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CJIY)XKBEH BECHMK HA PEITYBJIMKA MAKEJIOHUJA

Bbp. 75 - Ctp. 17

1366.

VYcraBauot cyn Ha Peny6nuka Makenonuja, Bp3 0CHO-
Ba Ha uneHoBute 110 m 112 ox YcraBor Ha PenyOauka
Makenonuja u wienot 70 ox JIeNOBHUKOT Ha YCTaBHHOT
cyn Ha Peny6nmnka Makenonwuja (,,Cimyx06eH BecHUK Ha Pe-
ny6-nmuka Maxkenonuja“ 6p.70/1992), Ha cenHuiara oup-
xaHa Ha 11 jyan 2008 roauHa, noHece

ONdJUYKA

1. CE IIOHUIIITYBAAT:

- IeNoT ,,Ha Bo3pacT 10 40 rogunu’ on **Muaukanuu:-
APT na konot ,,GO3GAO1-Chronic gonadotropin (human i
rekombinanten)** u

- JenoT: ,,Ha Bo3pacT 10 40 romamHu“ on ***Wumuka-
mun:-APT nHa xonot: ,,GO3GAO6-Folitropin beta***, on
HACJOBOT ,,JIekOBM KOM JeyBaaT Ha I'€HUTOYPHUHAPHUOT
TPAKT U N0JI0BM XOPMOHU® 01 Jlucrara Ha JIekOBU KoM Ia-
raar Ha ToBap Ha DOHIOT 3a 3IPABCTBEHO OCUTYPYBabHE
(,Cmyxben BecHuk Ha Pemy6Gnuka Maxkenonuja, Op.
102/2007 u 104/2007-ucnpaBka).

2. CE CTABA HAJZIBOP O/ CUJIA Pemenuero 3a 3a-
Mpamke Ha W3BPIIYBAETO HA MOCAMHCYHHUTE aKTH WM
JIejCTBHja MITO CE€ JIOHECEHH, OJTHOCHO MPE3EMEHU BP3 OC-
HOBa Ha JIEJIOBUTE O] aKkTOT O3HA4YeHW BO Toukara 1 ox
0Baa OJTyKa.

3. OBaa omyka ke ce o0jaBu BO ,,C1yk0€H BECHHK Ha
Pemy6nuka Maxenonuja“.

4. YcraBauor cya Ha Peny6nuka Makenonuja, mo mo-
Boj mHunujatuBu Ha CHexana VIBanoBcka m BanentmHa
Tanescka, nBete on burona co Perenne ¥Y.6p.249/2007 on
2 anpun 2008 roauHa noBeje MOCTAIKA 3a OLEHYBakbe Ha
YCTaBHOCTA M 3aKOHUTOCTA Ha JeoBuTe o Jlucrara o3ua-
YyeHa BO Toukara | oJ1 oBaa ojlyka OMJejku OCHOBAaHO ce
MOCTaBH MPANIabeTo 32 HUBHATA COTJIACHOCT CO TWICHOT 8
craB | anunen 3 u 4, wieHoT 34 u wieHoT 39 oxn Ycragor,
Kako ¥ co wieHoBuTe 9 n 10 o1 3aKOHOT 3a 3APaBCTBEHOTO
OCHUTYPYBambe.

5. CynoT Ha cemHMIIATa YTBpAM neka, Jlucrata Ha e-
KOBH € cocTaBeHa Bo (popMa Ha TabenapeH nperiel 1 ucra-
Ta, Mefy JIpyTroTo, TO COAPKH HACIOBOT: ,,JIekoBH kou Te-
JIyBaaT Ha FCHUTOYPUHAPHUOT TPAKT U MOJIOBU XOPMOHU
co moxHacnoB: ,,[lonoBH XOpMOHM W JIPYrH JICKOBH CO
NIEjCTBO HA TEHHUTAJICH CUCTEM™ BO KOj CE COIpP)KaHU OCIO-
PEHUTE JIETI0BY, IIPEIMET Ha yCTaBHO-CYJICKa olleHa. Tale-
JIAPHUOT TIPEryes Mo OAHOC Ha OBUE JCIOBH € COUMHET Ha
CJIC/THAOB HAYUH:

