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Enna meka kancyna AJIOA 15 1 Mmukporpam ceabpika | Mukporpam andakanunnon (alfacalcidol).

3a MbJIHUA CMTMCHK HA MOMOUIHMUTE BellecTBa, BUKTE Touka 6.1.

3 JEKAPCTBEHA ®@OPMA
Meka kancya.

OBaJiHu, CBETJIOKBITH, MEKH KEJITATUHOBU Kancynu ¢ HAAMKC 1™ ¢ YepHO MacTHNO OT eHaTa CTpaHa.
CbhAbPKALLK CBETIOKbJITA MAC/ieHa TEYHOCT.

4, KIHHHUYHHA JAHHH

4.1 TepaneBTHYHH NOKA3aAHHS
OcTeonoposa ciel MeHonay3a, OCTEONopo3a CBbp3aHa C MIKKOKOPTHKOUHO JIeYeHHe.

Pa3MeKkBaHe Ha KOCTUTE MPU Bb3pacTHU (OCTeoManalius) BCIeACTBUE HA HeaaeKkBaTHa abcopoiims.
HanpuMep npu MaadbcopOuLMs U CUHAPOM Cliea pe3eKLMsa Ha CToMaxa.

Ha0sironaBano e 3HaYMTeNIHO HaMallsBaHe Ha Opos Ha NMajaaHuaTa NPy NauMEHTH B CTapyecka Bb3pacT
cien npuem Ha AJIDA [1s.

[lpy nauMeHTH ¢ XUnonapaTupouan3bm K xunodocharemuueH (BUTaMHH D pe3ucTeHTeH)
paxuT/oCcTEeOMaNaLMA € NoKazaHa A0MmbJHUTENHA Tepanus ¢ AJI®A Iz, ako nia3MeHoTo HMBO Ha
kaauuii e noa 2,2 mmol/l.

CBbCTOAHMUSA, NIPU KOWTO NMpoUechT Ha 1-anda xuapokcunupane B 0b0peumTe € HapyLieH NOBAUSABAT
MeTadosi3Ma Ha BUTaMuH D, TakuBa kato 0bOpeuHa octeoaucTpodus ¢ HaManeHa Kaaluesa
abcopOLMs ¥ TTa3MeHH HKUBa Ha Kanuui noa 2,2 mmol/l (noa 8,8 mg/100 ml), konto moxe na
HACTBIAT BCAECACTBHE HA MTOHKMXKEHA ObOpeuHa QyHKUMA ¢ Uy 63 AUANTM3HO NIeUeHHEe U B paHHUTE
cTaauu cieq ObOpeyHa TpaHCIIaHTaLus.

4.2 /1o3MpOBKa U HAYHH HA NPHJIOKEeHHE

o3upoBka

JIeKapCTBEHHUAT NPOAYKT C€ OTMYCKA caMo MO JIEKapcKo NpeanucaHue.

AKO Ipyro He € MPEAnucaHo, HayalHaTa 103a 3a Bb3pacTHU U Aeua ¢ Terio Haa 20 kg e 1 Mukporpam
anakanuinosn AHeBHo (4 mexu kancynu AJIDA Iz ot 0,25 mukporpama, 2 Mekn kancyiau AJl A Il OT
0,5 mukporpama unu | Meka kancyna AJIPA JI; or 1 mukporpam). >
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JlHesHaTa 1034 3a aeua ¢ tenecHo tero nox 20 kg e 0,05 mukporpama andakanuinon’kg TenecHo Terno.
Tbit K&TO NEYEHHETO € MPOABLIDKHTENHO, 103aTa ciigABa Aa ObAe HaManeHa CbOTBETHO ¢ NOT0OPABAHE
CbCTOAHMETO Ha NALKEHTA U 3a /13 ¢€ W30eTHE NOKauBaHe HUBOTO HAa KAILMIA B KPbBT2 HIH NOBHIIEHO
HHEO Ha kanuuero-PpocGaTHH NPOIYKTH.

