1. TBHPTOBCKO HME HA JIEKAPCTBEHHS IIPOAYKT

Renagel 800 mg film-coated tablets

Peraren 800 mg Gunmapass TabreTKH

MWHWCTEPCTBO HA SHPABEONASBAHETO

2. KOJMYECTBEH I KAUECTBEH ChCTAB TlpsADeRne Kol
pagpewense 3a ynorpeda i 0.\9&0\ 18087

Beaxa tabnerxa cpappika 800 mg sevelamer. ‘Q(\QJQ\!@) \%&’ §\\ W
OTHOCHO MOMOIHHHATE BEIECTBA BIOKTE T. 6.1. - i :

3. JIEKAPCTBEHA ®OPMA

dpnvApasEE TabNeTKH,
Or efnara cTpasa Ha HOYrH OefnTe oBaNHK TabneTkH ¢ remmcano Renagel 800.

4, KIMHWYHIA JAHHA
41 Iloxazasua

Penaren (Renagel) ce ipunara 3a xoHTponzpane Ha xunepdocaremus HpH Bb3PACTHH MAIMCHTH Ha
xeMommanusa, Pemaren (Renagel) Tpabsa na Opge Ipumarad B KOHTEKCTA HA MHOroodpaseH
TEpAUEBTHMEH IMOAXOXK, KOHTO MOXE Aa BKIIIOYBA KANHCBH nobaekm, 1,25 — nuxuapoxcH BrTaMud Dj
JIH HAKOH OT HETOBATE aHANO3H 3a KOHTPONHpPAHE Ha PasBHTHETO Ha GaOpeunata kocTHa Gomnect.

4,2 [MoszupoBKa M Ha4HH Ha yroTpeba

Hena
BezomacEoCcTTa ¥ e()eKTHBHOCTTA Ha TO3H TIPOXYKT He © OmNa ycTaHOBABAHA NMPH HAlMEHTA HA
BB3pact nox 18 rogaxm.

Bob3pacTHE H X0pa B HANpeAHANa BB3PACT (> 65 rogun)

Ylpu DanmenTH, KOMTO HE ca Ha (ochar-cBRp3Bamid mpenapard, MOSEpOBKAaYA G ONPCHCIA
HHIPBHAYANHO B 3aBHCHMOCT OT KOHUCHTDALEATA HA CEPYMHH dochara, kKakTo € HOKA3aHO B
TabIAnaTa Ho-A0IY.

Huso Ha cepymeH Qochar IIpH HarHenTy, Hauanma goanposka va Peparer (Renagel)
KoUTO He ¢a Ha thochaT-CEEP3BAlnH OpeHapaTH 800 mg, Tabnerkn

1.94 — 2 42 mmol/l (6-7,5 mg/dl) 3 oeTH AHEBHO X | rabnetxa

> 2.42 mmol/l 7,5 mg/dl) 3 pTH FHEBHO X 2 TA0NETKH

B ciyuaii, g¢ Penaren (Renagel) e mpezpnmcan kxat0o anTepHATHBSH dochar-cBEp3BaL JEKAPCTBEH
TpPOAYKT, ToH Tps0Ba A2 OBAEC AaBan B JO3H CKBHBANCHTHE HA Mg TCriO Ha IPCAHIHNL thocar-
CEBp3BAIN NpenapaT Ha KAMEEBa 0CHOBA BHa manpeHTa. HisaTa Ha cepyMeH docdar Tpabea Fa 6pmar
CTpHEKTHO CFefieHH M josata Ha Peparen (Renagel) ga ce Kopmrmpa CBOTBETHO Ha HENTa 33
HoHmKaBaHe Ha cepyMEES dochar zo 1.94 mmol/l (6 mg/dl) wmwm mo-mamco. Cepymmpsr tbocdar
Tpabea na Op/e TecTBAH Ha BCEKH KBE MAW TPH CSAMHALH, N0KATO HE CE OCTUIHO ¢TabHNHO HUBO HA
cepymuus dochart, CIE KOETO TECTOBETE Ad CTAHAT NCPUOANIHH.

and b i i

JloprzoBKara MOJKe Id BapHpa Mexay 1 m 5 rabmerxu or 300 mg ma xpanene. C aﬁzp:a--magma;
JHEBHA J03a, MpHNarasa B XPoHH4HaTa (asa HA GAHOTOAHIIHO KIHHAYHO W3HHT S iMa
sevelamer.