P— etronic 2500 | P || wmjewun | CPJ *
igonadotropin (human
i rekombi

GO3IGAD2 Fh‘uman menopausal | 30U | P | usjexwm | CPJ ’
\gonadotropin®*

|GO3GAQ4 | Urofolitropin®** 75U P | wmjexwsn | CPJ "

GO3GAQS | [Folitropin sifa** 75U P || wxjexumn | CPJ *

GO3IGADE | Folitropin beta*** 75U P j CPJ =

“*MHoMEaLMM

- APT ao tpw ofuaw 38 nekysarse Ha MEeHa Ha B03p3CT 40 40 roguHn

Kaj kpunTopXmaam BrynNHO TR uHjekLn (1 megenso 1500-50000U)

“AHgMKELA.

- APT fo 1pu obuaw 3a nekysarse Ha #eHa Ha Boapact Ao 40 rogwHn

Bo HaBeneHMOT HACOB, KaKO W Kaj APYTUTE HACIOBH,
ce YTBPJICHH JICKOBUTE 32 TPETHPAHE HA OJJICITHU 3a00.Ty-
Bama CIOpE] HUBHUOT KO, TCHEPUUIKO UME, CAUHULIA MEP-
Ka, HAYMH Ha NpUMeHa, (apmalneBcTka nokaxaHa (opma,
jaurMHa W peKUM Ha mpemnuinyBame. O3Hakara ,,** cTaBeHa
kaj komosute GO3GAO1, GO3GA02, GO3GA04, GO3GAO5
n GO03GAOQ6 (uujexmuu) cropen jerexnara Ha Jlucrara

OIIpezieNlyBa AeKa CTaHyBa 300p 3a JIeK IMITO Ce MPUMEHYBa
BO OOJHMYKHM ycnoBU. OCIOpPEHUTE JIEIOBH, Ijacar: ,Ha
BO3pacT 10 40 roguHu".

6. Cnopent unenor 8 cras 1 anuHen 3 u 4 on YcraBor
Ha PenyOnuka MakenoHuja, BIaJeeHheTo Ha MPaBOTO U T0-
nenbara Ha Jp)kaBHaTa BJIAcT Ha 3aKOHOJ/ABHA, U3BPIIHA U
CyZACKa, C& €IHU OJ TEMETHHTE BPEAHOCTH HA yCTABHHUOT
nopenok Ha Pemy6nuka Makenouuja.

Cnopen wieHOT 9 ox YcTaBoT, rparanute Ha Pemy6mam-
ka MakeJIoHHja ce eIHaKBH BO CJI000AUTE U IpaBaTa He3a-
BHCHO OJI TIONIOT, pacaTa, 6ojara Ha KOXaTa, HAIIMOHATHOTO
U COLMjATHOTO MOTEKIIO, MOJUTHIKOTO M BEPCKOTO yBEpPY-
Batbe, UMOTHATA U ONIITECTBEHATA M0JI0kK0a.

Cnopen uieHOT 34 o1 YCTaBOT rparaHuTe MMaar mpa-
BO Ha COIMjallHA CUTYPHOCT W COIMjATHO OCHTYPYBame
YTBPIEHH CO 3aKOH U CO KOJEKTHBEH JOTOBOP, & CIIOPE
4yneHoT 39 on YCraBoT, Ha ceKkoj rpafaHuH My ce rapaHTH-
pa MpaBOTO HA 3PABCTBEHA 3AIITUTA.

[IpaBoTO Ha 3/IPAaBCTBEHO OCHUTYPYBaHE € YPEICHO CO
3aKOHOT 3a 37PaBCTBEHO OCUTypyBame (,,CirykOeH BECHHUK
Ha PenyOauka Makenonuja“ Op. 25/2000, 96/2000,
50/2001, 11/2002, 31/2003, 84/2005, 37/2006 u 36/2007).

Cnopen wieHOT 1, co 0BOj 3aKOH ce ypelyBa 31paB-
CTBEHOTO OCUTYPYBam¢ Ha rpalaHute, IpaBaTa u 0OBPCKU-
TE€ O] 3[PABCTBEHOTO OCUTYPYBame, KaKO M HAuYMHOT Ha
CTPOBETYBALE HA 3IPABCTBEHOTO OCUTYPYBAIbE.