[larimeHTH, NpH KOUTO KOCTHOTO YBpEKIAHE € MO-TEKKO C& HYK/IAST CHOTBETHO OT N0-BUCOKH N03H; | —
3 MUKpOrpama angakanuuaon auesHo (4-12 mexu kancyau AJIPA JI; or 0,25mMukporpama, 2-6 Meku
kancynu AJIDA JT; ot 0,5 mukporpama wiH -3 Mexu kancyad AJIDA JI; ot 1 mukporpam),

[lo3ata Ha AJIPA 15 Tpabea na Gbae No-HUCKA MPU NAUMEHTH ¢ XHITOTApaTHPOHAK3bM (3HaUHTENHO
HaMaslena yHKUMA HA TIapaTHPOUAHUTE HKNIE3H) KOFaTo HHBOTO Ha KaTUHi B KPbBTA € HopManHo (2,2
- 2,6 mmol/l; 8,8 — 10,4 mg/100 ml) uau korato ce Habnonaea HUBO Ha KanuKHero-POCHATHH
npoayKTH ot 3,5 — 3,7 (mmol /1Y%

Haunn Ha npHIOKEeHHE H NPOABLTKHTETHOCT HA JICYEHHe
IMauuenty, npuemaiuy no3a ot 1 MukporpaM andakanuuaon Tpadea aa B3eMar | Meka karncyna seuep.
[auuenTtH, npuematiu ao3a 10 3 Mukporpama andaxkanuuact AHEBHO TpAGEa Ja B3eMaT | Meka Karcyna

CYTPHH H | — 2 MEKH KarcyJid Beuep.

KancyJiume ce normbilaT Ul ¢ HO-TOAMO KOJIMYECTBO TEYHOCT.
JlekapsaT ue npeUeHH NpoIbIKHTETHOCTTA HA JISYEHUETO 33 BCEKH NAUHEHT HOOTAENHO.

lHeduampuuna nonyaayus
IlpenopbunTennara HawanHa 103a 3a Jelia ¢ TefecHa maca nog 20 kg e 0.05 mukporpama/kg/nHeBHO.
4.3 [Ipornsonoxazanusn

Anakanuuaon € NpOTHBOMOKA3AH NPH:

. CBPBXYYBCTBUTEHOCT KbM AaKTHBHOTO BELUIECTBO anadakaNlHaon HIH HIKOE OT NOMOLIHHTE
BEILECTRA, U30POCHH B TOYKa O.1;

. NPOABH HA UHTOKCHKALMA C BUTAMHH D;

. XMIEpKAILUEMUA.

4.4 CneunajHn npeaynpexieHHa H RPEINa3HH MEPKH NPH ynoTpeda
Anakanuxaon Tpadsa na ce H3MOA3Ba C BHUMAHHE TIPU MALMEHTH C HE(DPONUTHA3A.

Andakanungon He TpabBa Aa ce npunara NpH ALMEHTH ¢ XuNepKanuueMus. Jla ce Npeantcesa ¢
BHUMaHHe npy OeOeTa, Thil KaTO € BH3MONKHO T€ 12 Ca C MOBHILEHA Yy BCTBHTEHOCT KbM ePeKTHTE
MY, KaKTO ¥ Ha MaUuueHTH ¢ 0bOpeyHa HeOCTATbUHOCT, KANKY103a UM ChpaeyuHo 3a00N9BaHe, KOUTO
Grixa OHJIM ¢ NOBHILIEH PHCK OT OpPraHHa yBpeaa [IpH Pa3BUTHE Ha xunepkanuxemus. [To speme Ha
NEYEHHETO ¢ andakanimaos Tpabea Ja ce KOHTPONHPAT MNA3MEHUTE KOHUEHTpalMK Ha docdaTuTe ¢
L€ 1a C€ HaMali pUCKa OT eKTONMHYHU KaIUH(HKATH.

[Tpenopb4HTENHO € NPH NAUMEHTH, KOUTO NOJy4aBaT GapMaKoIoTHYHH 103K alaKanUuHAo Aa Ce
MpoBekJa PeIOBHO MOHUTOPHPAHE HAa NNA3MEHHTE KOHUEHTPALWH Ha KanlHnii, 0coGeHO T1py
3aTIOYBAHE HA ICYSHHUETO WK 2KO CUMIITOMUTE €A CYCIEKTHH 32 TOKCHYHOCT.

XPaHWTEeTHNTE N00ABKH, ChADPKAIIM BUTAMHH D MOXe 1a ca onacHu mpH xopa, KOWTO [ipUeMar
ALCKBATHO HA HYXIUTE HM KONMYECTBO € XpaHaTa U BCIEACTBHE M3naraHe Ha CIbHUEBA CBET/IMHA,
Tbi KaTO Pa3MHKaTa MEX/IY TEPANeBTHYHUTE H TOKCHYHHTE KOHLEHTPALMH € CPABHHTENIHO MAJIKA.