TarmenTare Tpatsa aa npueMar Penaren (Renagel) ¢ xpanara 1 cmassaliky TPSANACABATE HM KHETH.
Tabnerxure Tpabea xa OpAaT norasmads nema. He ru ansuere.

4.3 IHpoTHBONOKA3aHHA

e XumodochareMus 1 YpeBHA BEHPOXOZMMOCT.
e  CBpBXUYCTBHTEIHOCT KBM sevelamer HIIHA KbM HAKOH OT IOMONIHHTE BEIIECTEA Ha IIPORYKTA.

4.4 Crieuanay MPOTHBOMOKASAHNA H CHENHATHH TPeAyNpekAcHns 3a ynorpeba

EdmxacrocTTa 1 Gesomacuoctra Ha Peparen (Renagel) ¥e e mpoyasaHa BEPXY Jelia, OPH NAlHEHTH
TpeAH AHANNA32 WM OPH YANRECHTH, KOHTO ¢4 HA JCYCHUE C MEPHTOHEANHA NHATA3A.

BesomacrocTTa B eukacHocTTa Ha Pemaren (Renagel) He e mpoyusasa TIpH HalFeHTH ¢ npobreMu
IpH ChITaHe, HEJeKyBaHa WIH TEXKa raciporapes’a H ChC 3aAbpkaHe Ha CTOMAINHO ChABPKHMO.
Penaren (Renagel) Tpsabsa na ObAe npumaras NpH TOA00HA MAIMEHTH SAHACTBEHO CNEK BHEMATEH
OHEHKA Ha TION3KTE H PUCKOBETE.

Eduxacaocrta u GesonacHocTTa Ha Penaren (Renagel) me e mpoydsarma npH MANHEHTH ¢ aKTHBHO
BE3MANATENHO 3a60/MBaEe HA YePBaTa, HapyIUCHMAs Ha CTOMAIHOYPEBHHA MOTHIHATET, HCHOPMAiHa
ANH HEPeAOBHA HOABIKHOCT HA 4epBaTa M TPH IIAIMEHTH, KOUTO €24 NPeTBPHEIH rofiMa
CToMaInHOupeBHA omcpaums. Crexosarenso, TpaOpa ga Gbe 0GEpHATO 0COOSHO BHHMAHHC NIPH
mprnaragero Ba Penaren (Renagel) npa nanpenta ¢ nofo6ua Mpobiemu.

B MHOr0 PEIKH Ciiyyad ca HaGMIOAABAHK IPEBHA HENPOXONEMOCT ¥ uneye / cybuneyc npH DanieHTHa
Ha geucHde ¢ Pemaren (Renagel). 3anexst Moxe Aa 0548 npepmecTsain CUMOTOM. JJalEeHTH, KOUTO
ca TIOMyuHnH 3amek, TpaOBa xa ObJarT BHAMATENHO HAGMIOFABAHW [0 BPEME Ha IECYCHHCTIO MM C
Penaren (Renagel). IIpn mammenTs, Opr kouTo ce Habmogasa Texka GopMa Ha 3ameK, € HeOOKXOIIMO
1a GpJe HanpaBeRa NpeonesKa Ha nedenneTo ¢ Penaren (Renagel).

Penaren (Renagel) He ce HpHENAra CAMOCTOATENHO 33 KOHTPONHPAHS Ha XHTepuapaTupeonauspy. [pa
NAUMEHTH C BTOPEYEH XmiepraparupeoninsbM Pemaren (Renagel) tpsa0pa pa Opze mpuiarae B
KOHTEKCIA Ha MHOTOOGDA3eH TEPATIEBTHYEH IOAXOH, KOHTO MOXE Ja BKIIOUBA Kam@eBd HODABKH,
1,25 — puxHApoKCH BHIaMHE D; HIM HAKOH OT HETOBHTES aHANO3M 3a Ja C¢ HAMALAT HUBaTa Ha
NANOCTHAA MapaTapouzeH xopmon (iPTH).

TlarpenTrTe ¢ 6EOpeYHa HSAOCTATHYHOCT MOFAT Jia PA3SBUAT XHUIIOKATIHCMHA HIH XHICPKATIHEMIA.
Pegaren (Renagel) ve cpibpxa xannuti, Husata Ba cepyMums Kammui Tpadsa fa OpIar CoAeHH TaKa,
KAKTO Ce IIPABH HpH HOPMANHO HabNioAeHHE Ha NampenTy Ha suanmsa. Kamuil tpabsa Aa ce Aasa
Kato fobaBKa B CHyuail 82 XEIIOKAIHeMHI.

