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O IlpaBmnax yTBep>KACHHUA Ha3BaHHs OPUTHHAIBHOTO JIEKAPCTBEHHOTO CPECTBA

[Ipuka3z Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 12 Hosi6ps 2009 roga Ne
695. 3apeructpupoBan B Munucrepcrse roctuiinu Pecnyonuku Kazaxcran 24 Hos6ps 2009
rozxa Ne 5883
[IpumeuyaHnue PINII N !
[Topsinox BBeAEHUS B ACHCTBHUE TIPUKA3a CM. 1I. 6.
B cootBercTBUM ¢ mynkTom 4 crateu 70 Konekca Pecy6nuku Kazaxcran ot 18 ceHTsOps
2009 roma "O 3mopoBbe Hapoma u cucteme 3apaBooxpaHenus’, ITPUKA3BIBAIO:
1. YTBepauts npunaraemeie IIpaBuna yTBEpKAEHHS Ha3BaHHUS OPUTMHAIBLHOTO
JEeKapCTBEHHOTO cpeacTBa.
2. KomuTery KOHTPOJS MEIHWIIMHCKOW H (hapMareBTUUECKONU IeSITEIbHOCTH
MunucrtepcTBa 3apaBooxpanenus Pecryonuku Kaszaxcran obGecneduTh rocyAapCTBEHHYIO
perucTpanuio HacTosimero npukasza B Munucrepcrse roctuiiun PecnyOnuku KazaxcraH.
3. JlemapraMeHTy aJMHHHUCTPATHUBHO-NIPaBOBOM paboThl MuHHCTEpCTBA
3npaBooxpanenus: Pecnyonuku Kazaxcran (bucmunsaun @.b.) obecnieunts oduimanbHoe
onmyOJMKOBAaHUE HACTOSIIEr0 MpHUKa3a MOCJIE€ €ro rocyJapCTBEHHON perucTpaiuu B
MunHucrtepcTBe IOCTULAH Pecny6nuku Ka3zaxcras.
4. Ilpu3Hath yTpaTUBIIUM CUIIY TIPHKa3 U.0. MuHUCTpa 31paBooxpaneHus PecrmyOnmnku
Kazaxcran ot 16 ¢depans 2007 roga Ne 111 "O IlpaBunax yTBepKAeHUS Ha3BaHUS
OpPUTMHAJIBHOTO JIEKAPCTBEHHOI'O0 cpencrBa" (3aperucTpupoBaHHbli B Peectpe
rOCyJJapCTBEHHOM pETUCTpAallUM HOPMATUBHBIX IPaBOBBIX akToB mox Ne 4567,
onyOonukoBaHHbli B CoOpaHUM aKTOB IEHTPAIbHBIX MCIOJHUTEIBHBIX U MHBIX
rocynapcTBeHHbix  opranoB  PecnyOmumkm  Kaszaxcran, 2007 r., wMaprt).
5. KoHTpoJb 32 HCHOJHEHHEM HACTOALIETO MpHUKa3a BO3JO0XKUTh HA Buue-MmuHuCTpa
31paBOOXPAHEHUS PecnyOnuku Kaszaxcran E.A. bupranosa.
6. Hacrosmumii nprka3 BBOAUTCS B JIEUCTBUE MO MUCTECYECHUM JIECATU KAJIEHIAPHBIX JTHEN
MOCJIE €ro MEePBOro O(QUIHUATHLHOTO OMYOIUKOBAHHUS.