B peaku ciiyyan gbCTHUEHOTO MACO MOXeE Ja NPOBOKUPA TEXKKH aNePrUuHH PEAKLIMH.

flaumesTH ¢ Kacne CTBEHA HEMOHOCHMOCT KBM (JPYKTO3a (PALKC CPELano CHCTOSHNE) He TpadRa 13
npueMar angaxaau1aon.

CepyMHHTE HUBA HA KUK U docdar TpsOBa 1a ce KOHTPONUPAT NO BPEME Ha JIEUSHHETO ¢
anakanuuaon.

4.5 B3auMoaeHCTBHE C APYrH JICKAPCTBEHH RPOAYKTH H APYTH GOpPMH HA B3aHMoOJeHicTBHE

Butamuu D ¥ HerogHTe NPOH3IBOAHH

(DapMakoorHYHH 1031 Ha BUTAaMHH D HNH HerosKn Npou3BOAHH He TpabBa na ce NpueMar Mo BpeMe
Ha fedeHHne ¢ andakanunon, nopaard Bb3MOXHOCT OT JONbJHHTENHN eEKTH H MOBHILEH PHCK OT
XHNEePKATUUEMHS,

urutanmc
XHUNEPKAILEMUATA MOXKE N2 MPOROKUPA ChPALUHA APUTMUA NPH NAUKUEHTH Ha NeueHHe ¢
JUFHTATUCOBH NPOAYKTH.

AHTHENHAENTHYHH NEKAPCTBEHH NPOAYKTH

HAKOM aHTHERHIIENTHLH MOKE 13 TOBHLIAT HYXKANUTE OT andaxkanuuaon (Hanp. kapbamasenus,
(PEHHTOUH W NPUMULOH).

XOoaecTHPAMHH, X0JECTHION, CYKPaN(aT, aJYMHHHH-OCHOBHH AHTHALMAHH NPOAYKTH

AOcopbuMaTa Ha andakanMA0 MOXKeE Ja ¢e HApY Y NPH e1HOBPEMEHHOTO H3MON3BAHE HA
JIEKAPCTBA, CBbP3BALLH ¥KIDUYHUTE KHCEAHWHY (XONECTHPAMUH, XONECTHIION), CYKpandaT niu
anyMHHHH-CHABPKAIM aHTUAUWAHY JIEKAPCTBEHY NPOAYKTH.

MarHes3su#i-oCHOBHH aHTHALKAHH MPOAYKTH HJAH JAKCATHBHH NPOAYKTH

Topanu NOBHILEH PUCK OT XUNIEPMATHE3UEMHS, €OHOBPEMEHHATa YNOTpeda HA MarHe3Wi-OCHOBHH
dHTHALIMIHH NMPOAYKTH WIH NAKCATUBHRU APOAYKTH ¢ anhaxaiuuaon Tpadea na 6bie BHUMATEHO
[IpELCHEHA NPH MALUWEHTH TIOANOKEHN Ha JWAJTHIHO JIEUSHHE,

Kaauuii- 111 gochar-chIb KAl NPOAYKTH WM THAIHAHH IHYPETHUH
PHCKBT OT XHNEPKANIIHEMHSA CE YBEJIHYABa [TPH NALHEHTH HA €IHOBPEMEHHO JieHeHHe ¢ KaUUH-uny
pocdaT-CHABPKALIM MPOXYKTH WK THASHAHH JUYPETHLH.

4.6  DepTHINTET, OPEMEHOCT H KLPMEHE
BpeMEHHOCT H KbpMEHE

[1o Bpeme Ha OpEMEHHOCT M KbPMEHE TO3W NIeKapCTBEHH NPOAYKT TpAGRA Ja Ce TIPHEMa CaMO Clle
BHUMATEIHA MPELIEHKA Ha ChOTHOLLIEHHETO NOA3a-PHCK.

4.7 EdexTn BhpXy cnocodHOCTa 32 WwodupaHe H padoTa ¢ MALIHHH

B tepaneBTHYHK 0034 andakanunaon HIMa WIH 0Ka3Ba HE3HAUWTEIHO BAUIHUE BLPXY CnocoOHOCTTA
3a woupase 1 paboTa ¢ MaLIHHH.

