Mpuka3s MuHuctpa 3gpaBooxpaHeHust Pecny6nuku KazaxcrtaH ot 12 Hos6ps 2009 roga Ne 695
O MpaBunax yTBepXAeHUs1 HA3BaHWUS1 OPUTMHaANbLHOIO JIEKapCTBEHHOrO cpeacTBa

B cootBeTcTBUM ¢ nyHKTOM 4 ctatbu 70 Kopekca Pecnybnuku KasaxctaH ot 18 ceHTsbpst 2009 roga «O
3[00pOBbE Hapoaa u cucteme 3gpasooxpaHeHus», MPUKA3bIBAIO:

1. YTBepauTtb npunaraemole MpaBuna yTBEpXAeHNS Ha3BaHNS OPUIMHANbLHOIO NeKkapcTBEHHOro cpeacTea.

2. KomuteTy KOHTpONsa MeauumHCKOW M hapmaLueBTudeckon aesatensHocTu MuHucTepcTBa 3apaBoOXpaHeHUs
Pecny6nukn KasaxctaH obecneunTb rocygapCTBEHHYO perucTpaumip HacTtodwero npukasa B MuHucTtepctse
toctuumn Pecnybnukn KazaxctaH.

3. [denapTaMeHTy aaMWHUCTPaTMBHO-NPaBoBOW paboTel MwuHUCTepcTBa 34paBooxpaHeHust Pecnybnuku
KasaxctaH (BucmunbamH @©.B.) obecneunTtb oduumansHoe onyObrvMKOBaHWE HACTOSILLEro npukasa Mnocrne ero
rocyaapcTBeHHON pernctpaumn B MuHmuctepcTBe toctnummn Pecnybnuku KasaxctaH.

4. lMpuaHaTb yTpaTvBLLIMM cuny npukas u.0. MuHuctpa 3gpaBooxpaHeHuss Pecny6nuku KasaxctaH ot 16
despana 2007 roga Ne 111 «O [MpaBunax yTBepXAeHUS Ha3BaHWS OPWUIMHaNbHOrO feKapCTBEHHOro cpeacTsa»
(3apernctpupoBaHHbIn B PeecTpe rocyaapCTBEHHOW permcTpauuyv HOpMaTMBHBLIX MpaBoBbIX akTtoB nod Ne 4567,
ony6nukoBaHHbIin B CobpaHnM akToB LEHTpanbHbIX WCMNOMHUTENbHLIX W WHbIX TOCYAAPCTBEHHbLIX OpPraHoB
Pecny6nukn KasaxcraH, 2007 r., mapT).

5. KoHTponb 3a MCMOMHEHMEM HAaCTOSALLEro npukasa BO3MOXWTb Ha Buue-myHucTpa 3gpaBooxpaHeHus
Pecnybnuku KaszaxctaH E.A. BupTtaHoga.

6. HacTtoswmn npukas BBOAWUTCA B AENCTBME MO UCTEYEHUM OECATU KaneHOapHbIX OHEN Mocre ero nepBoro
othmumanbHOro onyénMkoBaHus.

MuHucTp XK. DockanueB
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YTBepXaeHbl

npukazomM MyHuCTpa 3apaBoOXpaHeHUs
Pecnybnukn KasaxcTtaH

oT 12 Hos6pst 2009 roga Ne 695

MpaBuna
yTBEepXAEeHUA Ha3BaHUA OPUrMHaNbLHOIO JIeKapCTBEHHOrO cpeAcTBa

1. O6LwKe nonoxeHns

1. Hactoawue TlpaBuna onpegensioT MNOpAOOK  YTBEPXKAEHUS  OpraHM3auMsMU-NPOU3BOAUTENSAMM,
opraHv3auvsiMu-pas3paboTyrkamy HasBaHUSi OPUTMHANIBHOTO JEeKapCTBEHHOrO CPEeACTBa MpU FOCYAAPCTBEHHOM
pervcTpaumum opurMHansHoro fiekapcTeeHHoro cpeacrea (aanee - Mpasuna).

2. YTBepxXaeHne HasBaHUsi OPUrMHANbHOIO NEeKApCTBEHHOIO CPeAcTBa OCYLUECTBMAETCA Mocre 3KCrnepTusb
OPUrMHANBLHOIO NeKapCTBEHHOrO cpeacTsa.