Munuctp K. JlockanueB
Y TBep X e H B
ONpUKA30M Munuctpa 31paBOOXpPAaHEHHUS
PecnyOnukmu KaszaxcrtaHn

ot 12 Hos6pst 2009 roga Ne 695

IIpaBria yTBEpXKACHUA Ha3BaHUA OPUTHHAILHOTO
JIEKapCTBEHHOTO CPEACTBA



1. O6mmue nosoxenus

1. Hacrosmue IlpaBunma onpenenasiloT MNOPAIOK YTBEPKIACHUS
OpraHU3alUsIMU-TIPOU3BOAUTEIISIMUA,  OpraHU3AlUSIMU-pA3padOTUYMKAMU  Ha3BaHUS
OPUTHHAIBLHOTO JIEKAPCTBEHHOTO CpPEJACTBA NIPU TOCYJApPCTBEHHON perucTpamuu
OPUTHUHAIBHOTO J€KapCTBEHHOTO cpeacTBa (manee - [IpaBuna).

2. YTBepKJIeHUE HAa3BaHUSI OPUTHMHAJIBHOTO JIEKAPCTBEHHOTO CPEJICTBA OCYIIIECTBIISIETCS
ImocJe AKCIEPTU3BI OPUTHHAJIIBLHOTO J€KapCTBEHHOTO CpeJicTBa.
3. Ha3BanueM OpHUTHMHAIBLHOTO JIEKAPCTBEHHOTO CPEJICTBA SABJSIETCS CJIOBECHOE
0003HauUCHUE B BHJE OINPEACICHHOI0 coueTaHus OyKB (3HAKOB) WJIM OTJICJIBHBIX CJIOB,
UICHTU(DUIUPYIONUX OPUTHHAIBHOE JIEKAPCTBEHHOE CPEACTBO C OMPEACICHHBIM COCTaBOM
i hapMaKoJIOrHYeCKUM JICUCTBUEM.

2. ITopsamok yTBEpXKICHHS Ha3BaHUS OPUTUHAIHHOI'O JIEKAPCTBEHHOT'O
CpencTBa

4. Ha3zBaHne OpUTHHAIILHOTO JIEKAPCTBEHHOTO CPEACTBA JOHKHO UIECHTU(UIIMPOBATH €TI0
cocTaB W (WiIM) JAeiCTBHE, OBITh KPAaTKUM, JIETKO MPOU3HOCUMBIM M OJIaro3BYYHBIM.
5. Jlus Ha3BaHUSA OPUTMHAIBLHOTO JIEKAPCTBEHHOTO CPENICTBA, COJEPIKAIIEr0 OJHY
JEKapCTBEHHYIO0 cyOcTaHIuio (MOHOMpenapar) M HMEIOIET0o MEXIYHapOIHOe
HEMAaTeHTOBAHHOE Ha3BaHUE, JOIYCKAEeTCs MCIOJIb30BaTh €ro B KayecTBe Ha3zBaHus. Jlid
UACHTU(DUKAIMA OpPTraHU3alUU-TIPOU3BOIUTENS (OpraHU3alMu-pa3paboTunKa) Ha3BaHUE
JIEKapCTBEHHOTO CpPEJICTBA MOKET BKJIIOYAaTh WX HAaMMEHOBaHUE WM abOpeBuarypy.
6. Jlomyckaercsi HA3BaHUE OPUTHUHAJIBHOIO JIEKAPCTBEHHOI'O CPEJCTBA, BBHIITYCKAEMOIO B
Pa3JIMYHBIX JICKAPCTBEHHBIX (hOpMax U MUMEIOIIET0 OJMHAKOBBIC MOKa3aHUS K TIPUMEHEHHUIO,
M0 BXOJSAIIEMY B €r0 COCTaB OCHOBHOM JIEKapCTBEHHOMW cyOcTaHuu. Pa3Hple Ha3BaHUS IS
Pa3HbIX JIEKApCTBEHHBIX (DOPM OJIHOM U TOM K€ JEKAPCTBEHHOW CYyOCTAHIIMM JIOIMYCKaIOTCS
TOJBKO KaK HCKIIOYEHUE, NPU 3HAYUTEIbHOM HU3MEHEHUU JI€MUCTBUSL JIEKAPCTBEHHOTO
npenapara IoJi BIUSHUEM JIEKapCTBEHHOW (GOPMBI M, COOTBETCTBEHHO, H3MEHEHMHI
MOKAa3aHUU I1 0 NPUMEHEHUIO.
7. Ha3zBanne KOMOMHHUPOBAHHOTO JIEKAPCTBEHHOTO CPEJCTBA MOXKET COJIEpP)KATh
KOMOMHAIMIO U3 CJIOTOB M OYKB, BXOJAIIMX B €r0 COCTaB JIEKAPCTBEHHBIX CYOCTaHLIMM.
8. [Ipu BBIOOpE HA3BaHUS OPUTHHAIHHOTO JICKAPCTBEHHOT'O CPEJICTBA HE JIOMYCKAETCS:
UCIIOJIb30BaHME HA3BAaHUsSA, CIIOCOOHOrO BBECTH B 3a0iyKJAeHUE MOTpPEOUTEIs
OTHOCUTENIBHO COCTaBa W JEWUCTBUSA U MOOLIPSIONIET0 K MPUMEHEHUIO MO HEAOKa3aHHBIM
0 OKas3aHUTSHaM,;
COJIepaHUE B HAa3BaHUU JIEKAPCTBEHHOT'O CPEJCTBA MH(POPMAIMU OTHOCUTEIBHO €ro
MCIIOJIb30BaHUS, XapaKTEPUCTHUK JIEKAPCTBEHHOTO CPEJICTBA, COCTaBa, CIIOCO0a M3TOTOBJICHHUS,
a TaKXe MOTPEOUTEIbCKUX CBOMCTB, MPEACTABISAIONIMX €ro KaK YHHUKaJIbHOE, Haubosee