B 3aBHCAMOCT OT IpHEMA ¢ XPaHATA ¥ Xapaxrepa Fa TepMmHanHara ObOpeuHa HEAOCTATEYEHOCT,
HAMEEHTATE HA AUATH3Z MOTAT A2 PA3BHAT HECKH Huea Ha suraymemtc A, D, E u K. Ero samo, mpu
TAHECHTH, KOHTO HE WPHEMAT TeSH BHTAMUEH, TPAOBA Ja ce H3BBPLE2 HaONIONCHHE HA BUBATA Ha
putampar A, D m E m onemsBaEe Ha craryca Ha BuTaMEA K TOCPSACTBOM H3MEPBaHE HA
TpOMOOII2CTHHEOBOTO /UPOTPOMOEHOBOTC/ BpeMe H, aKO € HeOOXOAMMO, j2 Ce UpeAnuumaT Ha
TAUYEATa ChOTBETHATES BHTAMEHHA.

Ha 7039 eran HaMa FOCTATHUHO GAHHH, 33 A3 €& H3KIIOUH BB3MOKHOCTTZ OT HEJOCTATHYHOCT HA
jonuesa xucemana IPY MPOALIDKUTENHO nederne ¢ Pexaren (Renagel). -

CepyMHEST XIOPHJ MOXE 74 C6 YBEIEUH HpPH AeucHHe ¢ PeHaren (Renagel),
Moxe Aa ce obmens ¢ pocdopa B ypeBHus AyMeH. BpOpeia, Ue 10 BpeMe Ha
He ¢ pablIFoNaBaHo0 KIMHHUHO 3HAYHMO YBCINUYABAHE Ha CEPYMHMS XIIODH]
HaONIONABad TAK3, KaKTO TOBA €& IPABH IPH PYTHHHOTO HaOMIOASHUC NPH
Enun rpav Penaren (Renagel) cnxppixa npadausarenso 180 mg (5 ImEq) xng




THii KaTO Ba TO3H eTal BCe OLNEe He € Hammdua uedopMariis 3a HOCTOSHHO IpHIaraHe Ha sevelamer 3a
TISpUOA HO-FONAM OT €4HA TOAHHA, HC MOXE HaIBIHO A3 C& M3KIIOYH ¢BEHTYanHOTO abcopbHpane H
axyMyTHpaEe Ha sevelamer NpH NPOXBIDKHTENHO MOCTOSHHO IedeHHe (BX. pasmen 5.2
dapMaKOKHHETHYHH CBOMCTBR).

4.5 JlerapcTeeHs # APYrH B3auMOjeHCTBHS

Tlp panpeHTH HA XeMOJHANH3A HE ca NPOBSACHM YPOYYBAHESA 33 B3AHMOAEHCIBHETO C JAPYIrH
HEKAPCTBEHH NIPOJYKTH,

Ifpu mpoy4Banmg 3a B3aHMOACHCTEHE BhpXy 3apasH nobposonnw, Peraren (Renagel) me e mman edexr
BBPXY OHOHAMMMHOCTTA HA JHTOKCHH, Bap(apHH, eHANANPHI HIH METOOPONON. BuoHAMAYHOCTTA HA
nEmpoduokcanus, obage, ¢ Hamamaia ¢ 50%, xorato e mpmraras zaeqHo ¢ Pemaren (Renagel) B
npoyuBae ¢ eMHEYHA AHepHa nosa. Cnemosarenno, Pemaren (Renagel) me Tpabea na ce npumara
3aGHHO ¢ WP IOKCAMH.

Penaren (Renagel) Moske 52 ce 0Tpasu Ha OHMOHAIMYHOCTTA Ha APYTH NekapcTeeH: npoaykTy. Koraro
ce mpHiaara Kol ga ¢ NeKapCTBEH IPOAYKT, YHATO HamaneHa OHMOHAmHwWHOCT Om Morsa Ja mMa
KNHHEYHO 3HaqmM e(ekT BEPXy GezonacHocTTa Hiv e(hHKacHOCTTa, TO3H MEKAPCTBEH IPOAYKT TpadBa
7 ce TIpHNara IOHE SIAH Yac Ipemy And Tpu daca ciex Pemaren (Renagel), mam nexapsr cnensa ia
NpEABEEN MOEHTODHpAHE HA HABATA B KPHBTA.

