L
o0;71em

O IlpaBmiaax yTBep)KACHHA Ha3BaHHMsA OPATHHAIHHOTO JIEKAPCTBEHHOT'O CPEACTBA

YTparusmmii caty

[Tpuka3 Munuctpa 3npaBooxpanenust Pecriyonnku Kasaxcran ot 12 Hos0ps 2009 rona
Ne 695. 3apeructpupoBan B Munucrepcte toctuniuu PecnyOnuku Kaszaxcran 24
HOs10pst 2009 roga Ne 5883. Vrpartun cuny npukazoM MuHHCTpa 31paBOOXpaHEHUS
Pecny6nuku Kazaxcran ot 24 HosOpst 2025 roma Ne 151.

CHocka. YTpatun cuiny npuka3zoMm Munucrtpa 3apasooxpanenus PK or 24.11.2025
No 151 (BBOAuTCS B JIeMCTBUE MO UCTEUCHUH JECATU KaJleHJAapHBIX JHEU MOCie JTHSA
ero NepBoro O(pUIMAIBHOTO OMyOJIUKOBAHMUS).

[Tpumeuanue PLITA!

[Topsimok BBEAEHUS B IEWCTBUE MTPUKa3a CM. 1. 6.

B cootBercTBuu ¢ nyHkToM 4 ctathu 70 Konekca PecnyOnuku Kazaxcran ot 18
ceutsiops 2009 roma "O 3m0poBhE HapoJa U CUCTEME 3JIpaBOOXpaHeHus",
ITPUKA3BIBAIO:

1. YTBepauts npunaraemele [IpaBuna yTBepkKIeHUSI Ha3BaHUSI OPUTHMHAIBHOTO
JIEKAPCTBEHHOTO CPEICTBA.

2. KoMurtetry KOHTPOJIS MEAUIIMHCKON M (hapMarieBTUUECKON JeATEIbHOCTH
MunucrepctBa 3apaBooxpaneHuss PecnyOnuku Kazaxcrtan obecrneduThb
rOCYJApCTBEHHYI PErMCTPAlMI0 HACTOSLIEr0 IpuKa3a B MHUHUCTEPCTBE FOCTULIMHU
Pecny6nuku Ka3zaxcras.

3. JenmaprameHTy aJIMHHUCTPAaTHUBHO-IPABOBOW paboThl MuHHUCTEpCTBA
3npaBooxpanenus Pecnybnuku Kazaxcran (bucmunpaun @.b.) obGecneunThb
opuManbHOe OMyOJIMKOBAHME HACTOSIIErO MpPHUKa3a IMOCJE €ro rocyaapCTBEHHON
peructpanuu B Munucrepctse roctuninu Pecy6nuku Kazaxcras.

4. Ilpu3zHaTh yTpaTUBIIMM CHIIy MpPUKA3 U.0. MUHHCTpa 3/paBOOXpaHEHUS
PecnyOommmku Kazaxcran ot 16 despans 2007 roga Ne 111 "O IlpaBunax yTBep:KaecHuUs
Ha3BaHUs OPUTHMHAIBHOTO JIEKAPCTBEHHOTO cpencTBa" (3aperucTpupOBaHHBIA B
Peectpe rocynapcTBEeHHOM PErMCTPALIMM HOPMATUBHBIX ITPAaBOBBIX aKTOB Mo Ne 4567,
onyOnukoBaHHbIi B CoOpaHMM aKTOB IEHTPAJbHBIX MCIOJHUTEIBHBIX W HWHBIX
rocyiapcTBeHHbIX opranoB PecriyOonuku Kazaxcran, 2007 r., mapr).

5. KoHTpoJsip 3a HCIOJTHEHMEM HACTOSIIETO IMpPUKa3a BO3JIOXKUTh HA
Bune-munuctpa 3npaBooxpanenust Pecriyonuku Kazaxcran E.A. bupranosa.

