP CA CaMo OKoNo 4% oT
MaKCHMANHHTC HHBa Ha aLMKNOBHP, IOCTHIaT Ce ciell MeAHaHHO BpeMe oT 30 1o 100 MuuyTH cnen
NpHéMa Ha 1034T4 H Ca Ha rPaHHLIATa HA W3MEPHMHTE KOHLIEHTPAUHH MM N0 Hed 3 waca clieq fipHema.
®apMaKOKHHETHYHHTE NPODHIH Ha BANALMKNOBHD H ALMKIOBHP Ca CXOHH Cle IPHEM Ha
€AHOKPATHH WITH MHOTOKPaTHH 1034. PapMaKOKMHETHKATA Ha BATALIMKIOBHD M aUMKIOBHP ciea
MEPOPATHO NPUIICKEHHE Ha BANALIMKIOBHP HE Ce NMOBIHABA CHIIECTBEHO OT XEpNec 30CTep, Xephec
cumnnexce H HIV undexunn B cpaBHenne cbe 3apasu 8hapacty. [Tpu nauneHTH ¢ TPaHCNAAHTHPAHU
OpraHu, npuemaiuH sanauunosup 2 000 mg 4 NbTH AHEBHO, MAKCHMAIHUTE KOHLEHTPALMH Ha
AUHKNOBHP Ca CXOAHH WJIH NO-BUCOKH OT TE3H MpH 34paBH J0OPOBOLH, MPHEMALIH ChIUATA J034.
HM3uncnennre aHeBHH cToiinocTh Ha AUC ca 3HAUHTENMHO NO-BHCOKH.

Pasnpenenenue

CBbp3BaHETO Ha BANAUHKIOBHP C IIA3MEHHTE NPOTEHHH € MHOTO HHcko (| 5%). [peMuHaBaneTo Ha
CSF, onpeneneto upes crotHoenueto CSF/mnazmena AUC, He 3aBHCH OT 6b6peunara dyHukus n e
Gunno oxono 25% 3a auuksiosup H Metabonuta 8-OH-ACV, U okono 2,5% 3a metabonura CMMG.

Buotpancopmalms

Cnen nepopanto npunoxenye BaNalUMKIOBHP ce MPEBPbIIA B AUHKIOBHP H L-BanHH upez
WHTECTHHANEH W/ UMK YepHOapoGeH METabonM3BM NPH TPBOTO NPEMHHABAHE. ALMKIOBHD Ce
MpeBpblUa B MasKa CTeneH 10 MeTabonuTute I(kapGokcuMeTokcH)MeTuaryanui (CMMG) upes
A/IKOXO/1- H anaeXuanexHaporeHasa 1 10 8-xuapokcu-auuxiiosup (8-OH-ACV) upes
anaexniokcuaasa. [pubnusnrenno 88% ot obwara kOMGHHHPaHA MITa3MEHa EKCHO3HLIMA ce TbDKU HA
aumKosup, 11% na CMMG u 1% na 8-OH-ACV. Huto BanaumiioBkp, HHTO auMKIO
meTabonuznpar upes untoxpom P450 enszumu.
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EnnMuHupane

Banaunknoenp ce enuMHHHpa B ypHHATa raBHO KaTo aUMkosup (Haa 80% oT ycTaHoBeHaTa no3a) U
meTabonnTa Ha aurknoeup CMMG (okono 14% ot ycraHoBeHaTa 103a). MetaGonutsT 8-OH-ACV ce
OTKPHBa CaMO B MAJIKM KOJIMMECTBA B ypHHaTa (< 2% ot ycraHoReHaTa 103a). [To-manko ot 1% ot
NpyeTara 203a BATAUWKJIOBHUD C€ OTKPHBA B YPHHATA KaTO HenpoMmeHeHo ekapcTeo. [Ipu nauvenTu ¢
HopmanHa 6bOpeuna GyHKUMA MNA3MEHHAT eTMMHHALMOHEH NOJTY>XHBOT HA ALMKJIOBHP Clef
€HOKpaTeH WJIH MHOTOKPATEH TIPHEM Ha BaJaLMKJIOBUP € NpHbAH3MTenHo 3 yaca.