bbeKkTUBHOEC U Oe3omacHOC;
UCIOJIb30BAHNE B KAYECTBE HOBOI'O HAa3BaHMUsI JIEKAPCTBEHHOI'O CPeACTBAa 0003HAYEHUH,
UJCHTUYHBIX WIN MPU3HAHHBIX Tpaduyecku U (min) GOHETUYECKU CXOJHBIMU C Ha3BaHUSIMU
paHee 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, PA3IMUHbBIX WM CXOJHBIX [0 COCTaBy
u I €6 ¢cT B HU 10 ;
MCIIOJIb30BaHUE MEXIyHAPOJAHBIX HENTAaTEHTOBAHHBIX Ha3BaHUI win rpaduyecku u (1in)
(OHETHYECKH CXOIAHBIX C HUMHM Ha3BaHUW ISl JIEKAPCTBEHHOI'O CPEJACTBA JIPYroro
XUMHUYECKOTO COCTaBa WM JEHCTBMS, a TAaK)KE BKJIIOUECHHE B HA3BAaHUs JIEKAPCTBEHHOIO
CPEIICTBA CJIOB WJIM YaCTEW CIIOB, XapaKTEPHBIX ISl HA3BAHUM CPEJICTB IPYTUX XUMHUUYECKHUX U
(unm) bapMakoOIOTHYECKUX rpynim;
BKJIIOYEHUE B Ha3BaHME JIEKAPCTBEHHOI'O CPEACTBA €ro JIEKapCTBEHHON (OPMBI U JO3bI
BEIIIECTBA, 32 HUCKJIIOYEHHUEM PACTUTEIBHOIO CHIPbS M JIEKAPCTBEHHBIX CPEACTB H3
JE€KapCTBEHHOTO PacTUTENBHOTO CBIPbS;

UCIIOJIb30BaHUE OJMHAKOBOTO Ha3BaHUs I KOMOMHHUPOBAHHBIX JIEKAPCTBEHHBIX
[pEenapaToB, OTINYAIOIINXCA COCTAaBOM HJIM COOTHOILIEHHUEM JO3MPOBOK BXOIAIIUX B HHUX
bapManmeBTUUYECKUX cybcTaHUUU;