Bo toukara 1. OCHOBHM 30paBCTBEHH YCIYTH € COAp-
JKaH WIEHOT 9, criopen 4uj ctaB 1 a) Touka 8 o1 3aKOHOT,
BO MpUMapHaTa 37ApaBCTBEHA 3AIUTUTA KaKO0 OCHOBHA
3IpaBCTBEHA yCIyra craraaT JEKOBH CHOpEj JIcTara Ha
JIEKOBU ILTO CO OMIIUT aKT ja yTBpAyBa POHAOT, KAaKo KyIy-
Bay Ha 3/IPaBCTBEHU YCIYTH, HA KOj MUHUCTEPOT 3a 3/1paB-
CTBO jaBa coriacHocT. Crnopen cTaBoT 1 B) Touka 2, Kako
OCHOBHA 3/IpaBCTBEHA yCiIyra Bo 00JHUUKATA (KPaTKOTpaj-
Ha W JOJTOTpajHa) 3ApaBCTBEHA 3AlITHTa cHaraaT JEKOBH
CropeJ| JICTaTa Ha JICKOBH IITO CO OIIIT aKT ja yTBPAYyBa
@®oHmOT, KaKo KyMyBad Ha 3APABCTBEHU YCIYTH, Ha KOj
MHUHHCTEPOT 3a 3/IPaBCTBO JaBa COMNIACHOCT, KaKo M T10-
MOIIIHA MaTepHUjaiy KoM CIy’aT 3a MPUMEHa Ha JIEKOBHUTE
¥ CAHUTETCKHUOT U JPYT MaTepujai noTpedeH 3a JIeKyBambe.

Bo Toukata 2. 31paBCTBEHH YCIYyTH KOU HE ce omndare-
HH CO 3aJ0/DKUTETHOTO 3[]paBCTBEHO OCUTYPYBAILE € COp-
’kaH uieHoT 10 on 3akoHoT. Bo Toukara 11 ox oBaa oxpen-
6a oy 3aKOHOT € ONpeieNeHo JIeKa CO 3aJI0JKUTEITHOTO
3[PaBCTBEHO OCHUTYpYBame He ce omndareHu, Mery Opyru-
Te, 3IpaBCTBEHATA YCIyra-BeITauko OIIOLYBae MO TPET
HeycreneH 00u 3a 0110y Batbe.

Bo onpendure on 3akoH 3a 31paBCTBEHATa 3allTUTA
("Cnyx0en Becnuk Ha PemyOnmka Makenonuja" 6poj
38/91, 46/93, 55/95, 10/2004, 84/2005, 111/2005, 65/2006
u 5/2007) He ce cpekaBaaT oJpea0H BO KOM OCTBApYBatbe-
TO Ha MPABOTO HA OCHOBHA 3/{pAaBCTBEHA 3AIUTHUTA MO OTHOC
Ha OM10 Koe 3a00JyBambe € OrpaHuuYeHO CO BO3pacTa Ha
OCUTYPEHHUKOT-TTAIlNEHT.

TprayBajku of coxpxuHaTa Ha WwieHOT 34 on YcTaBoT
NpOU3IIETYBa JeKa MPaBOTO Ha 3APABCTBEHA 3aIITHTA HA
rpafanute ce 00e30eayBa MPEKY CUCTEM Ha 3]PABCTBEHO
OCUTI'YpYBatb€ Kako [IeJ1 0J1 COLUjaTHOTO OCUIYpYBabe BO
HOIIMPOKa CMHUCIIA M JIeKa IpaBara IITO IPOU3JIETyBaar 01
TOA CE ypeayBaaT CO 3aKOH U CO KOJEKTHBEH JOTOBOD.

