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O BHeCeHMH M3MEHEHHA B IIpAKa3 H.0. MuHKCTpa 3apaBooxpaHeHns PecmyOmkn
Kazaxcrasn ot 19 anpens 2019 roga Ne KP JICM-42 "O6 yrBepxaernn ITpapun
peryImMpoBaHHA LIEH Ha JIEKapCTBEHHBIE cpeacTBa"

YTparuBmmii caoy

IIpuka3z u.0. Munuctpa 3npaBooxpanenus Pecriyonuku Kazaxcran ot 17 utons 2020
roga Ne KP JICM-68/2020. 3apeructpupoBan B MuHuctepcTBe octuninu PecnyOinmku
Kazaxcran 18 urons 2020 roma Ne 20871. Yrparun cuiry npukazom MuHHCTpa
3npaBooxpanenus: PecmyOnuku Kazaxcran ot 11 gexa6ps 2020 roga Ne KP JICM-247/
2020.

Cnocka. YTpatun ciity npukazoM Munucrtpa 3apasooxpanenus PK or 11.12.2020
Ne KP ICM-247/2020 (BBOAUTCS B JACHCTBUE MO MCTCUCHUU JCCATU KaJICHIAPHBIX
JTHEH TOCJIe HS €ro MepBoro oPUIMaIbHOro OMyOJIMKOBAHMUS).

B coorBerctBuu ¢ noamynkrom 112) mynkra 1 crateu 7 Koxekca PecrmyOmuku
Kazaxctan ot 18 centabps 2009 roma "O 310poBbe HapojJa U CHUCTEME
3npaBooxpanenusa" [IPUKA3BIBALO:

1. BHectu B nmpuka3 UCHOJHSIONIETO 00sA3aHHOCTH MUHUCTpa 3/IpaBOOXpaHEHUS
Pecry6nuku Kazaxcran ot 19 anpens 2019 roma Ne KP JICM-42 "O6 yTBepkaeHUH
[IpaBun perynupoBaHus 1LIEH Ha JICKAPCTBEHHbIE CpeiCTBa', (3aperucTpUpoOBaH B
Peectpe rocymapcTBEHHON perucTpanvii HOPMATUBHBIX IPABOBBIX aKTOB moj No
130940, 3apeructpupoBan B MunuctepctBe toctuiiun Pecnybnuku Kazaxcran 23
arnpenst 2019 roga Ne 18573) (nanee-Ilpuxas) crnenytoiee U3MEHEHHE:

[IpaBuna perynupoBaHHsl LIEH Ha JEKAPCTBEHHBIE CPEJICTBA, YTBEPKICHHbIC
[TpukazoM U3I0KUTH B PEAAKIIUU, COTJIACHO MPHUJIOKEHUIO K HACTOSIIEMY MPUKA3Y.

2. KomuteTy KOHTpOJISI KauecTBa U 6€30MacHOCTH TOBAPOB U ycIyT MuUHHCTEpCTBA
3apaBooxpaneHus PecnyOnumku KazaxcTtaH B yCTaHOBJICHHOM 3aKOHOJATEIbCTBOM
PecnyOnuku Kazaxcran nopsigke 00ecrneyuTh:

1) rocyaapCTBEHHYIO PErHMCTpalyio HACTOSIIEro Mpuka3za B MuHUCTEpCTBE
roctuuu Pecnybnuku Kazaxcran;

2) pa3MelleHre HaACTOSIIEro NMpuKasa Ha MHTEpHET-pecypce MuHHCTEpCTBa
3npaBooxpaHenus Pecnyonuku Kazaxcran nocie ero opuinuaibHOro onyOJuKoBaHuUS,

3) B TedeHue AecATH pabOYUX JIHEH TOoCie rocyJapCTBEHHOW perucTparuu
HACTOSAIIEr0 MpuKasza npejacrabieHue B KOpuandeckuiit nenaprameHT MuHuCTEpCTBa
3apaBooxpaneHus PecryOauku Kazaxcran cBefeHUN 00 MCIIOTHEHUH MEPOIIPUSITHH,
PEeIyCMOTPEHHBIX MOAMYHKTaMU 1), 2) HACTOSIIErO MyHKTAa.



3. KoHTpOJIb 32 UCIIOJTHEHUEM HACTOSAIIETO MPUKa3a BO3JIOKUTh Ha KYpUPYIOIIETO
BUIIE-MUHUCTpA 3/ipaBooxpaHeHus: Pecnybnuku Kazaxcrah.

4. Hacrosimuii mpyuka3 BBOJUTCS B JSUCTBUE 1O UCTCUYCHUM JECITH KaJCHIapHBIX
JTHEH TIoCJIe JTHS €ro MepBOro oPUIMaIbHOrO OMyOJIMKOBAHHUS.

Hcnonasromas 003aHHOCTH MHHHCTpa 3/paBOOXpaHEHHS A
. AKTaeBa
Pecniy6inkn Kazaxcran

[Ipunoxxenue k mpukasy
Vcnonusiromas 00s13aHHOCTH
MuHnucTpa 34paBOOXpaHEHUS

Pecny6imku Kazaxcran

ot 17 nrous 2020 roxa
Ne KP ICM-68/2020

K IIpUKa3y u.0. MuHucrtpa

3/[paBOOXPaHEHUS

Pecny6nuku Kazaxcran

ot 19 anpens 2019 roga

Ne KP ICM-42

ITpaBuia peryMpoBaHHA IICH Ha JIEKAPCTBEHHEIE CPEICTBA
I'masa 1. O0mue mosoxeHus

1. Hacrosimue IIpaBuiia ycTaHaBIMBAIOT NOPSAJOK PEryJIMpPOBAHUS LIEH HA
JekapcTBeHHbIe cpenctra (panee — JIC).

2. l'ocynapcTBeHHOE peryaupoBaHue IIeH OCYIIECTBISIETCS MyTeM (opMUpOoBaHus,
YTBEPKACHUS MPEACTbHBIX IIEH U HALICHOK, & TAK)KE MOHUTOPUHTA U aHAJIU3a LIEH Ha
JIEKapCTBEHHBIE CPEICTBA.

3. l'ocynapcTBeHHast SKCIEPTHASL OPraHU3aLNs OCYLIECTBIISET:

) peructpaiuio eHbI WIK NEPEPErUCTPALNIO 3aPETUCTPUPOBAHHON IIEHBI IS
ONTOBOM M PO3HUYHON pealin3allid Ha TOProBoe HaumeHoBanue JIC,

2) perucTpainuio eHbl WIM MNEPEPErucTPalfio 3apErucCTPUPOBAHHON 1IEHBI B
pamkax 'OBMII u B cucteme OCMC;

3) pacueT mpoeKTa NnpeaeabHbIX IIeH Ha ToproBoe HaumeHnoBanue JIC st onToBoit
Y PO3HUYHOM peanu3aluy,

4) pacuer mpoekTa MmpeeabHbIX IIeH Ha ToproBoe HauMeHoBanue JIC B pamkax
I'OBMII u B cuctreme OCMC;
5) pacueT mpoekTa IpeAeibHBIX 1IEH Ha MEXJIYHApOJHOE HEMaTEeHTOBAaHHOE
nanmeHoBanue JIC B pamkax 'OBMII u B cucreme OCMC;

6) BeJieHuE peecTpa IIeH.

4. B Hactosimux [IpaBunax ucnosib3yrOTCs CIEIYIONIME OCHOBHBIE TOHATHS:

1) peecTp 11eH — cUcTeMa yueTa U CUCTEMATU3aINU HH(OOPMAIIUU B DJIEKTPOHHOM
BH/JIE O NIPEAENBHBIX LIECHAX HAa TOProBoe HanMeHoBaHue JIC 11 OnToBOK U pO3ZHUYHOU
peanu3auru, B XPOHOJIOTHYECKOM IMOPSAKE, C YYETOM BHECEHHBIX W3MEHCHUU H



COXpaHEHUEM MPEIbIAYIINUX BEPCUM, C MPEIOCTABICHUEM BO3MOXKHOCTU OTKPBITOTO
JOCTyTa K JaHHBIM CBeJIeHUsIM Ha MHTepHeT-pecypce ToCyJapCTBEHHOM SKCIIEPTHOM
OpraHu3alluy;

2) mopran pedepeHTHOro ueHooOpa3zoBanus (nmanee - Ilopram) —
aBTOMAaTH3WpOBaHHAsT WH(GOpPMAIMOHHAS CHUCTEMa TOCYIapCTBEHHOW JKCIIEPTHOU
OpraHU3allly;

3) ¢pukcupoBannas neHa — uena JIC, onpeneneHHas no pe3yabTaTam 3aKyla, Mo
KOTOPO# MOoCTaBIIUK 00s3yeTcs noctaButh JIC equHOMY TUCTpUOBIOTOPY;

4) OuoaHaNOTUYHBIN JIEKApCTBEHHBIA Mpenapar (OnoaHayior, 6MOMOA00HBIN
JIEKapCTBEHHBIN Mpemapat, OMOCUMUIISAP) — OMOJIOTHYECKHH JICKapCTBEHHBIN Mpemnapar,
KOTOPBIM COJEPAKUT BEPCHUIO ACHCTBYIOIIEIO BEIIECTBA, 3aperMCTPUPOBAHHOTO
OMOJIOTMYECKOTO OPUTHMHAIIBHOTO JICKAPCTBEHHOT'O Mperapara uiu pedepeHTHOTO
JIEKapCTBEHHOTO penapara 1 1o KOTOpoOMYy MPOJAEMOHCTPUPOBAHO CXOJCTBO (1Mog00ue
) Ha OCHOBE CpaBHHUTEIbHBIX HCCJIEJOBAaHUM IO TOKa3zaTelsaM KadecTBa,
OMOJOTUYECKON aKTUBHOCTH, 6€30MaCHOCTH U 3 (PEKTUBHOCTH;