4.8 HexenaHu JeKAPCTBEHH pPeaKLIHA

HexenaHure nekapcTBEHH peakLiHK Ca ONMCAHU MO-10NY B 3aBHCHMOCT OT YECTOTATa U €2 NOAPEASHH
KakTo cnensa: MHOrO YecTH (>1/10), yectut (>1/100 no <1/10), vedectn (=1/1 000 no <1/100), penku

(=1/10 000 ao <1/1 000), Muoro peaxy (<1/10 000), ¢ HeW3BeCcTHA 4eCTOTA (OLIEHKA HA YECTOT
MOXe na Dble HanpaBeHa OT HATHUHKHTE 1aHHH).




Hapywenua na memabonusma u xpanenemo
C Hew3pecTHa yectoTa: Xunepkanuuemus*, xunepgochareMus

*EdekTn, cBbp3anH ¢ XUNEPKATUMEMHS BKIFOUBAT XUNEPKANLUYPHS.

Cpobluasane Ha MOAO3IMPAHN HEKEIAHH PEaKLIHM

Cr0011aBaneTo Ha MOAO3HPaHH HEKENIaHU PeakLiMM Cnes pa3peliaBaHe 3a ynorpeda Ha NeKapcTBeHHS
MPpOAYKT € BakHO. ToBa 1Mo3B0ONAEa 13 NPOLBLIKH HAONKACHHUETO Ha CHOTHOLIEHVETO MOM33/PHCK 3a
NEKAPCTBEHUA NIPOAYKT. OT MEAULIMHCKUTE CTIELHATMCTH Ce 3HCKBA Aa ChODLIABAT BCAKA

NOAO3HpPaHA HEXENaHa peakLna Ype3 M3nbaHNTeNHA areHUNA No NekapcTeata yau. ., Jaman ['pyes™
Ne 8, 1303 Codus, Ten.: +35 928903417, yebeaiit: www.bda.bg

4.9 [lpenosnpane

Ipuem Ha MEOrO rongama ao3a BHTaMuH D BoaM 1o pazsuTHe Ha xunepkanuueMus. CUMOTOMUTE Ha
Npeao3HpaHe BKINIOYBAT HM3TOLUEHHE, MAeHe, MOBPLUIAHE, NOMHYPUS H [aBobONKE.

5. ®MAPMAKOJOIHYUH#Y CBOHCTBA

5.1 @apMakoIHHAMHYHH CBOlicTBA

(PapMakoTepanesTHYHa rpyna: Buramus D v aHanosn (akTuBHY MeTabonurty Ha BuTaMuH D)
ATC xox: AT1CC0O3

Andaxanuugon (1-anda-xuapokeuxonekanudepon) MHOro Gbp3o ce TpaHchopMUpa B KaNLUHTPHOT
(1,25-auxunpokcuxonexanuugepon) B 4epHUg Apo6. KanuuTpHon e ocHoBeH MeTabOoUT Ha
xonekanurgepos (BuraMut Ds) B nonaspkaHe Ha KaliMeBaTa H pocdarHara xoMmeocTasa.
OCHOBHHAT MEXAHW3IbM Ha NeiCTBHE Ce OCHOBABA HAa NOBHIUABAHE HUBOTO Ha 1,25—
AUXHAPOKCHXONEKAIINGPEPO B KPbBHATA LIMPKYJaUNg, KOETO BOAH 10 yBennyeHa abcopOums Ha
Kanuuit ¥ gocdat B uepsara. To3u npoLec peryaupa KOCTHaTa MUHEPANTU3aLINS, [IOHWXKaBa HUBOTO Ha
napaTXopMOH H HHXHWOHpa KoCTHaTa abcopbums.

[Tpu malweHTy, 1pH KOMTO € HapyWeH npoleca Ha |-anda-Xxuapokcunupane 8 GuOpewre,
NPUJIOKEHHETO Ha Alakalunaon MO3R0JABA 00pPa3yBAHE HA AOCTATHHHO KOTHUECTRBO KANLMTPUOI 1
MO TO3H HAYHMH KOMIIEHCHpA HEAOCTUra HA BUTaMUH D,

3.2 MapMakoOKHHETHYHH CBOHCTBA
Andaxanunaon € akTuBHaTa cheraeka Ha AJIDA Tz, KOUTO € G OTKPHUT NP EKCITEPHMEHTH C
JKUBOTHH H XOpa Cbe CyOCTaHLIMs Oenszana ¢ paaMokTHeeH u30tor, Ofpa3lysa ce ot pekypcopa |-

anga-25-AuxuapoKcuxoiekanuugepon.