Tpx mpoBeZicHATE IPOYYBAHHA BEPXY KHBOTHH, CBEBMECTHaTa ymorpeba Ha eama nosa Pemaren
(Renagel) ¢ Bepanamui, XUHBAFH, KaIGATPHON, TeTPamuiime, bapapHH, Balmpocsa KHCEIHHA,
JATOKCHH, IIPOIPAaHONON, ¢cTpoH ¥ JI-rMpokcHH, He IPOMEHH BBPXOBHTC CEPYMHH KOHLESHTPALMH
HIH IFIOLNTA 10 KPHEATA 33 CEPYMHHETE KOBHEHTPALAH Ha Te3H HPOLYKTH.

4.6 DbpeMeHHOCT H KbpMeHe

BezonacroctTa ma Pemaren (Renagel) me e yeramopena mpu OpeMeHHE HIM KbpMern sxerd. Ilpm
IPOYIBAHEATA BEPXY JKUBOTHH HAMAMIC H0Ka3aTelcTsa, ue sevelamer Openu3sHKBA TOKCHYHOCT Ha
embpuona 1 wiopa. Peraren (Renagel) pa6pa g2 ce asa Ha GpeMEBHE M KEDMCITH JKEHH CaMo TIPH
gacBa HeoOXOAEMOCT U CIE BHUMATETCH AHANN3 HA PHCKOBETE / ION3HTE KAKTO 33 MalKara, Taka ¥ 3a
mIoza wne kepMageto (Bax. 5.3 [lpeaxnanmnynan fansd 2a §e300acHOCT).

4.7 Edexrs Bbpxy cnoco0HOCTTa 32 modupane H paboTa ¢ MAIIHHA
He e Habnioasaxo BIHHEE BEPXY cnocobHOCTTa 32 modHpade ¥ paboTa ¢ MALIAHH.
4.8 Hexenann mexapcTBeHH PeaklHH

To BpeMe Ba HEKOHTPOIHEPAHHE KAWHWYHY IPOYYBaHN, BRmousamm 384 mampenTH, 6axa HOKNaABAHE
cnefEuTe HexkenmaHH peakmae B = 10% or manumenrure: Oonka, IHapusi, rajeHe, IOBPBRMIAHE,
qucTienicusd, 3amek, WHQEKNws, rAasobonpe, PecOHpATOpHa TIATONOPMS, KAINNHIQ, HOHWKaBaHE Ha
KpPBBEOTO HANSTAHE, BHCHE Ha CBAT, NACHHes, TpoMbO3a, OTOK HAa KpadBADHMTe, CIydaiHMd
RapaEsBaHEY, Oonka B TEpAHTS, KopeMmua Goxka, (eOpummareT, MyCKYRHH Kpamid Ha Kpakara,
IOBBINEHO KPRBHO HANATaHe H CEPOSKH.

B 1-10% or cnywamre TpH HalMeHTH Osxa HaOMopabaHW CICAHATE HOKENAHH DPEAKIHH
(IATYNEHIES, CEPISIHOCHAOBO PA3CTPOHRCTBO, (ApHHTHT U 0OPHBH.

Tlo Bpeme Ba ABYCCAMIMHO FBOHHO-CIANO ONAUE00-KOHTPONHPAHO HINUTBAHE Bl
3mpaBu JOOPOBONIM M HBYCEAMHYHO ABOHHO CIANO IUIANeb0 KOHTPONHPAHO H3I




DamHeHTH ¢ TepMAHATHA Hp0peuna BeXOCTaThaIBH0CT, He O¢ KOHCTATApaHA CTATHCTAYECKA pasliHKa B
pazIpOCTPaHEHASTO Ha Hexkenany chOuTrs Mexny Penaren (Renagel) m naaneo rpymara.

Onum cned nycxawemo 3a ynompeba. B muoro pegku cayvag ca nabmonasamm 4pesra
HENpPOXOAMMOCT | Hxeyc / cybuneyc npy nanpenTd Ha jeuenne ¢ Penaren (Renagel).

4.9 Ilpenosupane

He e moxnazsaH ciydail Ha NpeNOsHpaHe HA IPOAYKTA.

Pemaren (Repagel) e Omn gasad Ha HOpMaNHH KIAHHYHO 3MpaBH AOOPOBONIE B FO3MPOBKa 1o 14
rpaMa, eKBHBAJCHTHO HA TpugeceT H net 403 mg xancym (exBHBAJNCHTHO Ha ceaemuazecer 300 mg
TabneTky) Ha AeH, B HPOABIDKEHHE Ha oceM feHa Ge3 Aa ce HabarofaBaT HeKeNaHH PeakuyH.