Wmajku ro npeasuna 4ieHot 39 ox YcraBoT, co KOj Ha
CEKOj rpalaHuH My Ce€ rapaHTupa IpaBO Ha 3/paBCTBEHA
3aIITHTA, IPOM3IETYBA JIeKa MPABO € Ha JprkaBaTa, OQHOC-
HO 3aKOHO/JABELOT 1a TM ONPEIENN yCIOBUTE, HAUMHOT U
CpelcTBara 3a 3a/I0BOTYBAmbE HA 3APABCTBEHUTE MOTPEOH
Ha rpafaHuTte, 0JIHOCHO J1a ja Bpe/IHyBa ONIITECTBEHATA 1ie-
JHUCXOAHOCT HA €JHO WIM APYro pelleHue W Aa co3Aaje
HOPMaTMBHA MPETIIOCTAaBKA 33 OCTBApyBamE€ Ha YCTABHO
3arapaHTHpaHNTe MpaBa Ha 3[PAaBCTBEHA 3AIITUTA.
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Otramy, npea CynoT ce jaBM HEOMXOJHO KakO MpeT-
XOJHO TMpalame 1a yTBpau Aanu Jlucrara Ha JIEKOBH MO-
ke 1a Oujie HopMa-THBHATA TIPETCIIOCTaBKa 32 OCTBapyBa-
€ Ha 3arapaHTUPAaHUTE NpaBa Ha 3/lpAaBCTBCHA 3ALUTUTA U
3IpaBCTBEHO OCHTypyBame. MIMEHO, o aHalIW3aTa Ha Iie-
nuHarta Ha Jlucrara Ha JIEKOBH MPOU3IIETYBA JIEKa UCTATa €
courHeTa Bo (popMa Ha TeGenapeH nperies, a cropes| cBo-
jara coapxuHa M ¢yHKuMja ucrata Tpeba ja IpecraByBa
JeTAIM3UPaH CIMCOK Ha JICKOBU KOM Maraar Ha TOBAT Ha
®DOHJIOT €O 03HAUYBamke HA KOJOT, TEHEPUIKOTO MIME, EH-
HU-1IaTa MepKa M JAPYTH MOJATOIM CIEUU(PUUHU 32 CEKOj
OJUIENICH BUJI JIEK, I'PYMHUPaHU criope]] 3a00iyBambara Kou
ce TPeTUpaar co HUB.

TprayBajku o1 HA3UBOT Ha aKTOT BO KOj ce HaoraaT oc-
TIOpEHUTE JIENIOBM M HAMEHATa 32 Koja Toj Tpeba Jia ciryxu
mpousneseryBa jexa Jlucrata Ha JEKOBM BO MPUHIMI HE
MOJKE J1a MMa KapaKTep Ha HOPMaTHBEH akKT, TYKy Tpeba na
MMa KapakTep Ha TEXHUYKH aKT, WM aKT 3a paboTeme Ha
3ApaBCTBEHNUTE PaOOTHUIM (JIEKAPUTE U alTEKAPUTE), KAaKO
U aKT Bp3 OCHOBA Ha KOj rpafaHute 100MBaaT CO3HaHUE 1a-
1M OJJICJICH JIeK Tara Ha ToBap Ha POHOT WM HE, CO Lel
na ce 00e30enn HeroBa yHu(UIMpaHa MPUMEHA O] CTPaHA
Ha OpraHuUTe KOM €€ JIOJDKHHU Jia ro 06e30eaaT HEj3MHOTO
cripoBejyBame. Jlo UCTHOT 3aKITydoK ce Joara 1 Mo 0JHOC
Ha (popmara BO KOja € JIOHECEH aKTOT (TaberTapeH Mperien)
1 HETOBATa COAPKHMHA.

MeryToa, KOHKpETHATa JIMCTa OUYUIVICTHO HE ce 3aip-
’aja Ha Baka M3HECEHMOT HAYMH HA TEXHUYKO OMpEeTy-
Bame, TyKy crmopen oneHa Ha CyoT HaBleTna BO ypeayBa-
1€ Ha NpaBata Ha rparaHuTe NMPeKy BHECYBabE Ha JEIOBH-
T€ 03HAYEHM Kako ,,IHaMKauuum®, 0OJHOCHO YCIOBOT-Ipa-
HUI[Aa HA BO3pAcTa Ha OCHUTHPEHHKOT, KOj KaKo TaKkoB HE €
npeaBuJieH co 3akoH. [1puToa, Kako eIMHCTBEHN 3aKOHCKH
YCTIOBH 32 OCTBapyBam€ Ha MPABOTO HA 3APABCTBEHATA yC-
Iyra BEIITaYKo OIUIONYBamEe Ce YTBPACHM CTAaTyCcOT Ha
OCUI'YPEHHMKOT M TPU HEYCIEIIHU OOMIM 3a BELITAYKO OIl-
JI0Jly Bakbe.