3. HaseaHveM opurMHanbHOrO nEeKapCTBEHHOrO CpeacTBa sABMsieTcs crioBecHoe o6o3HadeHve B BuUae
onpedeneHHoro couyetaHuss OyKB (3HAKOB) WNW  OTHESNbHbIX CINOB, WAEHTUPULMPYIOLUMX  OpUrMHanbLHoe
nekapcTBeHHOE CPeACTBO C onpeaesieHHbIM COCTaBOM Ui (hapMaKoorMyeckum AeNCTBUEM.

2. Nopspok yTBepXXAeHUA Ha3BaHUA OPUTMHANbHOIO JIeKapCTBEHHOro cpeaAcTBa

4. HasBaHve OpWrMHanbLHOrO NeKapCTBEHHOro CpeAcTBa AOMKHO MAEHTMdULMPOBATbL €ro coctaB W (unwu)
Aencreme, BbITb KpaTKMM, NErko NPOU3HOCUMbIM 1 Braro3ByYHbIM.

5. [Ins HasBaHMS OpUrMHAaNbLHOTO NEKapCTBEHHOIO CPeACcTBa, CoaepXallero oaHy riekapcTBeHHyo cybcTaHumio
(MoHOMpenapaTt) U UMeloWwero MeXxayHapogHoe HenaTeHTOBaHHOE HasBaHwe, AOMyCKaeTCs UCMOoMb3oBaTb €ro B
KavecTBe HasBaHusa. [na uaeHTMdUKaLMM opraHnsauMmn-npom3BoamTens (opraHusaumun-paspaboTynka) HasBaHue
nekapCcTBEHHOro cpeacTBa MOXeT BKI0YaTb X HAMMEHOBaHWe nnu abbpesunatypy.

6. [lonyckaetcsa HasBaHMe OpUIMHaNbLHOMO NEKApCTBEHHOrO CPeAcTBa, BbIMYCKAEMOro B Pas3fUYHbIX
neKapcTBEHHbIX hopmMax U UMEIOLLEero OAMHAaKOBble MOKa3aHUS K NPUMMEHEHWo, NO BXOAdALEeMy B €ero cocrtas
OCHOBHOW neKapCcTBEHHOW cybcTaHumn. PasHble Ha3BaHua Ans pasHblX NeKapCcTBEHHbIX hOpM OAHOW M TOWM e
nekapcTBeHHOM cybCTaHUMM [OMNycKalTCA TONMbKO KakK MCKMYEHWe, Mpu 3HayYuTernbHOM W3MEHEeHUW AencTBus
nekapcTBEHHOro npenapaTta nof BANSHUEM NekapCTBEHHOW POPMbI U, COOTBETCTBEHHO, U3MEHEHUI MOKa3aHuin rno
NPUMEHEHMIO.

7. HasBaHne KOMBMHMPOBaHHOIO NeKapCTBEHHOIO CPeACTBa MOXET codepxaTb KOMBMHaumo u3 cnoros u Gyks,
BXOASILLMX B €ro COCTaB flekapCTBEHHbIX CyOCTaHLUMN.

8. MNpwu BbIGOPE Ha3BaHUsi OPUTMHANBHOIO NIEKaPCTBEHHOIO CPeACTBa He AOoNyCcKaeTCs:

NCMNonb3oBaHWe HasBaHWs, crnocobHoro BBeCcTU B 3abnyxgeHuwe noTpebuTens OTHOCUTENbHO cocTaeBa W
AENCTBMSA 1 NOOLLPSOLLErO K MPUMEHEHMIO MO He4OKa3aHHbLIM MOKa3aHUSM;

COAEpXaHWe B Ha3BaHWW IEeKapCTBEHHOro CpeacTBa MHMOPMaUMM OTHOCUTENBHO €ro  MCNonb30BaHus,
XapakTepUCTUK NeKkapCTBEHHOro CpeacTBa, cocTaBa, crnocoba u3roToBrneHus, a Takke noTpebuTenbCKMX CBOWCTB,
npeacTaBnSoWMX ero kak yHukansHoe, Hanbonee addekTBHoe n 6esonacHoe;

MCrnonb3oBaHWe B KayecTBe HOBOTO Ha3BaHWSA 1eKapCTBEHHOro CPeAcTBa 0603HAYeHW, MOEHTUYHBIX UMK
NPU3HaHHbIX rpaduyeckn u (MNnM) OHETUYECKM CXOAHBIMW C Ha3BaHUSIMW paHee 3aperncTpyMpOBaHHbIX
neKapcTBEHHbIX CPeACTB, PA3NNYHbLIX UMK CXOAHBIX MO COCTaBy U AENCTBUIO;