DE LUCA nemoHcTpupa 6bp30 4epHonpoSHO 25-XMApOKCHANpaHe Mpu nauueHT! ¢ 6b0peuna
HEAOCTATBUYHOCT
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DE { UCA demansirated rapid hepatic 25-hydroxyiation in a patient with renal failure.
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Figure 1. The disappearanca of 1-alpha-OH-{6-"H]-Dy (—) and the rapid formation of 1,25-(OH), -
[6-"H] £y (-~} in & patient with renal failure. De Luca, H.: Clin. Endocrinol, 7, Suppl., 1 - 17 {1877)

Pur. |
1-alpha-OH-[6-"H]-D; (—) u3ue3Ba » crenga obp3o obpasysane Ha 1,25-(OH)2-[6->H]-Ds (- - - -) npu
[MauHEHTH ¢ OBOPEUHO YBPEXKAAHE

buonanuyHocT
Pesynrati OT TeCT 32 OMOHATMYHOCT NipoBeeH npe3 1990 roauHa npu |6 naudeHTH, MPHEMAaLIK

AJIDA N5 | mukporpam U pedepeHTHa CyOCTaHLUA

Hzcaensane ¢ AJIPA I3 H3caenBaue ¢ pedepeHTHa
cyOcTaHUHS
MaxcumanHa
nIasMeHa 61,6 + 13,6 pg/ml 60,5 + 9.9 pg/ml
KOHUEHTPALKA (Cinax)
Bpeme 3a gocTurane
Ha MaKcUMaJiHa 8 yaca (6 — 16 yaca) 8 vaca (4 — 12 yaca)
J1a3MeHa
KOHUEHTPALNA {Tmax)
Obnacr ot
KpHUBaTa 2,271.45 £ 450.64 pg x /ml | 2,206.20 + 261.50 pg x h/ml
KOHLIEHTpallHsi-BpeMe
(AUC) (72 qaca)

CTOWHOCTHTE Ca NpeACcTaBeHH KaTo cpenHo (median at tme) U CTAHAAPTHO OTKIIOHEHHE (Spread at tyax)




Qurypa 2
CpeaHn niasMeHn CTOMHOCTH Ha KaUMTPHON U pedepeHTHA CyGCTaHUMA HA AMarpamara
KOHLIEHTpauus — BpemMe (n = 16)
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In a randomised, double-blind crossover bioequivalence study 16 subjects were given a
single aral dose of 4 x Bondiol™ 1 ug or 4 x 1 ug of the reference preparation.

B paHIOMHU3HPAHO ABOWHO CJIATIO KPbCTOCAHO MPOYUBaHe 3a OMOHAIMYHOCT NpH |6 naluuenTH Gelie
AaneHa ¢AHOKpaTHa nepopaiHa 103a Ha AJIPA [I; | Mmukporpam x 4 unu pedepeHtHa cyOCcTaHLMs OT
| MUKpOrpam x 4.

5.3 Ilpeak/nuHUYHHM JaHHH 32 Oe30MacHOCT

OcTpa TOKCHYHOCT

OcTpara TOKCHYHOCT Ha andakailma0/ € MHOTO HHCKA B CPaBHEHHE ¢ TepaneBTHYHATA /1034,
YCTaHOBEHO €, Y€ IUTbXOBE H MHUILIKH Ha KOMTO € JaZieHa eHOKPaTHa NepopaHa 103a andakaiunion,
nokasear HuBa Ha LDso okono 500 mukporpama andakanuunon /kg TesecHo Terno.

XPOHHYHA TOKCHYHOCT
PesynraTture oT npoyuBaHusd 3a XpOHWUYHA TOKCHUYHOCT OXa M3YUC/IEHH B CBETIHHATA Ha

(hapMakonorn4HuTe eekTH Ha andaxailnion BbPXY KATUMEBHS METab0NU3bM U Gellle YCTAHOBEHO, ye
Ce MpOoABABAT ITABHO KATO XUMEPKAJILMEMHUS U ThKaHHA KaJLMHO3A.