Crnopen HaBeACHOTO, MMPOU3NIETYBA JEKa 3a HABIETyBa-
HETO BO HOPMATUBHOTO ype/lyBate HE TOCTOM OBJACTyBa-
€ U OCHOB BO LIUTHPA-HUTE 3aKOHCKU OAPEIOH, HUTY T1aK
MIPABHO € BO3MOXXHO BO BaKOB BUJ Ha TEXHUYKHM aKTH Ja Ce
Hanpasy ypeJlyBame Ha MpaBaTa Ha rpalaHuTe 0] Kaie ce
JIOBEJlyBa BO IMpAlllabe BIIAJIECHETO Ha MMPABOTO M T10JIE-
6ara Ha AprkaBHATa BIACT HA 3aKOHOJABHA M M3BPIIHA Ka-
KO €THM O]1 TEMEITHUTE BPEAHOCTU HAa YCTAaBHUOT MOPEIOK
Ha Peny0Onuka MakenoHuja yTBp/iIeHH BO WiIEHOT § cTaB 1
anuHen 3 14 on Y CTaBor.

OcropeHnTe AENOBU O] aKTOT, UCTO TaKa, CHOPE] OIle-
Ha Ha CyJZIOT HE ce BO COIIacHOCT co wieHoT 34 ox Ycra-
BOT, CIIOPE] KOj rpafaHNTe UMAaT MPaBO Ha COLMjalHa CHU-
TYPHOCT ¥ COLIMjaTHO OCHTYpYBame YTBPACHH CO 3aKOH M
€O KOJIEKTUBEH JIOrOBOp, OUJIEjKU BO OBOj Ciydaj NPaBOTO
Ha COIMjATHO OCHUTYPYBaIbE € YPEAEHO CO aKT, BO KOj HE
MOXaT 7[a Ce ypeayBaaT WM MaK ONepaloOHATU3HPAAT
npaBsa Ha rpalaHuTe.

Ilonatamy, on uutupanure ojapeadu oj 3aKOHOT 3a
37paBCTBE-HOTO OCHTYpYBame, HEroBara IEJIWHA, Kako M
LieJIMHATa Ha 0ZipeiouTe 0/l 3aKOHOT 3a 3/paBCTBEHATA 3a-
IITHTA TPOU3IIETryBa JIeka BO HUB HE Ce cpekaBaar ojpeion
KOM IO yCJIOBYBaaT MPaBOTO HA 3APABCTBEHATA yCIyra-Be-
ILITAYKO OIJIOYBae CO BO3PAcTa Ha NMalueHTOT.

Crnopez Toa, opajii 0JICyCTBO Ha BO3pacHaTa rpaHuia
KaKo yCJIOB 32 OCTBapyBame Ha HaBEJCHOTO MPABO Ha OCH-
I'ypyBatbe II0CTOM U HECOIVIACHOCT Ha OCHOPEHUTE JEN0BU
on Jlucrara co uneHoBure 9 u 10 ox 3akoHOT 3a 3apaB-
CTBEHOTO OCHTYPYBAE.

Onpenbu 3a ycrnoByBame Ha MPABOTO HA 37PABCTBEHA-
Ta YCIyra-BEIITAa4Ko OIUIOAYBame, CHOpPE] BO3pacHaTa
rpaHMIla Ha MAIMEHTOT, He Ce cpeKaBaaT HUTY BO 3aKOHOT
3a reHeTCKH Moauduuupanu opranuszmu (,,CiyxOeH Bec-
HUK Ha Pemy6nuka Makenonuja“ 6p.35/2008) u 3akoHOT
32 GHOMEAMIUHCKO TMOTHOMOTHATO omnonyBame (,,Ciyx-
Gen BecHuk Ha Pery-6nuka Makenonuja“ 6p.35/2008) ka-
KO 3aKOHY KOW MMaaT JOMUPHU TOUKH CO 3aUHYBAETO MO
BEITAYKH Mar.