NCMONb30BaHVE MEeXAYHAPOAHbIX HENATEHTOBaHHbLIX Ha3BaHWUN UnNu rpadnyeckn n (Mnu) MPOHETUYECKN CXOAHbIX
C HUMW Ha3BaHWI A8 NEKApPCTBEHHOrO CPEeACTBa APYroro XMMUYECKOro cocTaBa uUnm AenNCTBUSA, a Takke BKIIOYEHne
B Ha3BaHWSA IEeKapCTBEHHOro CpefcTBa CIOB MM 4acTer CroB, XapaKTepHbIX ONA Ha3BaHWM CpeacTB ApYrnx
XMMUYECKNX 1 (Mnn) hapmMakonormyeckmx rpynr;

BKMIOYEHWE B HasBaHMEe IEKapCTBEHHOro CpefacTBa ero nekapcTBeHHoW (opMbl M [03bl BellecTBa, 3a
UCKIMIOYEHNEM PaCTUTENBHOTO ChIPbS U NIEKaPCTBEHHbIX CPEeACTB U3 NTeKapCTBEHHOrO PacTUTENBHOIO ChipbS;

Mcnonb3oBaHWe OAMHAKOBOrO Ha3BaHUS AN KOMOWHMPOBAHHBLIX fIEKapCTBEHHbIX NpenapaTos, OTNNYaOLLMXCS
COCTaBOM W1 COOTHOLLEHNEM [03MPOBOK BXOASALLMX B HUX hapMaLeBTUHECKNX CyOCTaHLMIA;

MorHOe BOCMPOM3BEAEHNE B Ha3BaHUWM NEKapCTBEHHOrO cpeacTBa HasBaHui 6GonesHenm u  CMMNTOMOB
3aboneBaHnii, aHaTOMMYECKNX U (PU3MONOrMYECKNX TEPMMHOB, MMEH COOCTBEHHBIX, reorpaduyecknx HasBaHWw,
OGLLENPUHATEIX CUMBOIOB, CrIOB M3 ObLITOBOM FEKCUKKM, CMOB rpadunyeckn, un (unu) (POHETUYECKN CXOAHbIX C
HeLeH3YPHbIMU BbIpaXXEHUsIMK;

Mcrnonb3oBaHWe B Ka4ecTBe Ha3BaHUS NeKapCTBEHHOIO CpeAcTBa 0603HAYEHUIA, TOXOAECTBEHHBIX UM UMEIOLLMX
rpacouyeckoe n (Unu) doHeTMHecKkoe CXOACTBO C oduuManbHbIMU HaMMeHOBaHUSMU 0CODO LEHHbIX OObEKTOB
NCTOPWKO-KyNbTYpPHOro Hacneaust HapodoB Pecnybnuku KasaxctaH nm6o o6bekToB BCEMMPHOTO KyNbTYPHOrO Win
NPVUPOAHOro Hacneaus;

ncnonb3oBaHve 0603HauYeHN, BOCMPOM3BOAALLMX COKPALLEHHbIE UMW MOSHbIE HAMMEHOBAHUSA MEXOYHaPOAHbIX
opraHusauuu,

ncnonb3oBaHve 0603Ha4YeHN, NpeacTaBNALLMX COOOM COKpalLeHHble HAaMEHOBAaHWSA OpraHn3auni, oTpacnem
9KOHOMWUKM 1 Ux abbpeBmnaTypsl;

ncnonb3oBaHne 0O03HAYeHWn, NPOTMBOPEYaLUMX MO CBOEMYy COAEepXaHuio OOLEeCTBEHHbIM UMHTEepecam,
NpVHUMNaM ryMaHHOCTU U Mopanu;

BKMIOYEHME B Ha3BaHWe JeKkapCTBEHHOro cpeacTBa OOO3HAYeHWN, ykasbiBAOWWMX Ha BWUA, KayecTso,
KONMYecTBO, CBOMCTBO, Ha3HayYeHue, LLeHHOCTb TOBapOoB, a Takke Ha MeCTO U BpeMsi UX Npou3BOACTBa UK cObITa;
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ncnonb3oBaHne 0603HAYeHWI, BOCNPOU3BOOALLUMX HA3BaHUS WU3BECTHbIX MPOWM3BEAEHWA NUTepaTypbl, HayKw,
MCKYCCTBa N UX (PparMeHTOB B HapyLUeHne aBTOPCKUX Npas.