5) npeaenbHas 1ieHa Ha ToproBoe HaumeHoBaHue JIC s po3HUYHOM peanu3anuu
— 1LIeHa Ha ToproBoe HanMmeHoBaHue JIC, BbIIE KOTOPOl HE MOXKET OCYIIECTBISATHCS
€ro pO3HUYHAs peaan3alus;

6) po3HMYHas HalleHKa — HaJg0aBKa K MPENEJbHOW II€HE Ha TOPTOBOE
HanMmeHoBaHue JIC 171 ONTOBOM pealin3allii MO PETPECCUBHOM MIKAJIE, BKIIFOYAIOIIAs
NpuObUIbL U PACXOJbl, CBA3AHHBIE C OCYIIECTBICHUEM PO3HUYHOU peanuzauuu JIC,
UCIIOJIb3yeMas JI pacuera MpeAesibHON LeHbl Ha ToproBoe HaumeHoBaHue JIC miis
PO3HUYHOM peann3alni;

7) perpeccuBHas IIKaja PO3HUYHOM HAIGHKH — IIKaja PO3HUYHON HAllEHKHU B
MPOIICHTHOM BBIPAXKEHUU, 3aBUCUMAasi OT BEJIUYUHBI MPEEIbHON IIEHbI Ha TOPTOBOE
HanmeHoBaHue JIC 11 oNTOBOM pean3aiiuy;

8) opUTrHHaAIBHBIN JIEKapCTBEHHBIN MIpenapaT — JICKapCTBEHHBIN ITpenapaT ¢ HOBBIM
JNEUCTBYIOIIUM BEILIECTBOM, KOTOPBIN ObLI MEPBBIM 3apETUCTPUPOBAH U PA3MEILIEH Ha
MHUPOBOM (papMaiieBTUYECKOM PhIHKE, HA OCHOBAHHH JIOCHE, COJIEPIKAILIETO PE3yIbTaThl
NOJHBIX JOKJIMHUYECKUX (HEKJIMHUYECKUX) M KIMHUYECKUX MCCIEIOBaHUM,
MOJITBEPKIAIOITUX €r0 0€30M1aCHOCTh, KAYeCTBO U 3(PPEKTUBHOCTS;

9) MexayHapOAHOE HEMATEHTOBAHHOE HAMMEHOBAHUE JIEKAPCTBEHHOT'O CPEJICTBA —
HanMmeHoBaHue JIC, pekomenaoBanHOe BceMupHoOl opranuzanuei 3apaBooxpaHeHust (
nanee — MHH);

10) ymosmHOMOYEHHBI OpraH B 00JIaCTH 37paBOOXpaHCHUS (manee -
YIOJHOMOYEHHBII OpraH) — roCy/1apCTBEHHBIN OpraH, OCYIIEeCTBISIONIMNI PYKOBOACTBO
B 00JIACTH OXpaHBI 37J0POBbs TPAXJIaH, MEIUIIMHCKON U (apMaIeBTHUECKON HAyKH,



MEIULIUHCKOTO u bapManeBTUUECKOTO oOpa3zoBaHus,
CaHUTAPHO-3MUAEMHUOJIOTHYECKOro0 Oyiarononyyusi HaceneHus, oopamenus JIC, u
MEIUIUHCKUX u3aenuil (naisee — M), KOHTpoOJIs 32 Ka4€CTBOM MEAUIIMHCKUX YCIYT;

11) rocynapcTBeHHas skcniepTHas opranuzanus B chepe obpamenus JIC u MU (
najiee — TOCYIapCTBEHHas »JKCOEpPTHas OpraHu3ainus) — pechnyOJHKaHCKOe
rOCyIapCTBEHHOE TMPEANPUATHE HAa IMpPaBE XO3SAMUCTBEHHOTO  BEICHUS,
OCYILECTBIISIIOLIEE TMPOU3BOACTBEHHO-XO3AMCTBEHHYIO JAESTEIbHOCTh B 00JacTu
3/IpaBOOXpaHEHUs 10 o0ecredeHnto 6ezonacHocTH, dppexTuBHOCTH U KadecTBa JIC, a
TaKKe Hay4dHbIE MCCIEOBaHUS B 00JacTH pa3pabOTKu HOBBIX opuruHaiabHbIX JIC,
dapmarm, papMaKoIOTHH;

12) rocynapctBennsiii peectp JIC m MU — unbopmanuoHHbll pecypc,
coiepKallluil CBEJIEHUSI O 3apETHUCTPUPOBAHHBIX U PA3PEIICHHBIX K MEAUIUHCKOMY
npuMeHnenuto B Pecriyonmke Kazaxcran JIC u MU;

13) pedepentHoe nenooopazoBanue Ha JIC - cuctema aHanusa 11eH Ha TOProBOE
HauMeHoBaHue JIC, oOcCHOBaHHasg Ha NPEACTABICHHBIX 3asgBUTEIEM IIE€HAX
®paHk0-3aBoJI OJHOrO U TOro ke npousBoautens JIC ¢ omHUM U TEM K€ aKTUBHBIM
BEIIIECTBOM, C yYE€TOM JIEKApCTBEHHOW (OPMBI, KOHIEHTPAIIMU U JO3UPOBKHU B
pedepeHTHBIX cTpaHax, a Takxke (aKTHYECKOM IIeHbl MOCTaBOK B PecmyOnuky
Kazaxcran;

14) enununa usmepenus JIC (eaumHuna 3akyrna) — eIMHHUIIA JTO3UPOBAHHOU (
pa3/ieIeHHOM) JIEKapCTBEHHOM (OPMBI MM OTPaHUYEHHOrO MEPBUYHOM YNAKOBKOMN
oOBbeMa (Macchl) HEJIO3UPOBAHHOM (HEpa3eeHHOM) iekapcTBeHHOM (popmbl 11t JIC;

15) 3apeructpupoBaHHas li€HA JJisi ONTOBOW W PO3HUYHON peanu3aluu —
pacuetHas Oa3oBas IleHa Ha ToproBoe HamMeHoBaHue JIC mis popmupoBanus
MpeNeabHON 1LIEHbl Ha TOproBoe HamMmeHoBanue JIC g onTOBOM W PO3HUYHOU
peanmuzanuu JIC, coctosimiasi M3 LEHBl MNPOU3BOJUTENS, PACXOJOB HA OILIEHKY
0€301acCHOCTH U Ka4eCTBa, PACX0JI0B HA MAPKETHHT, a TAaK)Ke€ TPAHCIIOPTHBIX PacXO0B
OT MPOU3BOIUTEINS 10 TpaHuIlsl PecniyOnmku KazaxcTan v TaMOKEHHBIX PaCXO0B JIJIs
BBO3UMBIX JIC;

16) npenenpHas 11eHa Ha ToproBoe HaumeHoBanue JIC 1yt onToBOM peanu3aiuuy —
1IeHa Ha ToproBoe HanmeHoBaHue JIC, BbIllle KOTOPOW HE MOXKET OCYIIECTBISATHCS €ro
OTTOBAs pean3alus;

17) onToBasi HalleHKa — HaJ0aBKa K 3apETUCTPUPOBAHHOM II€HE 10 PErpPeCCUBHOM
IKaJjie, BKIOYaoIIas NpuoObLIb U PACXO/Ibl, CBSI3aHHBIE C OCYIIECTBICHHUEM ONTOBOM
peanuzanuu JIC, ucnonb3yemas Ajisi pacuera NpeesibHOM ILIEHbl Ha TOProBOE
HanMeHoBaHue JIC s onToBOM peain3anuy;

18) perpeccuBHas miKajga ONTOBOM HAIlEHKH — IIKaja ONTOBOM HAIIEHKUA B
MPOLIEHTHOM BBIPa)KEHUU, 3aBUCUMAs OT BEJIMUYMHBI 3aPETUCTPUPOBAHHON 1IEHBI;



19) Bocnpou3BeIeHHBIN JIEKaPCTBEHHBIN NpenapaT (FT€HEpHUK) — JIEKapCTBEHHBIM
rpemnapar, KOTOPbIM MMEET TAKOM K€ KOJMYECTBEHHBIM U KAYECTBEHHBIA COCTAB
JEUCTBYIOIIUX BEIIECTB M Ty XK€ JIEKAPCTBEHHYIO (DOpMy, UYTO M OPUTHHAIBHBIN
JEKApCTBEHHBIA TMpenapar, U OHO’IKBUBAJIEHTHOCTb KOTOPOrO OPUTHHAIBHOMY
JIEKapCTBEHHOMY IpernapaTy MOATBEPKIaeTCsd COOTBETCTBYIOLIMMHU UCCIIEI0BAHUSIMU
OonoocTynHOCTU. Paznuunbie conu, 3(hUphl, M30MEPhI, CMECH U30MEPOB, KOMIUIEKCHI
WM NPOU3BOJHBIE JEWCTBYIOIIErO BEIIECTBA MPU3HAIOTCS OJHUM U TEM XKe
JEHCTBYIOIIUM BEIIIECTBOM, €CJIM UX 0€301acHOCTh U 3(PHEKTUBHOCTD CYIIIECTBEHHO HE
ornnyarorcs. Pa3nuunele nekapcTBEHHbIE (POPMBI JJIs IPUEMA BHYTPh C HEMEJICHHBIM
BBICBOOOK/IEHUEM BEIIECTB MPU3HAIOTCS B paMKax HCCIEAOBAaHUN OMOIOCTYITHOCTH
OJIHOM M TOM ke JIeKapCTBEHHOU (HOpMOi;