6. HacTosiuuii nmprka3 BBOAUTCS B ACHCTBHUE MO UCTEUCHUU JECATH KaJICHIAPHBIX
JTHEH 1ociie ero NepBoro oPpUIMaIbHOTO OMyOIUKOBAHMUS.

Munuctp K. Hockanues



YTBepKIEHBI
NpUKa30M MUHHCTpA 3IPaBOOXPAHEHUS
Pecniy6nuku Kazaxcran
ot 12 Hos0ps 2009 roxa Ne 695

ITpaBuia yTBEpKICHNA Ha3BaHUS OPHTHHAIIEHOTO
JICKApCTBEHHOT'0 CPEACTBa
1. O0mme momoXeHus

1. Hacrosmue IIpaBuna onpeaensitoT MNOPSIJIOK YTBEPXKIACHUS
OpraHU3alUAMU-IPOU3BOAUTENSIMU, OpPraHU3aALUAMHU-Pa3padOTUNKaAMU Ha3BaHUS
OPUTMHAJIBHOTO JIEKAPCTBEHHOTO CPEJCTBA MPH TOCYAApPCTBEHHOW pErucTpauuu
OpUTHMHANBHOTO JIEKAPCTBEHHOTO cpesicTBa (nanee - [IpaBuna).

2. VYTBepXKIE€HUE HaA3BAHWS OPUTIHMHAIBHOIO JEKAPCTBEHHOI'O CpPEICTBA
OCYILIECTBIISIETCS MOCJE IKCIEPTU3bl OPUTUHATIBHOIO JIEKAPCTBEHHOI'O CPEICTBRA.

3. Ha3BaHMEM OPUTMHAIBHOIO JIEKAPCTBEHHOTO CPENICTBA SIBISETCS CIOBECHOE
0003HaueHNe B BUJIE OMPEICTIEHHOTO COUEeTaHMs OYKB (3HAKOB) MJIM OTJIEIBHBIX CIIOB,
UACHTU(DUIUPYIOMINX OPUTHMHAIBHOE JIEKAPCTBEHHOE CPEJCTBO C ONPE/EIECHHBIM
COCTaBOM HJIM (hapMaKOJIOTHUECKUM JICHCTBUEM.

2. Tlopsapmok yTBepKACHUA Ha3BaHUA OPUTHHAILHOTO JIEKaAPCTBEHHOTO
cpencTBa

4. Ha3BaHHWE€ OpPUTHMHAJIBHOTO JIEKAPCTBEHHOTO CpEACTBA JOJIKHO
uJIeHTU(PUIIMPOBATh €r0 COCTaB M (WJIM) JEUCTBUE, OBITh KpPATKUM, JIETKO
MIPOU3HOCUMBIM U OJIar03BYYHBIM.

5. Jlns Ha3BaHMSI OPUTHMHAIBHOTO JIEKAPCTBEHHOT'O CPEJICTBA, COJIEPHKAILIETO OJIHY
JEKApCTBEHHYIO CyOCTaHIMIO (MOHOIIpENapar) W HUMEIOIIEr0 MEXIYyHapOIHOe
HEMAaTeHTOBAHHOE Ha3BaHME, JOMYCKACTCsl MCIOJIb30BaTh €r0 B KAUeCTBE Ha3BAHUSI.
Jlns wmaeHTHPUKAIMA OpPraHU3aUU-TIPOU3BOAUTEIS (OpraHU3aHH-Pa3padOTINKA)
Ha3BaHUE JICKAPCTBEHHOTO CPEACTBA MOXKET BKIOYaTh MX HAUMEHOBAHUE WIIH
ab0peBuaTypy.