MIOJIHOE BOCTIPOM3BECHUE B Ha3BaHUH JICKAPCTBEHHOT'O CPE/ICTBA Ha3BaHUM OoJie3Hel U
CUMITOMOB 3a00JIeBaHMH, aHATOMUYECKUX U (PU3HOJIOTHUYECKUX TEPMHUHOB, HMEH
COOCTBEHHBIX, reorpapuueckux Ha3BaHUM, OOLICTIPUHATHIX CHUMBOJIOB, CIIOB U3 OBITOBOM
JIEKCUKH, CJIOB Ipauyecku, U (M) POHETUUECKHU CXOIHBIX C HELIEH3YPHBIMU BbIPAKEHUSIMU
;

UCIOJIb30BAaHUE B KAauyeCTBE Ha3BaHUs JIEKAPCTBEHHOI'O CPEACTBA 00O3HAUEHUH,
TOXJECTBEHHBIX WJIM HUMEIOUMX rpaduueckoe M (WiM) (QOHETUYECKOE CXOACTBO C
opuIMaTbHBPIMM HAaUMEHOBaHUSIMU OCO0O ILIEHHBIX OOBEKTOB HCTOPHUKO-KYJIBTYPHOTO
Hacieaus HapoaoB PecnyOnuku Kazaxcran 1100 0OBbEKTOB BCEMUPHOTO KYJIbTYPHOTO WM
OPUPOAHOTO HacleauH,;

UCIIOJIb30BaHUE O0003HAYEHUM, BOCHPOU3BOMSIIIMX COKPAIICHHBIE WA TOJHBIE
HaUMEHOBAHUSA MEXIYHapOaHBIX OpraHu3alnui;

UCIOJIb30BaHNEe 0003HAUEHUM, IPEICTABISIONIMX COO0M COKpallleHHbIE HAUMEHOBaHUS
OpraHu3anui, oTpaciueu DKOHOMUKH u 1794 a00peBUATYPBHI;

UCIIOJIb30BaHNEe O0003HAUYEHUN, MPOTHUBOPEYAIIUX IO CBOEMY COJEpP’KaHUIO
001IEeCTBEHHBIM UHTEpEecaMm, OpUHIUIIAM I'YMaHHOCTH U MOpalJiu;

BKJIFOUEHHUE B Ha3BaHUE JIEKaPCTBEHHOI'O CPeJICTBA 0003HAUEHMI, YKa3bIBAIOLIUX HA BU/,
KauyecTBO, KOJIMYECTBO, CBOMCTBO, HA3HAUEHHE, LIEHHOCTh TOBApOB, a TAKXE Ha MECTO U
BpeMs 1794 NPOU3BOJACTBA UIH cOpiTa;

UCIIOJIb30BaHNE 0003HAYEHUH, BOCIIPOU3BOASAIIMX HA3BaHUs U3BECTHBIX IIPOU3BEACHUN
JUTEpaTypbl, HAayKH, UCKyCCTBa M HUX (pParMEHTOB B HapyLICHUWE AaBTOPCKHUX IIPaB.

9. lna yTBEpKAEHUS Ha3BaHUsI OPUTMHAIBHOTO JIEKAPCTBEHHOI'O CPENICTBA 3asiBUTENb
MO/IAE€T B FOCYJAPCTBEHHBIA OpraH B cpepe oOpalleHus JEeKapCTBEHHBIX CPEICTB, U3IECIHMA