20) 3assBUTENh — (PU3NUECKOE WU IOPUANIECKOE JIUIIO, TPABOMOYHOE TI0/1aBaTh
3asBJICHUS, IOKYMEHTBI U MaTe€pUalibl IJIs1 PETUCTPALIMU LIEHBI WIHA NIEpEPErucTpauuu
3apeructTpupoBaHHoi 1eHbl Ha JIC, sBistoieecs: NpOU3BOIUTENEM, BIAJIETbLEM WU
JEep>KaTeIeM PErUCTPALMOHHOTO YAOCTOBEPEHUS WIIH SIBJIIOIIEECS YIIOJTHOMOYEHHBIM
peACTaBUTENEM TMPOU3BOAMTEINS, BIaAENbla WIN AEp)KATeNsd PEerucTPalOHHOIO
yJIOCTOBEPEHUS, a TaKKe UHbIe CyObeKThl B chepe obpamenus JIC i MU, nns JIC
BBE3EHHBIX M (WJIM) MPOU3BEACHHBIX Ha TeppuTopuu PecnyOmuku Kazaxcran no
UCTEUYEHUs CPOKa JIEUCTBUSA PETHCTPALMOHHOIO YIOCTOBEPEHUS, CPOK IEHCTBHS
peructpaumoHHoro yaocrosepenus JIC Ha MOMEHT Mo/1auu 3asiBJIICHUS UCTEK;

21) pedepeHTHbIE CTpPaHBI — CTPAHbI €BPOIEUCKOT0 U IIEHTPaIbHO-a3HaTCKOTO
peruoHa, MakpOSKOHOMHUYECKH corocTtaBumble ¢ KazaxcraHom, OTHOCSIIHECS K
IpyIIE CTpaH BBICOKOTO, BBIIIE CPEAHEr0 WIM HUXKE CPEJHEro YpOBHS JTOXOJOB,
cornacHo kiaccudukanuun BecemupHoro 6aHka Mo OIEHOYHOMY YPOBHIO BajlOBOTO
HAallMOHAJIBHOTO JI0X0Ja Ha JylUly HAaceleHUs, W3 KaTerOpuHu KpeaUuTyEeMbIX
MexayHapoaJHbIM OaHKOM PEKOHCTPYKIUM U pa3Butus (Azepbaitmkan, bemapyce,
bounrapus, Benrpus, ['peuus, Jlateus, JIutea, Poccus, [lonbiia, Pymbiaus, CinoBakusi,
Cnosenus, Typuust, XopBatusi, Uexus, ICTOHUS);

22) npeaenbHas 1ieHa Ha ToproBoe HaumeHoBanue JIC unmu MU B pamkax ['OBMII
u B cucteMe OCMC — nena Ha ToproBoe HauMeHoBanue JIC nnun MU, Beie koTopon
HE MOET ObITh npousBeieH 3akyn B pamkax ['OBMII u B cucreme OCMC;

23) perpeccuBHas mkana HaueHkd B pamkax ['OBMII u B cucteme OCMC —
mkana HaueHkd B pamkax ['OBMII u B cucteme OCMC B NpOLIEHTHOM BBIPAKEHUH,
3aBHUCUMAasl OT BENMYMHBI 3apeructpupoBaHHor neHbl JIC B pamkax 'OBMII u B
cucreme OCMC;

24) npenenbHas IieHA HAa MEXIyHapOJHOE HEMaTeHTOBaHHOEe HanMeHoBaHue JIC
WM TexHu4eckyro xapaktepuctuky MU B pamkxax ['OBMII u B cucteme OCMC —



[IEHAa Ha MEXIYHapOJHOE HENaTeHTOBaHHOEe HanMeHoBaHue JIC WM TEXHUYECKYIO
xapakTepucTuky MU, Bbillie KOTOPOIl HE MOKET ObITH MPOU3BEAECH 3aKyIl B paMKax
I'OBMII u B cucteme OCMC;

25) 3apeructpupoBaHHas neHa B pamkax ['OBMII u B cucreme OCMC —
pacdyeTHast Oa3oBasi LleHa Ha ToproBoe HammeHoBanue JIC mns dhopmupoBaHus
MpeaeIbHOM 1IEeHbl Ha TOproBoe HauMeHoBanue B pamkax 'OBMII u B cucreme OCMC
, COCTOSIIIAsl U3 LIEHbI IPOU3BOJIUTENS, PACXOJA0B HA OLIEHKY 0€30MaCHOCTH M Ka4eCTBa,
a 111 BBO3UMBIX JIC — TpaHCHOPTHBIX PacxoJ0B OT MPOU3BOIAUTENS 10 TPAHUIIBI
Pecny6nuku Kazaxcran u TaMOXEHHBIX PacXo0/i0B;

26) namnenka B pamkax ['OBMII u B cucreme OCMC — HagbaBka K
3apeructpupoBanHoil mnene B pamkax ['OBMII u B cucreme OCMC JIC mno
perpeccuBHOM IIKaje, BKJIIOYAlomas MNpUObUIL M PAcXonbl, CBA3aHHBIE C
npuoOpeTeHueM, XpaHeHUEM, TPaHCHIOPTUPOBKOHM, peanusanueit JIC B pamkax
I'OBMII u B cucreme OCMC, ucnosb3zyemasi Jjs pacyera NpeleibHOW LEHBbI Ha
toproBoe HaumeHoBaHue JIC B pamkax 'OBMII u B cucreme OCMC;

27) DDP MHKOTEPMC 2010 — MexayHapoIHbId TOProBbIA TEPMHH
CTAHJAPTHBIX YCJIOBUM JIOrOBOPOB MEXKIYHAapOAHON KYIUIM-NIPOJAXKHU, KOTOPHIE
pa3paboTaHbl U orpezesieHbl MexayHapoJHOM TOProBOM NanaTou;

5. PerynupoBaHue LieH BKIIOYAET B ¢e€0s1 CIEAYIONINE 3TAIlbl/MEPOIPUATHUS:
1) nust JIC, noasiexkaniux onToBOM U pO3HUYHOM peann3aluu:
perucTpanus UEeHbl WIN [IEPEPErncTpanusl 3aperuCTpUPOBAHHON LIEHBI HA TOPIOBOE
HauMeHoBaHue JIC juist onTOBOM M PO3ZHUYHON peaju3aiuyi Ha OCHOBE pedepeHTHOrO
1IEHOO0Opa30BaHUS;
YCTaHOBJICHHE ONTOBBIX HALICHOK;
pacyeT u (GopMUPOBaHUE MPEETbHBIX IIEeH Ha ToproBoe HaumeHoBanue JIC miis
OINTOBOM peaIN3alvH;
YCTaHOBJICHHE PO3HUYHBIX HALIEHOK;
pacuer u popMHUpOBaHUE MPEENbHBIX 1IeH Ha ToproBoe HauMeHoBanue JIC mis
PO3HUYHOW peaIn3aluu;
YTBEPKIACHHUE MPENCTBbHBIX LIEH HA TOproBoe HaumeHoBanue JIC nys onToBOM U
PO3HUYHOW peaan3aluu;
BHECEHHUE MPEACIIbHBIX 1IEH JIJIsl ONITOBOM M PO3ZHUYHOM peau3aliy B PEECTp LIEH;
MOHUTOPHUHT U aHanu3 1eH Ha JIC;
2) nns JIC, npennasHadeHHbIX 1151 okazanus I'OBMIT u OCMC:
perucTpanys HEeHbl WIH [IEPEPETUCTPaLUs 3apErUCTPUPOBAHHON LIEHBI HA TOPrOBOE
HaumeHoBanue JIC B pamkax 'OBMII u B cucteme OCMC;
ycTaHoBiieHHEe HalleHOK B paMkax ['OBMII u B cucreme OCMC;
pacueT U QpopMHpPOBAHUE TIPEACIbHBIX 1IeH Ha ToproBoe HammeHoBanue JIC B
pamkax I'OBMII u B cucteme OCMC;



pacuet u popMHpOBaHUE MPECIBbHBIX LIEH Ha MEXKIYHAapPOJHOE HETaTEHTOBAaHHOE
HanMmeHoBaHue JIC B pamkax ['OBMII u B cucreme OCMC;
YTBEPKJEHUE MPEIETbHbBIX 1IeH Ha ToproBoe HaumeHoBanue JIC B pamkax 'OBMII
u B cucteme OCMC;
YTBEpKIECHUE MPEACIbHBIX LEH Ha MEXIYHApOJHOE HENAaTEHTOBAHHOE
HaumeHoBanue JIC B pamkax 'OBMII u B cucteme OCMC;

MOHHUTOPHHTI M aHain3 LieH 3aKkymieHHbIX JIC B pamkax [ OBMII u B cucteme
OCMC.

6. Perucrpanus HeHbl WIM NEPEPETUCTPALUS 3aPETUCTPUPOBAHHBIX LIEH U
YTBEPKJIEHHE NPENEIbHBIX LIEH Ha TOproBoe HaumeHoBaHue JIC ocymecTBisercs B
TEHTE.

PedepentHoe nenoobpazoBanue Ha JIC ocymiecTBIsE€TCS TOCYIapCTBEHHOM
AKCIIEPTHOW OpraHU3alMrend Ha JOrOBOPHOU OCHOBE.