6. Jlomyckaercs Ha3BaHUE OPUTHMHAIBHOIO JIEKAPCTBEHHOI'O CPEJNCTBA,
BBIITYCKA€MOT0 B Pa3IUYHBbIX JIEKAPCTBEHHBIX (POpMax M MMEINIEro OJWHAKOBHIC
MOKa3aHHUsl K TPUMEHEHUI0, IO BXOASIIEMY B €r0 COCTaB OCHOBHOM JIEKApCTBEHHOM
cyOctanuuu. Pa3Hble Ha3BaHUS JJIsl Pa3HbBIX JIEKAPCTBEHHBIX OPM OTHOU M TOU ke
JEKapCTBEHHOM CyOCTaHUMHU JOIMYCKAIOTCA TOJBKO KaK HWCKIIOYEHUE, MpU
3HAYUTEJIbHOM W3MEHEHUHU [EUCTBHS JIEKAPCTBEHHOTO IpernapaTa IOJ BIHSHUEM
JIEKapCTBEHHOM (DOPMBI M, COOTBETCTBEHHO, U3BMEHEHU MOKa3aHUI MO0 MPUMEHEHUIO.

7. Ha3zBaHne KOMOMHUPOBAHHOTO JIEKAPCTBEHHOT'O CPEJICTBA MOXKET COJIEPKATh
KOMOWHAIIUIO U3 CJIOTOB U OYKB, BXOJISAIIUX B €r0 COCTAB JICKAPCTBEHHBIX CYOCTAHIIUM.



8. Ilpu BBIOOpPE HA3BaHUS OPUTHMHAIBHOTO JIEKAPCTBEHHOTO CpEJCTBA HE
JIOITy CKaeTCsI:

WCIIOJIb30BaHUE HA3BaHUs, CIIOCOOHOTO BBECTH B 3a0JIyXKICHHE MOTPEOUTES
OTHOCUTENBHO COCTaBa M JEHUCTBUS W TOOIIPAIONIET0 K MNPUMEHEHHIO TI0
HEJI0Ka3aHHBIM TTOKA3aHUSIM;

coJiepKaHue B Ha3BAHUU JICKAPCTBEHHOTO CPEJCTBA MH(GOPMAIIUU OTHOCUTEIHHO
€r0 WCIIOJIb30BaHMS, XapaKTEPUCTUK JIEKapCTBEHHOTO CPENCTBA, COCTaBa, crocoda
U3TOTOBJICHUS, @ TaKKe MOTPECOUTETHCKUX CBOMCTB, MPEACTABIAIONIMX €ro Kak
yHUKaJIbHOE, Hanbosee 3 PpekTuBHOE U OE30IaCHOE;

MCIIOJIb30BAaHME B KA4eCTBE HOBOT'O HAa3BaHUS JIEKAPCTBEHHOTO CPEICTBA
0003HaYeHUM, UJICHTUYHBIX WU MPU3HAHHBIX Tpaduuecku U (Wian) (HOHETUYECKHU
CXOJIHBIMUA C Ha3BaHUSMH pPaHEE 3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB,
Pa3UYHBIX WM CXOJHBIX 110 COCTABY U JEHCTBUIO;

WCIIOJIb30BAaHUE MEXTYHAPOIHBIX HETIATCHTOBAHHBIX HA3BAHWMA MW TpapUIecKu U
(unn) (QoHETHYECKH CXOIHBIX C HMMHU Ha3BaHWUM NJis JIEKAPCTBEHHOI'O CPENICTBA
JIPYTroT0 XMMHUYECKOTO COCTaBa WIIM JEUCTBHUSA, a TAK)KE BKIIOYCHHWE B HA3BaHMUS
JIEKapCTBEHHOT'O CPEJCTBA CIOB WMJIM YacTE€ CJIOB, XapaKTEPHBIX /JIS Ha3BaHUU
CPEIICTB IPYTUX XUMUYECKUX U (WK) (hapMaKOIOTHYECKUX TPYIIIT;

BKJIFOUCHHUE B HA3BaHUE JIEKAPCTBEHHOTO CPECTBA €T0 JIEKAPCTBEHHOU (OPMBI U
JI03bI BEIIIECTBA, 32 UCKIFOUEHUEM PACTUTEIBHOTO ChIPhS U JICKAPCTBEHHBIX CPEACTB U3
JIEKapCTBEHHOTO PACTUTEIHLHOTO CHIPHS;