MEIUITMHCKOTO Ha3HAYCHUS U MEIUIIMHCKONW TEXHUKH (J1ajiee - TOCyIapCTBEHHBIM OpraH),
3a5BKYy COTJIACHO TPHWJIOKEHHUIO K HacTosmuM l[IpaBuiiaM, MOSICHUTEIBHYIO 3alUCKY C
000CHOBaHHMEM IIPEIOKEHHOT'O0 Ha3BaHWs, MHMOpMaIuioo ¢ ['ocygapcTBEHHOIO peecTpa
TOBAapHBIX 3HAKOB O HAJIWYUU JTUOO OTCYTCTBUH 3apETHCTPUPOBAHHOTO TOBAPHOI'O 3HAKa
CXOJTHOTO C 3asBJICHHBIM 0003HAYCHWEM WJIM KOIUIO CBUJETEIHCTBA HA TOBAPHBIA 3HAK,
BBIJJAHHOTO YTIOJJHOMOYE€HHBIM OPraHOM B 00JIACTH WHTEIIEKTyalbHOW COOCTBEHHOCTH.
Nuadopmanus, yKa3zaHHas B 3asBKe, HE MOJIJICIKUT pasTiIanieHuo.
10. IIpu paccMOTpeHHHU TPEIACTABICHHBIX JOKYMEHTOB TOCYJIapCTBEHHBIH OpraH
MIPUBJIEKACT CIEIUATUCTOB YIIOJHOMOYECHHOTO OpraHa B 00JIACTH 37IpaBOOXPAHEHUS M €Tro
MOJIBEIOMCTBEHHBIX  OpTaHM3aIllUil  JJI9  OKa3aHWs KOHCYJbTATUBHOW  TTOMOIIIH.
11. T'ocymapcTBEHHBIN OpraH HE MO3HEE TPUAIATH KAJICHIAPHBIX THEH CO JTHS MPUHSTHS
3asIBKM IPUHUMAET PEIICHUE 00 YTBEPKICHUH (HE YTBEPKICHNUHN) HA3BAaHUS OPUTHHAIBHOTO
JIEKapCTBEHHOT'O CPEJICTBA, KOTOpOoe OGOpMIISETCS MIPUKA30M IEPBOTO PYKOBOIUTEIS
roCyIapCTBEHHOTO oprasa, aubo JWIIA, ero 3aMeINalmero.
12. B yTBepX/IeHUHM Ha3BaHHUS OPUTHHAIBHOTO JICKAPCTBEHHOTO CPEJICTBA OTKA3bIBACTCS
I 0 CIEeAYHII UM NPpUYUHAM:
JTOKYMEHTBI BHECEHBI C HapylleHHeM ImyHkTta 9 wHacrosmux IlpaBuin;
He cOoO0JII0IeHBI TpeOOBaHMS, YCTAaHOBJICHHBIE MyHKTaMu 4, 5, 6, 7, 8, Hactosmux [TpaBui.
Il pumoxeHHUeE
K [IpaBunam YTBEPXKICHUS Ha3BaHUS OpPUTHUHAJIBHOTO
JIEKapCTBEHHOTO CPE/ICTBA
3 A AdB K A
Ha YTBEPXKICHHUE Ha3BaHMA OPATMHAIBLHOIO JICKAPCTBEHHOI'O CPECTBA
3 asg B UT® EIIH

1) i buszunmyeckux TUI:
®.1.0.

Anpec MECTOXKHUTENbCTBA

Tenedon, bakc, E-mail
2) I IOPUIHUYECKHX AU

HaumMeHsoBaHNE

PykoBonurens
IOpunuaeckuit angpec
Anpec MECTOHAXOXIACHUS

Tenedon, bakc, E-mail



IIpennoxennoe Ha3BaHUE:

XHUMHAYECKOE
uH(popmaInuo):

Ha3BaHHUC nin OIINMCaHHuceC

(BKJIIOUAs CTEPEOXUMHUYECKYIO

I'padpuueckasd
Monekynspuas  gopmyina:

bopmyna:

PapMaKoI0ruYecKoe JeUCTBUE:

Cnoco6 TpUMEHEHUS U JIO3BI:

JlononuutenbHass  WHPOpMAIUS:

I[aTa 3alIOJIHECHUA
" " 200 r

Ilognucse

M. 1L
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Munucrepcra roctuiuu Pecniyonuku Kazaxcran