7. Ilpn KOHBEpTAMM BAaJIOTHl LEHBI 3aBUTENSI B HAMOHAIBHYIO BAaJIOTY
UCIIOB3YIOTCS OPUIIMAIbHbIE KYpPChl MHOCTPAHHBIX BaJIOT B CpPEJHEM 3a MecHIl,
OpeAlIeCTBYIOMIMI mojaye 3asBiieHus (cpeaHuil oOMeHHbld Kypc) HarmonanbHOro
banka Pecrry6nuku Kazaxcran.

B caydae oTcyTcTBHA OQUUHMAIBHOTO Kypca BallOT B NEPEYHE MHOCTPAHHBIX
BAJIIOT, YTBEPXKICHHOM TnoctaHoBiIeHueM IlpaBinenns HanmonanbHoro banka
Pecnybnuku Kazaxcran ot 24 aBrycra 2012 roma Ne 242 "OG6 yrBepxaeHuu I[IpaBuin
yCTaHOBJICHHS OPHUIIMATBFHOTO Kypca HallMOHAIBbHOM BamtoTel Pecy6muku Kazaxcran
K MHOCTpaHHBIM BastoTaM", HHGOpMAIIHs O 1IEHE B PePEPEHTHBIX CTPAHAX MOAAETCS B
nosutapax CoennHeHHbIX [ITaToB AMEpHKH COTJIACHO paCYETHOMY KypCy Omnepanuii 3a
OPEIUIECTBYIOIIMN MECsL, NPEAOCTaBICHHBIX Ka3HauelhcTBoM OpraHusanuu
OO6nenunennbIx Hanuii, Ha caifte www.treasury.un.org.

8. Ilpu perucTpanuy UEHbl WIM NEPEPETUCTPALUH 3aPETUCTPUPOBAHHON LIEHBI
NPOU3BOJUTCS BAJIIOTHAs KOPPEKTUPOBKA IIEHBI B HAIIMOHAJIBHOW BAaJOTE, B
COOTBETCTBHUU C LIEHOM, yKa3aHHON B TOKyMEHTaX, MOATBEPKAAIONINX (PaKTUUECKYIO
LIEHY ITOCTABOK, COOTBETCTBYIOIAS Pa3HUIIE CPEAHUX KyPCOB BAJIFOT HA MOMEHT BBO3a
Y Ha JaTy PErucTpalry LEHbI WM NEPEPETUCTPALMU 3APETUCTPUPOBAHHOMN LIEHBI, 32
Mecsll, NPEIIIECTBYIOINN JaTe PErucTpaluy LEHbBl WM MepeperucTpanuu
3apErUCTPUPOBAHHON LICHBI.

9. Undpopmanus, nmpeaocTaBieHHas 3asgBUTENIEM AJI PETUCTPAlUU LIEHbl WU
NepeperucTpaluy 3aperucTpupoBaHHON 1I€HbI, ABIsSETCA KOH(pUaeHunanpHou. Jluna,
UMEIOIMEe JOCTYN K KOH(UIESHUUAIbHOM HMHPOpMalUUU BCIEIACTBUE 3aHUMAaeMOU
JOJDKHOCTH, TIOJIOKEHUSI WJIM BBIMOJTHEHHUS 00s3aTeNbCTB, B TOM YHUCIE NpHU
IIPOBEJCHUN ayJUTa, COXPAHAIOT U IPUHUMAIOT MEPHI K €€ OXPaHe.

10. Ilena Ha JieKapCTBEHHbIEC MpenapaThbl, U3TOTOBICHHBIE B YCIOBHSIX AIllTEKU,
ONPENEIAETCS PYKOBOJCTBOM allTEYHOM OpraHU3aliu.



I'maBa 2. Peructpanys OeH WK IEpEpErucTpanis 3aperuCTPIPOBaHHON
IICHEI )11 OIITOBOM M PO3HUYHON pealnn3any Ha TOproBoe HammeHoBanme JIC

11. Henst Ha JIC nmg onTOBOM M PO3HUYHOW pean3allid PErUCTPUPYIOTCS WU
NEePEPETUCTPUPYIOTCS 32 MOTPEOUTENHCKYIO YIIAKOBKY, OT/ICJIBHO HAa KaX0€ TOProBOE
HAaUMEHOBAHUE C YUYETOM JICKapCTBEHHOU (OPMBI, I03UPOBKU, KOHILIEHTpAIUU, 00beMa
u pacosku JIC.

12. JIns peructpauny LEHBI WK MEPEPETUCTPALIUN 3aPETUCTPUPOBAHHON LIEHBI JIJIs1
ONTOBOM M PO3HUYHOW peanu3aiuu Ha ToproBoe HanmeHoBaHue JIC B PecnyOinuke
Ka3zaxcran 3asdBuTENb MPEIOCTABISAECT B TOCYIAPCTBEHHYIO SKCIIEPTHYIO OPraHU3aIUIo
3asBJICHUE O PErUCTpalldU II€HbI WU MEePEPETUCTPAMU 3aPETUCTPUPOBAHHON IICHBI
JUTsl ONITOBOM U PO3HUYHOU peanu3anuu (Jajnee — 3asBieHue) 1mo Gopme, COraacHO
npuioxenuto 3 k HactoamuMm [Ipauinam. Ceeaenus o JIC B 3a4BIEHUN YKa3bIBAKOTCSA
B COOTBETCTBUU C PETUCTPALIMOHHBIM y10cTOBepeHuemM Ha JIC.

13. B caydae, eciu B paMKax OJAHOTIO PETUCTPALMOHHOTO YJAOCTOBEPEHUS
3aperUCTPUPOBAHO HECKOJIBKO BapUAHTOB MOTPEOUTENHCKUX YIIaKOBOK/JO3UPOBOK/
nexapcTBeHHbIX Gopm/dacoBok JIC, 3asBUTENb MPEAOCTABISIET 3aSBICHUE OTICIHHO
I8 Kaxaoro u3 BapuaHToB. Jlomyckaercs mnpenocTaBieHHE OOMIMX
CONPOBOAUTEIBHBIX JOKYMEHTOB B OTHoOIIeHUU Bcex JIC ¢ pa3auyHbIMU HOMEpaMu
PErUCTPaAIMOHHBIX YIOCTOBEPEHUH.

14. DnextponHas ¢opMa 3asBI€HUS MOJAETCS HA CaiiTe rocylapCTBEHHOMU
skcnepTHOM opranuzanuu (www.ndda.kz) na [loprane B onnaiin (online) pexume ¢
JNalbHEUIIUM MPEJOCTABICHUEM JOKYMEHTOB Ha OyMa)XHOM HOCHUTEIE WIHN
MOANMCHIBAETCS AJIEKTPOHHOM UMGPOBONM MOAMUCHIO, 0€3 MpenoCTaBICHUS
JOKYMEHTOB Ha OyMa)>XHOM HOCHUTEJE.

15. K 3asBiieHUIO IpUIAraroTcs CIeIyIONIue JOKYMEHTHI:

JI71s1 ”HOCTpaHHBIX MPOU3BOAUTENCH:

1) TOKyMEHT, MOATBEPKIAIOIIUN TPABO 3asIBUTEIIS OCYIIECTBIIATh PETUCTPALINIO
IEHbl WJIU MEePEePErucTpalfio 3apEruCTPUPOBAHHON 1IEHBI (JIOBEPEHHOCTH, JI0IOBOP,
MUCbMO 00 aBTOpW3AllMM U T.J.), BKIIOYAsl MPABO MPEIOCTABIATh HHPOPMAIUIO O
neHax ®panko-3aBoj B peepeHTHBIX CTPAHAX U O lIeHaX (aKTHUECKUX MOCTaBOK;

2) 1eHa IpoOU3BOUTENS AJIsl ONTOBON U POZHUYHOM peanu3aluu JIEKapCTBEHHOTO
cpenctBa Ha (GUPMEHHOM OJlaHKE 3asBUTENS, 3aBEPEHHOM IMOJIMHUCHIO
YIOJHOMOYEHHOTO JIMIIA;

3) tabnuna e Opanko-3aBo B pedepeHTHBIX cTpaHax (s BBo3uMbix JIC) Ha
dbupMeHHOM OJIaHKE 3asiBUTENIS, 3aBEPCHHOM IMOIUCHIO YIIOJTHOMOYEHHOTO Jiuiia. B
tabnuie 1eH dpanko-3aBox otobOpaxkaercs wHbopMmamnus o konudectBe JIC B
NOTPEOUTENHCKOW YNAKOBKE B Ka)XXJ0M CTpaHe C MepepacueToM Ha KOJHUYECTBO,



3apeructpupoBanHoe B PecyOnuke Kazaxcran mo ¢opme, coriiacHO IpHIIOKEHUIO 4 K
HactosmuM [IpaBunam;

[Ipu oTcyTcTBUM B 3asBieHnu MHMopMmanuu o neHax dPpanko-3asox Ha JIC B
Kakoi-nmubo pedepeHTHON cTpaHe uiu (HaKTUYECKOM IEHbI MOCTaBOK B PecnyOnuky
KazaxcraH, 3asBUTENb YyKa3bIBAET B COOTBETCTBYIOIIEH TIpade TaOmuubl LEH
®panko-3aBoj COrNIacCHO HpwiokeHuto 4 k HactosuuMm l[IpaBuimam oOocHOBaHMe
MPUYUHBI €€ OTCYTCTBHSI.