UCII0JIb30BAHUE OJIMHAKOBOTO Ha3BaHUA JJIsI KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX
IpenapaToB, OTIUYAIOIIUXCS COCTABOM MM COOTHOIICHHEM JO3UPOBOK BXOJSIINX B
HUX (PapMaleBTUYECKUX CYyOCTaHITUM;

MOJIHOE BOCIPOM3BEJCHNE B HA3BAaHUHU JICKAPCTBEHHOTO CpEJCTBA HA3BaHUI
00Je3He U CUMIITOMOB 3a00JIEBaHU, AHATOMUYECKHUX U (DHU3UOIOTHYECKUX TEPMUHOB
, AIMCH COOCTBEHHBIX, reorpadmuecKnX Ha3BaHWUN, OOIIETIPUHATHIX CHMBOJIOB, CJIOB H3
OBITOBOW JIEKCHKH, CJOB Tpadudecku, U (mim) (GOHETHYECKH CXOJHBIX C
HEIEH3YPHBIMU BBIPAXKCHUSIMU;

UCIIOJIb30BAHNE B KAaUe€CTBE Ha3BaHUS JIEKAPCTBEHHOTO CPEACTBA 00O3HAUCHMUIA,
TOXJIECTBEHHBIX WJIM HUMEIOIMUX rpaduyeckoe U (uiu) (HOHETUYECKOEe CXOJCTBO C
opuUITMaTFHEIMI HAMMEHOBAHUSIMH 0CO00 IIEHHBIX 00BEKTOB MCTOPUKO-KYIBTYPHOTO
Hacaeaus HapoaoB Pecnyonuku Kazaxcran mibo 00beKTOB BCEMUPHOTO KYJIbTYPHOTO
WJIA TIPUPOTHOTO HACTIC/INS;

UCIIOJIb30BaHNE 0003HAYEHUHN, BOCTIPOU3BOASIINX COKPAIICHHBIC WJIH TTOJTHBIC
HAaUMEHOBAHUS MEXIYHAPOJIHBIX OPTaHU3aAIUH;

UCIIOJIb30BaHNE O0O03HAYCHUN, MPEACTABISIONUX COOOW COKpaIleHHbIE
HAaUMEHOBAHUS OpraHu3aIllil, OTpaciiell SKOHOMUKU U UX aOOpeBUATYPHI;



UCIIOJIb30BaHMEe 0003HAUYCHUH, MPOTUBOPEUAIINX IO CBOEMY COJEPKAHUIO
00I11IeCTBEHHBIM UHTEpEcaM, MPUHIIMIIAM TYMaHHOCTH U MOPAJIH;

BKJIFOUCHHUE B HA3BaHUE JICKAPCTBEHHOTO CPEJCTBA 0003HAUCHUM, YKA3BIBAIOIINX
Ha BHUJI, KAYECTBO, KOJUYECTBO, CBOMCTBO, HA3HAYEHUE, IICHHOCTh TOBAPOB, a TAK)KE Ha
MECTO U BpeMsl UX NMPOU3BOJICTBA UJIU COBITA;

UCIIOJIb30BaHUE O0003HAYEHMM, BOCHPOU3BOASIIMX HA3BAHUS HM3BECTHBIX
NPOU3BE/ICHUN JUTEpPATYphl, HAYKH, UCKYCCTBA W UX ()parMEeHTOB B HaApYyIICHUE
ABTOPCKHX IPaB.