CrieUnanHH_nonyJauuu

Bvbpeuno yapesxcdane

EnuMuHHpaHeTO Ha auMKIoBHp € cBbp3aHo ¢ GpbpeuHaTa dyHKUMA H eKCNO3ULHMATA HA ALMKIIOBHP LLie
Ce NOBHILM ¢ HapacTBaHe Ha GubpeunoTo yspesknane. [pn nauuenTH B KpaiiHa pa3a Ha 6b6peuHo
YBPEXKIAHE CPEHUAT ENTHMHHALMOHEH MMOMY)KMBOT Ha ALMIJIOBHP Cle]l TIPHEM HA BANALMKIOBHP €
npubnuskTenHo 14 yaca, B CpaBHEHHE C OKOMO 3 yaca Npu HOpMasHa Gu6peuna GyHKUUS (BXK. TOUKA
4.2).

EkcnosvumsaTa Ha auMKNOBUp K HerosuTe MeTaGonuth CMMG u 8-OH-ACV B naasmarta u
rpbGHauHOMO3bUHaTa TeuHocT (CSF) e Guna onpesieneHa B CTAUMOHAPHO CHCTOAHHE CNEA MPHIOKEHHE
Ha MHOTOKDAaTHH 034 BATALIKKIOBUD NPH 6 nuua ¢ HopManHa 6b6peuna GyHKUMS (cpeaeH
KpeaTMHMHOB KIHPBHE 111 ml/min, B rpannuu 91-144 ml/min), npuemawm 2 000 mg Ha Bceku 6 yaca
W 1ipH 3 iuua ¢ Texko 6b6peuno yspexaare (cpeano CLer 26 ml/min, B rpannum 17-31 ml/min),
npuemauti | 500 mg na sceku 12 yaca. B nrasmara, kakto u B CSF, koHUeHTpaumuTe Ha ALMKNOBHD,
CMMG n 8-OH-ACV ca 61 chOTBETHO CPEaHO 2, 4 W 5-6 NBTH NMO-BHCOKH NIPH TEXKO 610peuno
YBpekNiaHe B CpaBHEHHE C HOpManHa 61Opeyna dyHKkUUA.

Yeproopobro yepesxcoane

DapMaKOKMHETHYHUTE 1aHHM NOKA3BAT, Y€ TIPH YepHOIPOSHO YBPeXKaHE Ce HAMATABA CKOPOCTTA Ha
NpeBpbLUAHE HA BANALMKIIOBHD B aLIMKJIOBHP, HO HE M CTENEHTA Ha NpeBpbilare. [ToNyKHBOTHT Ha
aUMKNOBUP He ce MOBIHABA.

bpemennocm
Hacnenpare Ha dapMakokuHeTHKaTa Ha BaNALMKNOBHP H ALMKIOBHP O BPEME Ha KbCHA OPEMEHHOCT
NoKa3pa, Ye OPEMEHHOCTTa He BIHAE BLPXY HapMAKOKMHETHKATa Ha BANAUMIKIOBHP.

Ilpevunagane & xopmama

Cnen nepopanHo npuoxenue Ha 500 mg BaNALMKIOBUP MAKCHMATHHUTE KOHLUEHTPAaUHH Ha aLHIJIOBHP
(Crmax) B KbpMaTa ca Bapupany B AuanasoH ot 0,5 10 2,3 NbTH CLOTBETHHTE CepPYMHH KOHLEHTPALHH Ha
AUUKIIOBHP NIpH MaHkaTa. MeanaHaTa Ha KOHLEHTpaLUKMATA HA AUMKIIOBHD B KbpMaTa e Guna 2,24
Mukporpama/ml (9,95 mukpomona/l). Jlosuposka Ha BanaLUMKIOBMP NPH MaiikaTa ot 500 mg ABa MbTH
AHCBHO LUE IOBEAE A0 EKCMOZHLHA IPH KbPMAYETO Ha JHEBHA MEPOPAIIHA 1033 ALMKIOBHP OKOJO

0,61 mg/kg/neH. ENMMUHALMOHHHAT NOMYXMBOT Ha aUMKIOBHP B KbPMATa € 6Kt CXOHEH ¢ TO3H 32
cepyma. HerpomeneH BanaunKIOBHP He € OTKPHT B MAUMHHA CEPYM M KbPMa, KAKTO W B YPUHATa Ha
KbpMaueTo.