4) undopmainus o neHe Opanko-3aBoJl B CTpaHE-MPOU3BOAUTENS (B Cilydae
OTCYTCTBHUSI TocyaapcTBeHHOM peructpanuu JIC B pedepeHTHBIX cTpaHax) no ¢opme,
COTJIaCHO MPUIIOKEHUI0 4 K HacTosmuM [IpaBriam Ha prupMeHHOM OJIaHKE 3asBUTEIA,
3aBEPEHHOM MOANKCHIO YIOJTHOMOYEHHOTO JIMIIA;

5) xonus AOKyMeHTa, noarBepxkaatomas 1eny JIC (konust nHBoiica (HaKJIaaHOM),
cyeT-(hakTypbl WJIH TaMOKEHHOHM JeKiiapaluu) 3a mnociennue 12 mecsueB (mpu
HaJIMYUH (PAKTUYECKHX MOCTaBOK), 32 UCKIIFOUEHHEM CIIy4aeB BBO3a Ha OCHOBAHMSIX,
npeaycMOTpeHHbIX nmoAnyHKToM 4) ctateu 80-1 Koxekca Pecnybnuku Kazaxcran "O
3J10pOBBE HAPOJA U CUCTEME 3PABOOXPAHCHUS "

B caydae oTcyTcTBHS (paKTHUYECKMX MOCTABOK 3a mociennue 12 mecdies,
MPEAOCTABIISAIOTCS KOMUU IOKYMEHTOB 3a MPpEeAbIAyuii epuo 12 Mecsiies.

6) uHpopMaIMsg O pacxojaax IPH ONTOBON M po3HWYHOU peanu3aruu JIC
npejcTaBisieTcss Ha (QUPMEHHOM OJlaHKEe 3afBUTENS, 3aBEPEHHOM MOJMHUCHIO
YIOJIHOMOYEHHOTO JIUIA U BKIIOYAET:

-naHHble (PaKTHYECKH MOHECEHHBIX TPAHCIIOPTHBIX PACXO0JIOB OT MPOU3BOIUTEINS 10
rpanuisl Pecriyonuku Kazaxcran;

- IaHHBIE TAMOKEHHBIX PACXO/IOB;

- JaHHBIE PacX0JI0B Ha OLICHKY 0€30MMaCHOCTH U KayecTBa;

- JaHHbIE MAPKETUHIOBBIX PACXOJIOB.

Hns JIC, moctaBka KOTOphIX Ha TeppuTopuio Pecnybnuku Kazaxcran no
pEruCTpaluu 1eHbl HE OCYIIECTBISUIACH, TPEAOCTABISIOTCS JaHHBIE TPOTHO3UPYEMbBIX
pacxo/ios;

7) Konusi TOKyMEHTa, MOATBEPKIAIoIasl JeHCTBYIOUIYI0 MAaTEHTHYIO 3allUTy
OPUTMHAJIIBLHOTO JIEKAPCTBEHHOTO MpemnapaTa/OuoI0ruiecKoro OpPUTHHAIBHOTO
JeKkapcTBeHHOro npenapara nmo MHH ¢ yka3aHuem patel WUCTEYEHUs] NEWUCTBUS
NAaTeHTHOW 3allUuThl, JUOO MUCHMO OT 3aBOJA-NIPOU3BOAUTENS WU JepKATEIs
PErUCTPALIMOHHOIO yAOCTOBEPEHUS, OATBEPKIAIONIEEe OPUTMHAIBHOCTh Mpernapara
no MHH;

8) musa JIC, cpok HOeHCTBUSL PETHCTPAIMOHHOTO YJAOCTOBEPEHUSI KOTOPBIX Ha
MOMEHT TOJa4M 3asIBJICHUS] UCTEK, BBE3ECHHBIX WJIU MPOU3BEICHHBIX HA TEPPUTOPUU
PecnyOnuku Kazaxcran 10 ucCTeYeHUS CpOKa JACHCTBUSA PETUCTPAIMOHHOIO
ynocroBepenuss JIC, mpenocTaBisltoTCA JTOKYMEHThI, MOATBEPKIAOIIAE BBO3 WIIH



npousBoAcTBO JIC: Komus 3akitoueHust 0 0€30MaCHOCTH U Ka4eCTBE TOBAPOB, a TAKKE
KOIHMs TAMOKEHHOM JEKJIapalnu.

J71s1 0TeueCTBEHHBIX POU3BOIUTENEH:

1) TOKyMEHT, MOATBEPKIAIOIIUN TTPABO 3asIBUTEIISI OCYIIECTBIIATh PETUCTPALIUIO
LECHbl WIH MEPEPETUCTPALNUIO 3APETUCTPUPOBAHHON LIEHBI JJIsi ONTOBOW PO3ZHUYHOU
peanuzanuii (10BepeHHOCTh, I0TOBOP, MUCHbMO 00 aBTOPU3ALMHU U T.1.);

2) 1eHa IpoOU3BOUTENS AJIsl ONTOBON U POZHUYHOM peanu3aluu JIEKapCTBEHHOTO
cpenctBa Ha (GUPMEHHOM OJlaHKE 3asBUTENS, 3aBEPEHHOM IOJMHUCHIO
YIIOJTHOMOYEHHOT O JIUIA;

3) uHpopmanus O pacxogax IJs ONTOBOW W PO3HUYHOW peanv3aluil Ha
dbupMeHHOM OJIaHKE 3asIBUTEJIS, 3aBEPEHHOM MOJNKUCHIO YIIOJTHOMOYEHHOIO JUIAa U
BKJIIOYACT:

- JaHHbIe O ()aKTUYECKH MOHECEHHBIX Pacxo/iax Ha OLEHKY 0e30MacHOCTU U
Ka4eCTBa;

- JaHHBIE MAPKETUHTOBBIX PACXOJIOB.

JI71s1 TeKapCTBEHHBIX CPEJICTB, pealu3aiusi KOTOPbIX Ha Tepputopun PecmyOmuku
Ka3zaxcran g0 perucrpanuu LEHbl HE OCYILLECTBIISUIACH, MPEAOCTABISIOTCS JTaHHbBIE
MIPOTHO3UPYEMBIX PACXO/IOB;

4) xomusl TOKyMEHTa, MOJATBEpkKAaroliasl ACHCTBYIONIYIO MATEHTHYIO 3allUTy
OpPUTMHAJIBHOTO JIEKAPCTBEHHOTO MpernapaTa/OuoI0oruiyeckoro OpUTHHAIBHOTO
JnekapcTBeHHOro mnpenapara no MHH ¢ ykaszanumem naTel HCTEUEHUS NEHUCTBUS
NAaTEHTHOW 3allUuThl, JUOO MUCHMO OT 3aBOJA-NPOU3BOAUTENS WU JeprKaTemns
PETUCTPAMOHHOTO YAOCTOBEPEHUSI, MOATBEPIKIAOIIECE OPUTHHAIBHOCTh Ipenapara
no MHH;

16. Peructpauusi LeHbl WX NEPEPETUCTPALNS 3aPETUCTPUPOBAHHOM IIEHBI TS
ONTOBOM W PO3HHUYHOM peanuzauuu s BBo3uMbix JIC, cpok neiicTBus
PETUCTPALIMOHHOTO YJOCTOBEPEHUSI KOTOPHIX HA MOMEHT IOJAa4M 3asABJICHUSI UCTEK,
BBE3CHHBIX Ha Tepputoputo Pecryonuku Kazaxctan mo mcTedeHus cpoka IeHCTBUS
PETUCTPALMOHHOTO YAOCTOBEPEHHUSI, OCYIIECTBIIETCS HA OCHOBE CBEICHUMN O LIEHAX
dakTuyeckux nocrtaBok B PecnyOnuky Kazaxcran 3a nocnennue 12 mecsitieB edcTBus
PETHCTPALIMOHHOTO YI0CTOBEpeHus. B ciydyae oTcyTcTBUs (haKTUUECKUX MOCTaBOK 32
nociieaHue 12 mecsues, NPeAOCTaBISIOTCS KONMWHM JOKYMEHTOB 3a MPEAbIAYIIUN
nepuon 12 mecsies.

Perucrpanusi nieHbsl UM NepeperucTpanus 3aperuCTPUPOBAHHON LEHBI IS
ONTOBOW U pO3HWUYHON peanuzauuu aig JIC, cpok AEHCTBUS PETUCTPAIMOHHOTO
YIAOCTOBEPEHUE KOTOPBIX HAa MOMEHT NOJAYM 3asBJIECHHUS MPUOCTAHOBIIEH,
OCYUIECTBIISIETCS. B MOPSIAKE U B CPOKH, MPEAYCMOTPEHHBIE TJIABOM 2 HACTOSIIIUX
[IpaBu.



17. B cityuae npeocTaBieHUs HETIOJHOIO MaKeTa TOKYMEHTOB, 3asBKa Ha [lopraine
He opmupyetcs. B ciydae orcyTcTBuUst TpeOyemoit nHbopMaluu Uik HeOOX0IUMOCTH
YTOYHEHHS CBEACHUM, COJIEPKALIMXCS B MPEJAOCTABICHHBIX IOKYMEHTaX, Ha [lopTane B
JUYHOM KaOuHeTe 3asBHUTENS pa3MellaeTrcss YBEJOMIEHHE O HEOOXOAUMOCTHU
YCTPaHEHUS BBILIENIEPECUNCICHHBIX 3aMEYaHUM.