PenpoayKkTHBHa TOKCHYHOCT

B npoyuBaHms 32 eMOPHOTOKCHYHOCT NPH TUTbXOBE M 3aiilik nomy4unu 10 0,9 MUKporpama
anakanuna0/kg TenecHo Tero AHeBHO He Osxa HaboIaBaHyu TepaToreHHH edekTH. 3a0aBsiHe BbB
BBTPEYTPOOHOTO pa3BUTHE Ha (eTyca Oelle HabMoAaBaHO NMPH 3ai LM NOMYYUIH 103u oT 0,3
MHKporpama andakanuuaon/kg TenecHo Terno JHEBHO, KakTo M NPH Mo-BUCOKH 1031. M3cnensanmusaTa
BLPXY (PEPTHIMTETA NPH IUTBXOBE MMOKA3BaT M0-HHCKA YeCTOTa Ha GPEMEHHOCTH M MO-MaTbK 3aPOIHLL
npu no3a ot 0,9 mukporpama angakanunao//kg TenecHo Terno JHEBHO.

Hsama onuT B npuiarade Ha andaxanuuion npy OpeMeHHH xeHn | KbpMadku. He e n3BecTHO nanm
andakanimao ce eKCKpeTHpa B MISKOTO. YoTpedara Ha BUCOKH 103K BUTaMUH D npu Xopa no Bpeme
Ha OPEMEHHOCT Ce CBbP3Ba ChC CHHAPOM HA a0pPTHA CTEHO3a M HAMOTNATHYHA XHnepkaiuuemus. Ho mma

HAKOJIKO CbOOLLIEHHS 32 HOPMAJIHO Pa3BUTH HOBOPOAEHH, POIEHH CIIEI MPHEM HA MHOTO BUCOKH NO3H.
MaJiko Koi4ecTBO OT BUTaMuH D npeMuHaBa B MISIKOTO.




MyTareHeH nOoTeHUHAJ
Ipy npunarane Ha andakailMaon He ca JOKa3aHH MYTATeHHU edeKTH.

6. PAPMAUEBTHYHHU JAHHH
6.1 CnHCBK HAR NOMOIMHHTE BEINECTBR

JluMOHEHa KHcenHHa
[Iponunranar

Burtamuu E (dl-a-tokogepon)
Eranon, 6e3poaeH

dbeTbyeHo Macho, palHHHPaHO

O6suBka Ha kancyaara AJIDA J1; | Mukporpam
AKenatiH, ranuepon 85%, anuapucopd 85/70, xenesen okcua, xuaT (E172), THTAHOB AMOKCHA
(E171), macTuno yepno S-127794 u S-117823.

6.2 HecbBMecTHMOCTH
Henpunoxumo

6.3 Cpox na roanocr
3 roalHu

J1eKkapcTBEHUAT MPOAYKT He TPA0Ba 1a G H3ION3BA CJIE/ H3THYAHE CPOKA HA FONHOCT, 03HAYEH BLPXY
OIIAKOBKATA.

6.4 Creunaanu ycioBus Ha CbXpaHeHHe

Ha cexpaHsea noa 25°C.
Jla ce cCbXpaHABa B OPHrHHATHATA ONAKOBKA.
Jla ce ChbXpaHsABa B IUTBTHO 3aTBOPEHA ONAKOBKA.

6.5 Bua u crabpxanve Ha onakoBKaTa

baHka OT noaunponuaeH Bicoka nasTHOCT (HDPP) ¢ kanauka oT MOMMETHACH ¢ HHCKA MIBTHOCT
(LDPEL).

AJIPA ]Iz 1 Mukporpam: onakosku 1o 30, 50, 100 xancyn, Mek.

He BcHYKM BUOOBE ONaKkoBKH MOXe Aa ObIaT MycHaTH B npoaaxba.

6.6 CreuHaHW NPEANAa3HH MEPKH NPH H3XBLPASHE

HsaMa crieanHu H3HCKBAHMAL

7. NMPUTEXATEJ HA PA3SPEUIEHUETO 3A YIIOTPEBA

Theramex Ireland Limited,
3rd Floor, Kilmore House, Park Lane,

Spencer Dock, Dublin 1, DO1 YE64,
Upnanans




8. HOMEP HA PA3ZPEUIEHHETO 3A YINIOTPEBA

Perucrpaumonen Ne 20060884

9. JATA HA ITbPBO PA3ZPELIABAHE/INIOAHOBABAHE HA PASPEIIEHUETO 3A
YINOTPEBA

JaTta Ha mbpBo paspeltenne: 29.12.2006
Hata Ha mocneano noaHosaeane: 06.02.2012

10. JATA HA AKTYAJIU3HPAHE HA TEKCTA