5.3 TlpeaxnnHu4HH NaHHH 33 GelonacHoCcT
HeknnH14HNTE AaHHM He NOKa3BaT 0COOEH PHCK 3a XOpaTa Ha 6a3a Ha KOHEEHLMOHATTHHTE
(apMakonOrHuHK U3NHTBAHKA 32 5E30MACHOCT, NPOYURAHUA 33 TOKCHMHOCT MPH MHOTOKPATHO

MPHJIATAHE, TEHOTOKCHYHOCT H KGHUEPOreHEH MOoTeHHaN.
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[Tpu nepopanHo npunoxenye BaNaLMKNOBHP HAMA YBpexkaaLl eheKT BbpXY GEpTHINTETA Ha MbIKKH M
HEHCKM TUTBXOBE.

Banawyknosup He € TepaToreHeH NpH NIBXOBE U 3aifli. Banaumknosyp NoyTH HaBIHO ce
MeTaboan3npa 20 aunKIoBHP. [TONKOKHOTO MPHICIKEHHE HA ALHKIOBUD B MEXIYHAPOAHO YTEBPACHH
TECTOBE HAMA TePaTOreHeH eekT NpH NiTbX0BE H 3aliun. B 1onbaHUTEHH H3CIEABAHMA NPU ILTLXORE
ca HabnKonaBaHy yBpeXkIaHHS Ha (eTyca W TOKCHYHOCT 38 MaiKaTa NpH A03H, NPUIONKEHH MOAKOKHO,
KOWTO BOJIAT 10 IL1a3MEHH HUBA Ha auMKAoBHP oT 100 mukporpama/ml (> 10 nbTH NO-BHCOKH OT

2 000 mg ennokpaTHa 103a BaJaLIMKNOBHP MPH XOpa ¢ HOpManHa 6bOpeuna GyHKLHA).

6. GAPMAIEBTHYHH JAHHHU

6.1 CnHchLK Ha NOMOLIHETE BEIIECTEA

Anpo va rabnerkara
MukpokpHcTanHa uenynosa

Kpocnosunou

[MoBuaoH

Marnesues cTeapaT

CHnHUHeB OHOKCHA, Konouaex Be3soneH

DHUAMOBO NOKPUTHE
Xunpomenosa

TutaHoB AHOKCHA

Makporon 400

[MoaucopGar 80

KapHay6cku Bochk

6.2 HecbpBMecTumMocTn
Henpunoxumo.

6.3 Cpox ua rogHocr

3 roguHK

6.4 Cnenma/jHH yC10BHR Ha ChXpaHeHHe
Ja ce cbxpansaea noa 30 °C,
6.5 JIaunu 3a onakoBKaTa

BnvcTeprn onakoBKH 0T NOTHBHHWIXNOPUA / ATyMHHHEBO (DOSHO.

Onaxoeku ot 10, 30, 42 unu 112 TaGneTku
He Bcuuxy BuaoBe onakoeku Morat na 6saaT nycHaTH ha nazapa.

6.6 Creusannn mpeANa3sHH MePKH NPH HIXBHPJAANE H PaGoTa
Hsma cneumaniy M3HCKBaHHS 33 H3XBLPASHE,
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7. TIPHUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEGA

GlaxoSmithKline Trading Services Limited

12 Riverwalk

Citywest Business Campus

Dublin 24

D24 YK11

Hpnangua

8. HOMEP HA PA3SPEUIEHHETO 3A YIIOTPEBA

Per. N2 9700507

9. JATA HA IIBPBO PA3PEIIABAHEMIOAHOBSIBAHE HA PA3PELIEHHETO 3A
YIIOTPEBA

Hara Ha mupBo paspelasate: 17 okromepu 1997 .

Hara Ha nocneaHo noaHosseaxe: 15 nexkemepu 2011 .

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

04/2026
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