18. 3asBuTenp mnocle MOJYYEHUsS YBEAOMJIEHUS NPEAOCTABISAET B
rOCYJapCTBEHHYIO 3KCIEPTHYIO OPraHU3alMI0 COOTBETCTBYIOIIYIO HMH(OpPMALUIO B
MUCbMEHHOU (QopMe Ha GupMeHHOM OnaHke 3asButens Ha [loprane ¢ manpbHEHITUM
NpPEIOCTaBICHUEM JIOKYMEHTOB Ha OyMa)XHOM HOCHUTENE WM TOINUCAHHYIO
AIEKTPOHHON U(PPOBOY MOAMUCKHIO, O€3 MPEAOCTABICHUS JOKYMEHTOB HAa OYMakKHOM
HOCUTEJNIE B CpPOK, HE NPEBBbIIAIOMUNA 7 pabounx AHEH C MOMEHTa pa3MelleHUs
yBenomiieHus Ha [loprane.

19. [locne mpenocTaBieHus: JOMOJHUTEIbHOW HHGOPMAIMU B COOTBETCTBUU C
nyHkToM 18 Hacrosmmx I[IpaBui, rocymapcTBeHHas SKCIEpTHAs OpraHU3aLMs
MOBTOPHO pAacCMaTpPUBAET MPEAOCTABICHHBIE JIOKYMEHTBI B COOTBETCTBHUHU C
Hacrosimumu [IpaBunamu B Teuenue 10 pabouux aHei.

B ciiygae mpeBbIlieHUs1 cpoKa MpeaoCcTaBiIeHUs 3alpalimBaeMod HHPOpMaIiu
au00 MpenoCTaBICHUs JOKYMEHTOB W (WJM) HEMOJHOTHI COJEPIKAIMMXCS B HHX
CBEJICHUI B COOTBETCTBUU C TpeboBaHUsSMU HacTosmmx [IpaBui, rocymapcTBeHHas
AKCIEpTHAsI OpraHu3alus Mocie BTOPOro yBEAOMIICHUSI 00 YCTpaHEHHH 3aMedaHUi
HANPaBJAET 3aABUTEII0 MOTHUBUPOBAHHBIA OTKa3 B PETHCTPALUMM LECHBI WU
NEepEPEruCcTpaly 3apEruCTPUPOBAHHOM LIEHBI 11 ONTOBOM PO3HUYHOM peain3aluii
1o gopme, CornacHo MPUIOKEHUIO 5 K HacTosIKM [IpaBuiiam.

20. I'ocynapcTBeHHast dKCIiepTHAsE opraHu3aius B Teuenue 10 pabouux qHel co
IHS OOpalleHusl 3asBUTENsS] OCYIIECTBISAET pedepeHTHOE II€HOOOpa30BaHHE Ha
ToproBoe HanmeHoBaHue JIC Ha OCHOBE MpPEJCTABICHHBIX 3aABUTENIEM IAHHBIX U
MOHUTOPHUHT COOTBETCTBUSI MpeAjaraéMoll K pEerucTpanuud UEeHbl WU
MEPEPETUCTPAIAN 3APETUCTPUPOBAHHOM IIEHBI UISI ONITOBOM M PO3HUYHOW peaanu3alnuu
TpeboBaHusIM HacTosmux [IpaBui.

21. Ilo pe3ynbratam pedepeHTHOro 1IeHOOOpa30BaHusl HaA TOPrOBO€ HAMMEHOBAHUE
JIC, rocynapcTBEHHAas OJKCIEPTHAs OpraHU3alus PETrUCTPUpPYET ILEHY WU
MEPEPETUCTPUPYET 3aPETUCTPUPOBAHHYIO ILIEHY [ ONTOBOM W PO3HUYHOU
pean3aluu IIpyu COOTBETCTBUU CIEAYIOLINM KPUTEPHUSIM:

1) npenocTaBieHHas 1IeHa MPOU3BOAUTEIIS IJIs1 ONITOBOM M PO3HUYHON peau3aiuu
Ha BBo3uMbIe JIC nns PecyOnuku KazaxcTan He mpeBbIIaeT CpeTHETO 3HAYCHUS 11eH
®panko-3aBoj B pedepeHTHBIX CTpaHaxX WJIM HE MPEBBIIIAET 3HAYCHUS LEHbI
®paHko-3aBojJ B CTpPaHE-NPOU3BOJAUTENSI MPHU OTCYTCTBUHM TOCYAapCTBEHHOM
peructpanuu JIC B pedepeHTHBIX CTpaHaX;



2) npeaocTaBlIEHHAs LIEHA POU3BOJUTEIS 111 ONTOBOM M PO3HUYHON pealn3aluu
Ha BBO3uMble JIC He BBIIIE MakCUMMaJIbHOTO 3HAYECHUs LE€H, YKa3aHHbIX B
IPEOCTABICHHBIX JOKyMeHTax, mnoarepxkpaatomux meny JIC (komus uHBoOica (
HAKJIQJHOM) WM cueT-(aKTyphl) 32 BBIYETOM CKUIKU;

3) MapKETHHIOBbIE PACX0/ibl, YKa3aHHbIE B 3asBJICHUH, HE peBbIaoT 30 % oT
3HAYEHUS LEHbl MPOU3BOAUTEINS ISl ONTOBOM M PO3HUYHOM pean3aluu JJis
Pecny6nnku Ka3zaxcras.

B ciryyae HECOOTBETCTBHS 3apErUCTPUPOBAHHOM LIEHBI KPUTEPUSM, YKA3aHHBIM B
HAacTOSIIEM IIYHKTE, TOCYJApCTBEHHAs OJKCIEpPTHAas OPraHU3alus HAIpaBIISIET
MOTHBHUPOBAaHHBI OTKa3 B PpETUCTPALMM LEHBl HWIH NEpPEeperucTpaluu
3apEeruCTPUPOBAHHON IIEHBI JJISI ONTOBOM M PO3HUYHON peanu3anuu no Qopme,
COIUIACHO MPUJIOKEHUIO S5 K HacTosAmuM lIpaBunam.

22. Peructpanuus LEHBI WIH NEPEPETUCTPALINS 3aPETUCTPUPOBAHHON LIEHBI IS
ONTOBOM M pPO3HMYHOW peanmu3zaunu Ha JIC OTEYECTBEHHOTO NPOU3BOIAUTENS
OCYIIIECTBIISIETCS HAa OCHOBE II€HBI MPOU3BOJUTEISI, @ TAKXKE PACXOJOB HA OLIEHKY
0€30MacHOCTH 1 KauecTBa U PacX00B HA MAPKETHHT.

23. Peructpanus 1ieHbl WIH MEpEpErucTpanus 3aperucTpUupOBaHHON LEHBI IS
ONTOBOM M PO3HUYHON peann3anuu Ha BBO3uMbIE JIC OCYyIIECTBIISIETCA HA OCHOBE
LEHBI IPOU3BOUTENS AJI ONITOBOM M POZHUYHOM pealln3aliy, a TAaKKe TPAHCIIOPTHBIX
pacxo/ioB OT MpoM3BoAUTENA A0 Tpanuilsl PecnyOnuku KazaxcraH, TamoKeHHBIX
pPacxoJ0B, pacXxo/I0B Ha OLICHKY O0€30MMaCHOCTH U Ka4eCTBA U PACXO0/I0B Ha MAPKETHHT .

24. B ciyuyae OTCYTCTBHsI IMOCTAaBOK Ha Tepputoputo PecnyOnuku Kazaxcran no
pErucTpanuy LEeHbl WX MEPEPETUCTPALIAN 3aPETUCTPUPOBAHHOMN LIEHBI JUIsl ONTOBOM U
PO3HUYHOMN peanusalu, Wik OTCYTCTBHUS pealn3alii Ha Tepputopun PecnyOnuku
Kazaxcran no perucrpauuu LeHbI Uil ONTOBOM M pO3HUYHOM peanumsauuu JIC
OTEYECTBEHHOI0 MPOU3BOAMUTENSA, LEHA Ui ONTOBOM M PO3HUYHOM pean3aluu
PETUCTPUPYETCS € TOCIEAYIONIEH MTepeperucTpauuend 3aperucTpupOBaHHON LIEHBI JUIs
ONTOBOM M PO3ZHUYHOM pealM3alliyd HE ITO3/IHEE YEM Yepe3 IOl C AaThl YTBEPKIACHUS
YIOJTHOMOYEHHBIM OPraHOM NpPENEIbHBIX IIEH Ha TOproBoe HammeHoBaHue JIC ¢
IIPEIOCTABICHUEM KOIMN JTOKYMEHTOB, noarBepxkparomux neny JIC, a rtakxke
uHbopMaIu 0 HaKTUIECKUX PacXoax.

B ciydae ecnu mepepeructpanusi 3aperucTpUpOBAHHON LEHBI I ONTOBOM H
PO3HUYHON peaju3allud B TE€YEHHE Ioja He Oblja MPOM3BENIEHA, TOCYIapCTBEHHOM
AKCIEPTHOM OpraHu3anuen 3asBuTento Ha [loprane HampaBiseTcs yBEOOMIIEHUE O
HEOOXOJAMMOCTU MEpPEepPerucTpalui 3aperuCTPUPOBAHHON LEHBI AN ONTOBOM U
PO3HMYHOM pealu3auuud B TEYEHHUE OJHOTO KaJIEHJAAPHOTO MecsAla ¢
UHGOPMUPOBAHHEM YIOJHOMOYEHHOTo opraHa. [Ipu oTCyTCTBUU mepeperucTpaiiu
3apEeruCTPUPOBAHHON LIEHBI JIJI1 ONTOBOM U PO3HUYHOM peain3aliy B yCTaHOBJICHHBIN
CPOK TOCyAapCTBEHHAsl KCHEPTHAsl OpraHu3auus MHGOPMHUPYET YHOJIHOMOYEHHBIH



OpraH C JaJbHEUIIMM HCKIIOUYEHUEM M3 MPOEKTa IPEIENIbHBIX LIEH Ha TOPrOBOE
HAaMMEHOBAHUE JUIsl ONTOBOW M pPO3HUYHOM pean3aluu.