Bp3 ocHoBa Ha HaBeieHOTO CyIOT OLIEHHM JIeKa OCTIOpe-
Hute AenoBu o1 Jlucrara He ce BO COMIACHOCT CO WIEHOT 8§
craB 1 aymuen 3 u 4, unenot 34 u wienot 39 ox Ycrasor,
Kako u co wieHoBHuTe 9 u 10 01 3aKOHOT 32 37PaBCTBEHOTO
OCUTYpYBaIbe.

7. Bp3 ocHoBa Ha u3HeceH0TO, CyI0T OTYHYH KaKo BO
Toukara 1 01 oBaa oaIyKa.

8. OBa omryka CyzoT ja JoHECE BO COCTaB O] TpeTce-
narenot Ha Cypor n-p Tpennadun ViBanoBcku u cyauure:
JIunjana HWurunmsoBa-Pucrosa, Bepa Mapkosa, Bpanko
Haymocku, HUrop Cniuposcku 1 a-p 3opan CynejMaHOB.

V.6p.249/2007 IIpercenaren
11 jynm 2008 ronmHa  Ha YCTaBHMOT cyJ Ha Pemy0Oimka
Ckorje Makenonwuja,

1-p Tpennaguna Banosckw, c.p.

CYJACKH COBET HA PEITYBJINKA
MAKEJOHHNJA
1367.
CornacHo wieH 9 cras 2 o1 3akoHOT 3a CyACKH COBET
Ha PemyGmuka Makenonnja (,,Cn. BecHuk Ha PM“ Op.
60/2006), npetrcenarenoT Ha CyackuoT coBeT Ha Pemy0iu-
ka Makesonuja, o6jaByBa

OrJIAC
3A U35OP HA YJIEH HA CYJACKHU COBET HA
PEITYBJIUKA MAKEJOHUJA

N360p Ha uneH Ha CyackuoT coBeT Ha PemyGnnka Ma-
KeJoHMja Ke ce M3BpIUM 32 MOoJpayjeTo Ha ArenanioHeH
cyn burona.

Ha ornacot Moxe f1a ce mpujaBu CeKoj cyauja oa Are-
JaunoHeH cyn burona u ocHOBHUTE Cyl0BM OJ TOA I10-
Jipadje KO0j BO MOMEHTOT Ha 00jaByBamETO Ha OBOj Orjac
BpILIM Cy/MCKa (DYHKLMja U 1a T UCIIOJIHYBA CJIE/IHUTE yC-
JIOBH:

- J1a ©Ma HajMaJIKy 5 (TIeT) TOJMHU CYIUCKH CTAX;

- Jla UMa MO3UTUBHU PE3yJITATU BO NOCIEAHUTE 3 (TpU)
TOJIMHHU BO BPIIEHETO Ha cyArcKara QyHKIHja.

Kannunatute cBojata kaHauaaTypa ja MOJHECYBaatr
nucMeHo 1o CoBeTor.

Kon npujaBata KaHANIATOT MOJAHECYBA!

- IOTBP/Ia 3@ CYAMCKH CTax;

- Ouorpadcku MOJATONM 3a CTPYYHHOT W mpodecuo-
HAJTHUOT Pa3Boj;

- OIIEHKA 32 Pe3yNTaTUTe BO pabOTEHETO 3a MOCIEAHN-
TE TPY T'OJIMHY;

- TMOJIATOIHX 32 Y4YECTBO BO CTPyYHA M mpodecnoHatna
elyKaluja, u3aieHu o Akajemujara 3a o0yka Ha CyJIuu
Y jaBHU oOBMHUTENH Ha Peny6inka Makenonuja.

Ornacot Tpae 15 geHa o ASHOT Ha 00jaByBamETO BO
,,Cityk0eH BecHUK Ha Pery6inka MakenoHuja‘.

bp. 07-1408/1
18 jynu 2008 roguna
Cxkorje

CyJICKH COBET
Ha Peny6nnka Makenonuja,
IIpercenarenn,
Bekup Ucenn, c.p.