5 DAPMAKOJOTMYHH JAHHH
51 @PapmakoaAHHAMHYHHE CBOHCTBA
Jeuenne na xunephocharemus. ATC xox: VO3A E02,

Penaren (Renagel) cpmepsxa sevelamer, HeabGcopOupamx ce (ocdar-ceppapain monu- (amMaaMBH
XAFPOXHOPHA) MONHMED, HeChABPIKAIN MeTal B KanaH, Tol chapprka MAOMECTEO aMHHH, PAsKeNeHl
OT YOTMMEpPHATA BEPHTa C GIHH BBHITIECPONEH aToM. 1€37 aMHHM CTABAT YACTHYHO MPOTOHH3MPAHH B
yepBara M B3aUMOZACHCTBAT ¢ (pocdaTHHTE MONEKYIH XIOCPEACTEOM HOHHO ¥ BOAOPOISHO CBBP3BAHE.
Ypez cesppssaero Ha Qocdarare B CTOMAIIHOUPEBHHS TPakT, sevelamer HamaNgsa TAXHATA
KOHHCHTPAIHAL B CEPYMA.

Sevelamer HaMansBa YeCTOTATA HA NPOIBHTC Ha XWIEPKANIHEMIS, B CPABHEHUE C HANHCHTH, KOUTO
OpUiaraT eAMHCTBEHO JEKapCTBa 3a cepp3BaHe Ha (ocharure, OasApanu Ha Kanmwib, BEPOATHO
3aI0TO CaMHAT IPOLYKT He ChaspiKa kamuii. Jlokasa ce, ue BIMaEHETO BEPKY (ochaTure M Kamiml
¢C 3aUaspa o BpeMe Ha 0T IPoydBaHe ¢ efHOrOAHITHO HabmOACHHE.,

Sevelamer cBBp3Ba XIBUBHTC KUCETMHHE {7 VifFO H IR VIVO IPH €KCHCPHMEHTANHRATS KHBOTHHCKHA
mozenn. CBpp3BaHETO HA KHCEIMHMTE HA JKIBYKaTa 4pe3 HOHHOOOMEHEH cMoNH € A00pe H3BECTEH
MEeTOJ 33 HaMaldBaHe Ha XONECTepoia B KPBBTa. 110 BpeMe Ha KINHHIHATE eKCIIEPUMEHTH CPEAHINAT
LDL xosecrepon naMamsaBa ¢ 15-31%. Tosu etexr ce Habmronasa cuex 2 ceamuny. TpHrapnepagare,
HDL xonecteponsT B anOyMEHBT HE C€ IPOMEHAXA.

Ilo BpeMe Ha KIMHAYHHUTE NPOYYBAKHAA Ha NANHEEHTA Ha XeMOAHANA3a, cavuar sevelamer we mokasa
CHTYDCH ¥ KIMHHYHO 3HaYHM e(heXT BBPXY CepyMHHA LIOCTeH naparaporaeH xopmor (iPTH). Ilpe
TIANUEHTA ¢ BIODHYCH XumeprapatapeomawssM Pemaren (Renagel) TpaGsa ma Onpe mpunara B
KOHTGKCTA Ha MHOrooOpaseH TepaneBTHYEH IIOAXOA, KOHTO MOXKE XA BKIHOUBA KaNLHEBH A00aBKH,
1,25 — puxmppoxcu BuTamme D; mi HIKOH OT HEFOBHTE AHANO3H, 33 Ja CE HAMANAT HUBATA Ha
LEIOCTHMA TapaTaporaeH xopmor (IPTH).

HaMa mamHEE 3a BIHAHMeTo HA Nevermero ¢ Pemarenm (Renagel) Bwpxy xocrure. Ero 3ammo
paspeinenreTo 3a yrnoTpeba Oe faAeHo IpH yeioBHe 4 ObJe IPOBSASHO FO-HATATHINHO CPABHATENHO

IIpOVYBaHE 3a H3ACHABANE Ha TOIH BBHPOC.

52 @apMaKOKHHETHYHH CBOHCTBA

OpOy4YBaHES HE C& IIPOBEKNAHH BBPXY IanmpeHTH ¢ OpOpeuHa BeROCTaTHYH
Coenyamsy OpOTABOIIOKA3AHS 1 CIICIIHAITHE TPEAYNPEKACHIA 32 YIOTpeoa).