25. Ilepepeructpainusi 3aperucCTpUPOBAaHHOM LIEHBI JJIsl ONTOBOM U PO3HUYHOU
peamm3auuu st JIC ocyliecTBiaseTcs B NMOPSAIAKE U B CPOKH, MPEAYCMOTPEHHBIE
HacrosmumH [IpaBunamu.

26. 3asBuUTENb 00ECIMEUYMBAECT JOCTOBEPHOCTb, MOJHOTY MU COJIEPKAHHE
IIPEAOCTABIEHHBIX TOKYMEHTOB B COOTBETCTBUH C IEUCTBYIOIIUM 3aKOHOIATEIbCTBOM
Pecniy6nuku Kazaxcran u Hactosmumu [IpaBunamu. [IpenoctaBieHue 3asButenem
HEJIOCTOBEPHBIX JAHHBIX SIBIISIETCS OCHOBAHUEM JIJIsl OTKA3a B PETUCTPALMU LEHBI WU
IIEPEPETUCTPALMH 3aPETUCTPUPOBAHHOM LIEHBI. B ciydyae BBISBIEHUSI HEAOCTOBEPHBIX
JNAHHBIX Ha YTBEP)KJICHHBIC MpEIEIbHbIE LIEHb Ha TOproBoe HamMeHoBanue JIC
rocyJapCTBeHHAs SKCIIEPTHAS OPTaHu3aIvs HHOOPMUPYET YIIOTHOMOUYEHHBIN OpTaH.

I'maBa 3. YcraHOBJICHHE ONITOBBIX HANCHOK, pacdeT ¥ (JOPMHUPOBAaHHUE
IpeAeIbHBIX IICH Ha ToproBoe HamMeHoBauue JIC Iy1d oIrToBoO# peamm3anyy

27. OnroBble Hauenku Ha JIC nuddepeHUnpyroTCsS B COOTBETCTBUU C
PETrPECCUBHOM IMIKAJION HAIIEHOK M COCTABJISIOT:
1) 21 % nns JIC, croumocTtsio 110 350,00 TeHre BKIIOUYUTENIBHO;
2) 20 % nna JIC, croumocthio cBbimie 350 Tenre u no 1 000,00 Tenre
BKJTFOUUTEIIBHO;
3) 19,5 % nna JIC, croumocthio cBeime 1 000 tenre u mo 3 000,00 TeHre
BKJTFOUUTEIHHO
4) 19 % nns JIC, croumocthio cBeimie 3 000 Ttenre u no 5 000,00 Tenre
BKJIIOUMTENBHO;
5) 18,5 % nnsa JIC, croumocthio cBbimie 5 000 tenre u 1o 10 000,00 Tenre
BKJIIOUHUTEIIBHO;
6) 18 % s JIC, croumocthio cBeime 10 000 Tenre m mo 20 000,00 TeHre
BKJIIOUHUTEIIBHO;
7) 16 % nns JIC, ctoumocthio cBbime 20 000 tenre u go 40 000,00 Tenre
BKJIIOUHMTEIIBHO;
8) 14 % nnsa JIC, croumocthio cBbimie 40 000 tenre u 1o 100 000,00 Tenre
BKJIIOUHMTEIBHO;
9) 12 % nna JIC, croumoctsio cBeimie 100 000 tenre u go 200 000,00 Tenre
BKJIIOUYHMTEIBHO;
10) 11 % nna JIC, croumoctsio cBbie 200 000 tenre u go 500 000,00 Tenre
BKJTFOYUTEIIHHO;
11) 10 % nna JIC, croumoctsio cBbiiie 500 000 Tenre.



28. Pacuer nmpenenpHbIX LIEH Ha TOproBoe HanMmeHoBaHue JIC ans onmToBOM
peanu3anuyd TPOBOAUTCSA NyTeM JA00aBIEHUS K 3apEerUCTPUPOBAHHON LIeHE s
ONTOBOW PO3HUYHOM peasu3aliii ONTOBOW HAICHKH, AU dHEepEeHIIUPOBAHHON UCXO IS
U3 BEJIMYUHBI 3apETUCTPUPOBAHHON IIEHBI JIJISi ONITOBOM M PO3HUYHOM peaju3aluu 3a
HOTPEOUTENBCKYIO YITAKOBKY.

29. IlpenenpHas neHa Ha ToproBoe HauMmeHoBaHuE JIC Ha BOCIIPOM3BEIAECHHBIN
JIEKapCTBEHHBIH npenapaT (FTeHepuK) Wik OMOaHAIOTMYHbIN JIEKapCTBEHHBIN MpenapaT
dbopMupyeTCcs HIKE 3HAUCHUS TOCJICTHEH, YCTAHOBICHHON 0 MCTEUCHHS JNEHCTBUS
NaTEHTHOW 3allUThl, NPENEJbHOM II€eHbl Ha TOProBoe HamMmeHoBaHue JIC
OpPUTMHAJILHOT0/OMOJIOTMYECKOT0 OPUTMHAIBHOTO JIEKAPCTBEHHOTO Mpenapara:

115 TeHepuka — He meHee 30 %;
JU1s OMOAHAJIOTUYHOTO JIEKAPCTBEHHOTO TpenapaTta — He meHee 10 %.

30. B ciay4yae OoTCyTCTBHUS NpEAEIbHOW LEHBI Ha TOPrOBOE HAUMEHOBAHUE
OpUTrHHANIBHOTO/0noiorndeckoro opuruHanbHoro JIC, (yCTaHOBIEHHOM 1O UCTEUEHUS
JNEeUCTBUS TMATEHTHOW 3alllUThl) TpeJelibHas IleHa Ha BOCHPOU3BEICHHBIN/
OMOaHAIOTUYHBIN MpenapaT 0TeYeCTBEHHOTO MPOU3BOAUTENS (DOPMUPYETCS HE BBILIE
MAaKCUMAJIBHOTO 3HAYE€HUs TEKYIIEro IPOEKTa MpEeNeJbHOW LEHBI HAa TOPIrOBOE
HanMeHoBaHue BBo3uMoro JIC apyrux mpousBoamTtenel, ¢ ananorndnsiM MHH, c
y4eTOM J03UPOBKH, KOHIICHTpanuu, oobema u dacoBku JIC.

I'naBa 4. YcraHOBIICHHE POSHHIHBIX HAIIEHOK, pacdeT H (JOpMUPOBaHHE
IIpeIeNbHBIX IICH Ha ToproBoe HanMeHoBaHWe JIC Iiig po3HUIHON peali3aln

31. Po3ununas nauenka Ha JIC mnuddepeHmupyercss B COOTBETCTBUH C
PETPECCUBHOM IMIKAJION HAILIEHOK U COCTABJISICT:
1) 55 % nmns JIC, croumocthio A0 350,00 TeHTe BKIIOUYUTENBHO;
2) 45 % nna JIC, croumocthio cBbimie 350 tenre u no 1 000,00 Tenre
BKJIFOYUTEIIHHO;
3) 35 % nnsa JIC, croumocthio cBbime 1 000 tenre u mo 3 000,00 tenre
BKJIIOUHUTENBHO;
4) 33 % nusa JIC, croumocthio cBeiie 3 000 Ttenre m g0 5 000,00 Tenre
BKJIIOUMTENBHO;
5) 30 % pna JIC, croumocthio cBeime 5 000 tenre u mo 7 500,00 tenre
BKJIIOUMTEIBHO;
6) 27 % nus JIC, ctoumocThio cBhime 7 500 Ttenre u go 10 000,00 tenre
BKJIIOUMTEIIBHO;
7) 25% nnsa JIC, croumocthio cBeime 10 000 tenre mgo 13 500,00 Tenre
BKJIIOUHUTEIIBHO;



8) 22 % nnsa JIC, croumocthio cBbilie 13 500 tenre u go 20 000,00 teHre
BKJTIOUHUTENBHO;

9) 20 % nns JIC, croumocthio cBbime 20 000 tenre u go 40 000,00 TeHre
BKJIIOUHUTENBHO;

10) 15 % nns JIC, croumocthio cBeimie 40 000 tenre u no 100 000,00 tenre
BKJIFOYUTEIBHO;

11) 10 % nnsa JIC, croumoctsio cBaiie 100 000 tenre.

32. PacdeT npeaenbHbIX 1IeH Ha ToproBoe HauMmeHoBanue JIC niisi po3HUYHOU
peanu3anuyu MPOBOAMTCS IMYTEM J00aBJIEHUS K NpEAeiIbHOM ILI€HE Ha TOProBOE
HaumeHoBanue JIC fand onToBOM  peanu3alnuMd  PO3HUYHOM  HAICHKH,
nuddepeHIMpOBAaHHON HCXOMSI W3 BEIWYUHBI MPEAEIbHOM II€Hbl Ha TOPrOBOE
HaumeHnoBanue JIC 11 onToOBOM peanu3alnu 3a MoTPeOUTETHCKYIO YIIaKOBKY.

33. IlpenenbHas 11eHa Ha ToproBoe HauMeHoBaHue JIC Ha BOCIIpOWU3BENCHHBIN
JIEKapCTBEHHBIH NpernapaT (FTeHepuK) Wik OMOoaHAIOTMYHbIN JIEKapCTBEHHBIN MpenapaT
dbopmupyeTcss HIKE 3HAYEHUS MOCTIEAHEH, YCTAaHOBJICHHON /10 MCTEUEHUS JIEUCTBUS
NAaTEHTHOW 3aIllUThl, NPENENBbHOM II€Hbl Ha TOProBoe HamMmeHoBaHue JIC
OPUTHUHAIHHOTO/OMOJIOTHYECKOTO OPUTHHAIBHOTO JIEKAPCTBEHHOTO MIpernapara:

115t TeHepuka - Ha 30 %;

JI1s1 OMOAHAJIOTUYHOTO JIEKApCTBEHHOTO Tpemnapata - Ha 10 %.