9. Ina yTBEpX IE€HUS HA3BAHUS OPUTHMHAIBHOIO JIEKAPCTBEHHOTO CpPEACTBA
3asBUTENb MOJIA€T B TOCYJIAPCTBEHHBIH OpraH B cdepe oOpaiieHus JeKapCTBEHHBIX
CPEICTB, U3ACINN MEAUIIMHCKOTO Ha3HAYEHHUS W MEIUIIMHCKOM TEXHUKHU (nanee -
rOCY/IapCTBEHHBIN OpraH), 3asBKy COTJIACHO MPUIIOXKEHUIO K HacTosuuM [IpaBunawm,
MOSICHUTENBHYIO 3aMKUCKY ¢ 000CHOBAHUEM MPE/JI0KEHHOTO Ha3BaHUsl, MH(OPMAIHUIO C
l'ocynapcTBeHHOTO peecTpa TOBApPHBIX 3HAKOB O HAJIMYUU JUOO OTCYTCTBUU
3apEruCTPUPOBAHHOIO TOBAPHOTO 3HAKA CXOJHOTO C 3asBJICHHBIM 0003HAYCHUEM WITU
KOIHUIO CBUJIETEJILCTBA HA TOBAPHBIN 3HAK, BHIIAHHOTO YIIOJIHOMOYEHHBIM OPraHOM B
00J1aCTH MHTEJUIEKTyaJIbHOU cOOCTBeHHOCTH. MH(DOopMmalus, ykasaHHas B 3asBKe, HE
NOJJICKUT PaA3TIIALCHHUIO.

10. IIpu paccMOTpeHUH MPEICTABICHHBIX IOKYMEHTOB TOCYIapCTBEHHBIN OpraH
NPUBJIEKAET CIEHHUATMCTOB YIIOJIHOMOUYEHHOT'O OpraHa B 00JIacTU 37paBOOXPAHECHUS U
€ro MoJIBeIOMCTBEHHBIX OpPraHU3AINI JJIsl OKa3aHUsSI KOHCYJIbTaTUBHOM MOMOIIIH.

11. 'ocynapcTBeHHBIN OpraH HE MO3/IHEE TPUALIATH KAJIEHAAPHBIX JHEW CO AHS
NPUHATUS 3aIBKU IPUHUMAET pelieHre 00 YTBEPXKACHUU (HE YTBEPKACHUHN ) HA3BAHUS
OpUTHUHAIBHOTO JIEKAPCTBEHHOTO CPEJICTBA, KOTOPOE OPOPMIISIETCS TPUKA30M TTEPBOTO
PYKOBOJUTENS TOCYAAPCTBEHHOI'O OpraHa, JIM00 JIUIA, €ro 3aMeIlatoIero.

12. B yTBepkIeHMU Ha3BaHUS OPUTHHAIBHOTO JIEKAPCTBEHHOTO CPEACTBA
OTKAa3bIBAETCS IO CICAYIONIUM MIPUINHAM:

JIOKYMEHTBI BHECEHBI C HapylIeHUeM MyHKTa 9 HacTosimux [IpaBun;
He coOroieHbl TpeOOBaHUsI, yCTAHOBIICHHbIE MTyHKTaMu 4, 5, 6, 7, 8, HaCTOAIIUX

[IpaBu.
IIpunoxxenue
K IIpaBunaM yTBep KIeHUS HA3BaHUS
OPHUTHHAIBEHOTO
JIEKapCTBEHHOTO CPEJICTBA
3ASIBKA

Ha YTIBCPXIOCHHUEC Ha3BaAHUA OPHIHHAIBHOI'O JICKAPCTBCHHOI'O CPEICTBA

3asBUTED:
1) mist pu3nygecKux JInII:
d.1.0.




AJnpec MEeCTOKUTEILCTBA

Tenedon, daxc, E-mail

2) st FOpUIMYECKUX JIUIL
Haumenosaunue

PykoBoauTesnb
IOpunnuecknii anpec

AJnpec MECTOHAXOXKICHUS

Tenedon, dpaxc, E-mail

HpCI[J'IO}KCHHOG Ha3BaHHUC!

XUMHUYECKOE HAa3BaHUE WM ONUCaHUe (BKIFOUasl CTEPEOXUMUYECKYIO
uHpopMaIuio):

_Fpa(bnquKa;I bopmyna:
MonexynsipHas popmyia:

DapmMaKoIOTHYECKOE JECUCTBUE:

Cnoco0 IMPUMCHCHUA U OO3bI:

JlononHuTeNbHAS WHDOPMAITHUS:

JlaTta 3anonnenus [loanuck
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