5.3 TIIpenxkaupHYBE AaHBH 3a 0e30macHOCT



Mo BpeMe Ha NPEAKNUEMYHATE NPOYIBAKHS BEPXY IIbXOBG M Kyuera, Penaren (Renagel), mpu moza
10 DeTH HO-BHCOKA OT MAKCHMAINHHTE UOBEIIKY JA02W, HaMmand abcopOmpamero Ha
mMacTgopasTsopuMure sutamMusn D, E v K, 1 Ha onnepata xucennna.

Ilpa npoy4Base BEPXy IHEXO0BE, TPH JOHPOBKA Ha sevelamer 15-30 WBTH HO-BHCOKA OT QOBSIOKATA
Jo3a, Ge oT9eTeHO yBENMYABaHe Ha cepyMHara mez. To3W pesynrar He Oe HOTBBDACH IIpH
OpOYUBAHAITA BEPXY KydeTa, HUTO OpH KANHAYHATE TSCTOBE.

B moMeHTa HAMA HATAYHE O(QHIIMANHE NaHHK 33 KaHOSPOTEHHOCT. In Vitro # in vivo TIPOyusaHHATA,
obade, moxaszaxa, e Penaren (Renagel) mama renorokcruen morennuai. OCBeH TOBA JIEKaDCTBEHHAT
nponaykT He ¢ abcopbupa B CTOMAMIBOUPEBHES TPAKT.

Ilpm penponykruBHMTE IPOyYBAHHS HAMAME JOKA3ATENICTBO, de sevelamer HpeaHsBHKBAa CMBPT Ha
eMOpHOHZ, TOKCHYHOCT 32 IUIOAA WJIH TepaTOreHHHOCT NPH TECTBaHATE No3H (fo 1 r/kr/zeH npn aiima
H 10 4.5 r/xr/neH Opu oabxoBe). Baxa HabmiofaBady NHIICH H& CKENETHO BKOCTEHABAHE HA HAKOTKO
MecTa B eMOpPHOHHTE Ha JKeHCKHTE TITBX0BE, IPH KoRTo Ao3ata sevelamer 6e 8-20 mpTa Hmo-BHCOKA OT
MaKcAManHaTa 9oBeka Ao3a ot 200 mg/xr, Teau edexrr Morar ga ca pe3yarar OT HaMalsBaHETO Ha
suTaMue D w/ann paravud K 1pn Te3n BECOKH J03H.

6. @APMAIIEBTHYHHN JAHHU

6.1 CuanchbK HA HOMOLIHHTE BEHIECTBA H TEXHHTE KOJHYSCTBA

Beaxa Ta6J'IGTKa ceaspxa: silica, colloidal anhydrous and stearic acid.

I'rasypara Ba Tabnerrure chaspixa; hypromellose and diacetylated monoglycerides.
Macranoro Ha Hanomca chabpska; iron oxide black (E172), propylene glycol and hypromellose.
6.2 Qu3uK0-XMMHYHK HeCHbBMECTHMOCTH

Hama.

6.3 Cpox narogHocT

2 TONuHH.

6.4 CrenHasHM yCJI0BHS HA ChXpaHeHHe

Ja ce cexpapssa npa teMieparypa xo 25°C.
Ilazere OyTHAKATA NNFTHO 34TEOPEHA.

6.5 [Jannnp 32 onakoBrAaTa

BHCOKONNIBTHOCTHE TIONRETUACHOBH OYTHUIKH, ¢ MONMIPONHICHOBA Kamauka, 6esoracHa 3a fena, H
CHC 2alISUATBALND TOKPUTHE.
CrpaspsxaBre Ha OHaKOBKaTa!
Tabnerxa 800 mg 1 x 100 Tabnerxn
1 x 180 TtaGnerxm
2 x 180 Tabmerkn
3 x 180 radmeTru

6.6 Ilpenopeku npu ynorpeda

Hama crierHarHy A3HCKBAHEAL.




7. VIME 1 AAPEC HA IIPUTEXATEJISA HA PASPEIHIEHVETO 3A YIIOTPEBA
Genzyme Europe B.V., Gooimeer 10, 1411 DD Naarden, The Netherlands
8. PETHCTPAITHOHEH Ne B PETHCTGPA 110 4L, 28 3TTAXM

20020573
9. [HATA HA II6PBO PA3PEIIABAHE 3A VIIOTPEBA HA JEKAPCTBEHHA
NPOAYKT MOJHOBABAHE HA PASPEIIEHUETO/

12.07.2002

10. JATA HA /JACTHYHA/ AKTYAJIM3AIMA HA TEKCTA