9. [Ona yTBEpXKAEHUS Ha3BaHUS OPUIMHANBLHOTO NEeKapCTBEHHOTO CPeAcTBa  3asBuTeNnb nogaetT B
rOCyAapCTBEHHbIN opraH B cdepe obpalleHus nekapCTBeHHbIX CPeACTB, U3Oenuii MeQMLMHCKOTO HasHayeHus u
MeANLMHCKOW TEXHWKM (Janee - rocyapCTBEHHbIN OpraH), 3asBKy COrMacHO NPUNOXEHUIO K HacTosWwmM lNpasunam,
NOACHUTENbBHYIO 3anucky ¢ 060CHOBaHNEM NPeAioXEHHOro Has3BaHus, nHdopmMaumio ¢ focygapcTBeHHoro peectpa
TOBapHbIX 3HAKOB O HanuynuM NGO OTCYTCTBMU 3aPErMcTpUpOBAHHONO TOBaPHOrO 3Haka CXOOHOro C 3asiBIEHHbIM
0603HaYeHneM 1M KoNuio CBnaeTeNbLCTBA Ha TOBAPHbLIN 3HaK, BblAAHHOTO YNONHOMOY€EHHbLIM OpraHom B obnactu
MHTenneKTyanbHon cobcTBeHHOCTU. VIHpopmaums, ykazaHHas B 3asBKe, He NOANEXUT pasrnalleHuio.

10. lMpn paccmMoOTpeHWn MNpeacTaBlieHHbIX OAOKYMEHTOB roCydapCTBEHHbIM OpraH MpuBRAeKkaeT cneuvanuctoB
YMNOMMHOMOYEHHOro opraHa B 0obnacTu 34paBOOXpaHeHUs U ero NoABeAOMCTBEHHbIX OpraHu3auuin Ans okasaHus
KOHCYNbTaTUBHON MNOMOLLN.

11. ocyaapCTBEHHbIN OpraH He No3gHee TPUALATU KaneHAAPHbIX AHEW CO OHSA MPUHATUSA 3asiBKU NPUHMMaeT
pelweHne 06 yTBEpPXAeHWM (He YTBepXOEHWW) Ha3BaHWS OPUrMHaNbLHOrO NEKapCTBEHHOro CpeacTBa, KOTopoe
odopmnAeTCca NpMKasoM NepBOro pykoBOAUTENS rocy4apCTBEHHOro opraHa, nnmbo nuua, ero 3ameLlatoLLero.

12. B yTBepXOeHUn HasBaHWs OPUIMHANbHOINO feKapCTBEHHOrO CpeacTBa OTKasbiBaeTCs Mo criegylowum
npuyrMHaMm:

OOKYMEHTbI BHECEHbI C HapyLleHneM nyHkTa 9 HacTosawwmx Mpasun;

He cobntofeHbl TpeboBaHus, yCTaHOBNEHHbIE NyHKTamu 4, 5, 6, 7, 8, HacToswumx Mpasun.

MpunoxeHune

k MpaBunam yteepxaeHns
Ha3BaHWsA OpUrMHaNbLHOro
nekapcTBEHHOro cpefcTaa

3AABKA
Ha yTBepXAeHue Ha3BaHWUsl OPUTrMHaNbLHOro fieKapcTBEHHOro cpeacTsa
3asaBuTtens:
1) Ans dpumanyeckux nuu;:
®.1.0.
Agpec MeCTOXMTenbCTBa

TenedoH, cdakc, E-mail

2) ANs PUANYECKMX NnLy

HaumeHoBaHue

PykoBoautenb

KOpuamnyeckun agpec
Anpec MEeCTOHax0oXaeHus

TenedoH, dakc, E-malil

MpennoxeHHoe
Ha3BaHUe:

XMMUYECKOE Ha3BaHME UMK onMcaHue (BKITYasi CTEPEOXMMUYECKYHO
UHGOopMaLuto):
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"padnyeckasn popmyna:

MonekynspHas dopmyna:

dapmakonoruyeckoe aewcraue:

Cnocob NPUMeHeHNst "
A03bl:

HononHutensHas WMHopmauus:

[arta 3anonHeHus Mopnuce
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