34. B ciydae OTCYTCTBUS MPEAEIBbHON LIEHBI HA TOProBoe HanMmeHoBaHue JIC
OPUTUHAIBHOTO/OMOIOTHUYECKOTO OPUTHHAIBHOTO JICKAPCTBEHHOTO IIperapara,
YCTAHOBJICHHOM J10 UCTEYEHHUs JEUCTBUS MAaTEHTHOM 3allUThI, NpeeiibHas LEHAa Ha
ToproBoe HanMmeHoBaHue JIC Ha BOCHPOM3BEACHHBIN/OMOAHAIOTMYHBIN MHpenapar
OTEUECTBEHHOTO MPOU3BOIUTENS (HOPMUPYETCS HE BBIIIE MAaKCUMAJIBLHOTO 3HAYCHUS
TEKYILETo NMPOEKTa MPEAEIbHON [IEHBl Ha TOProBOE HauMEHOBaHUE BBO3uUMoro JIC Ha
JIC papyrux npou3BOAUTENEH, C aHAJTOTMYHBIM MEXIyHAPOJHBIM HEMATEHTOBAHHBIM
HAaUMEHOBAaHUEM, C YYETOM JI03UPOBKH, KOHLIEHTpaluu, oobema u pacosku JIC.

35. lN'ocynapcTBeHHast SKCTIEpTHAS OpraHu3aius GopMUpyeT IPOSKT MPeaeTbHbBIX
LIEH Ha TOPrOBO€ HAMMEHOBAHUE JIEKAPCTBEHHOTO CPEJICTBA JI ONITOBOW M PO3ZHUYHOM
peanus3ali BHOBb 3apETUCTPUPOBAHHBIX B COOTBETCTBUM C 3asBJICHUSIMH O
pPEruCTpalyy LEHBI WIN NEPEPETUCTPALIMN 3apPETUCTPUPOBAHHON LIEHBI, TOJAHHBIX B
nepuoj 10 10 mapta win 10 ceHTA0ps TEKyI1Iero roaa.

He no3nguee, yem 3a 50 xajlieHAapHBIX JTHEW 10 OKOHYAHUS COOTBETCTBYIOLIETO
MOJYTOAUSl MPOEKT MPEACNIbHBIX LIEH HA TOProBO€ HAMMEHOBAHUE JIEKAPCTBEHHOIO
CpelcTBa Il ONTOBOM M PO3HUYHOW peaIn3alMy HANPABISIETCS TOCYIAPCTBEHHOU
AKCIIEPTHON OpraHu3aluei B yImOJIHOMOYEHHBIM OpraH sl YTBEPKACHUS 1m0 (opme,
COIIACHO MpuiIokeHuto | k HacTosmum [ IpaBunam.

36. B ciiyuae oTCyTCTBUS 3asiBIICHUSI O TIEPEPETUCTPALUU 3aPETUCTPUPOBAHHOM
LEHBI JIJIs1 ONTOBOM M PO3HUYHOU peanu3auuu B nepuoa 1o 10 mapta wiu 10 centsOps



TEKyLIeTo TojJia, TOCyAapCTBEHHAsl SKCIEpTHas opraHu3anus (OpMHUPYET MPOEKT
NPEACIBbHBIX LIEH HA TOPTOBOE HANMEHOBAHHUE JIEKAPCTBEHHOI'O CPEICTBA JJIsI ONITOBOM
Y PO3HUYHOM pealu3aluy Ha OCHOBAHWM PAHEE YTBEPKICHHBIX IIPEACIbHBIX LIEH Ha
ToproBoe HanmeHoBaHue JIC miIst ONTOBOM M PO3HMYHOM peanu3aluyd C y4ETOM
TpeboBanuii myHKTOB 30 u 34 Hacrosuux [IpaBui.

I'maBa 5. Benenue peecrpa 1eH

37. Peectp ueH siBisieTcss THGOPMALIMOHHOM CUCTEMOM, CO/IepKalllei CBEICHUS O
NpeaeNbHbIX LIEHaX Ha ToproBoe HamMmeHoBaHue JIC myisi onToBOM M PO3ZHUYHOU
peanu3anuu.

38. PeecTp 1eH Benercss rocyJapCTBEHHOM SKCIEPTHOW OpraHu3alueil B
AJIEKTPOHHOM BHU/JIE€ C IPUMEHEHHUEM aBTOMATU3UPOBAHHOM CHUCTEMbI TyTEM BHECEHUS B
PEECTp CBENCHUI O NPEEIbHBIX LIEHaX Ha TOpropoe HaumeHosanue JIC.

39. PeectpoBas 3anuch COAEPKUT CAEAYIOLINE CBEACHUS:

- HAMMEHOBAHHE JeprKaTess WIN BiaJeblia PETUCTPAMOHHOIO YAOCTOBEPEHNUS,
HAaMMEHOBaHUE MPOU3BOJUTENEH, YYACTBYIOIIMX B MpOIECCE€ MPOU3BOJCTBA (MpHU
HaJUYUN);

- HaumeHoBaHue JIC (MexyHapoIHOe HEMAaTeHTOBAHHOE, WK TPYIIIUPOBOYHOE,
WIM XMMUYECKOE U TOPIrOBOE HAMMEHOBAHUA);

- KOJ TO aHaTOMO-TEpaleBTUUYECKO-XUMHYECKON KiacCu(pUKalUH,
PEKOMEHI0BaHHOU BecemupHOM opranusanueit 31paBoOXpaHeHus;

- HOMep peructpanuoHHoro yaocrosepenus JIC (pu Hanuyum);

- JIeKapcTBeHHas opMa ¢ yKazaHUEM JI03UPOBKH, KOHIIEHTpauu u oobema JIC u
€ro KOJIMYECTBa B NOTPEOUTENIbCKON YIIAaKOBKE;

- IpeAenbHas 1IeHa Ha ToproBoe HanmeHoBanue JIC 11 onToBoi peanu3anuu 3a
NOTPEOUTENBCKYIO YIIAKOBKY B TEHI€ U J1aTa €€ YCTAHOBJICHUS;

- IpejaenbHas LieHa Ha ToproBoe HamMmeHoBaHue JIC nimg po3HUYHOU 3a
NOTPEOUTENBCKYIO YIIAKOBKY B TEHI€ U J1aTa €€ yCTAHOBJICHUS.

40. BHeceHue B peecTp IIEH PeeCTPOBOM 3aUCH CBEJICHUHN O MIpeebHBIX 1IEHAX Ha
ToproBoe HamMmeHoBaHue JIC 1y ONTOBOM M PO3HUYHON OCYILIECTBISAETCS Ha
OCHOBaHUU MPUKA30B YIOJHOMOYEHHOT'O OpraHa 00 yCTaHOBJICHHH IMpPENeIbHBIX LIEH
Ha ToproBoe HanmeHoBaHue JIC st onToBOW M po3HUYHOM, B TeueHue 10 pabounx
JHEH ¢ JaThl TOCYIAPCTBEHHON perucTpaunu B MunucrepcTse roctuuu PecnyOnuku
Kazaxcran.

41. Ilpu orcyrctBuu JIC B oOpamenun Ha Teppuropun Pecnyonuku Kazaxcran B
TEYEHHE 3 JIET, 3asBUTEIb B CPOK HE MPEBBIIAIOIMMN 1 KajgeHIapHBIA Mecsi
IpeACTaBIseT B YIOJHOMOYEHHBIN OpraH 3asiBjeHUE 00 HUCKIIOYEHUU CBEACHUH O
IpelebHbIX LIEHaX Ha yKa3aHHOe ToproBoe HaumeHoBanue JIC.



42. Peectp men myOnukyercss Ha OPUIHMAIBHOM CalWTe€ rOCyAapCTBEHHOM
AKCIEPTHOM OpraHU3aIlid U OOHOBIISIETCSI C COXPAaHEHUEM Ha CalTe BCEX MPEAbIIYIIUX
penaKkiun peecrpa.

43. UadopMmarus o mpelesbHBIX IIeHaX Ha ToproBoe HamMeHoBanue JIC nis
PO3HUYHOM peanu3aluyd pa3MellaeTcss B OOIIEJOCTYHHBIX BJIEKTPOHHBIX
UH(OPMAIIMOHHBIX PECypcax, B TOM YUCJIe B MOOUIILHOM BEPCHH.

44. NudopMmaius o mpelesbHBIX IIeHaX Ha ToproBoe HanmeHoBaHue JIC s
ONTOBOM M PO3ZHUYHOM XPAHUTCS B PEECTPE LIEH B TEUCHHE IIATH JIET, HAUMHAA C TOJIa,
CJIEAYIOIIETO 3a TOJI0OM YTBEPXKACHUS MPEACIbHBIX LIECH.

I'maBa 6. Perucrpanys 0eHH WK IEPEPErACTPAL 3aPETHCTPHPOBAHHON
nersl B pamkax 'OBMII u B cucteme OCMC Ha ToproBoe HamMeHoBanue JIC

45. lensl Ha JIC B pamkax 'OBMII u B cucteme OCMC peructpupyrorcs uin
NEPEPETUCTPUPYIOTCA 3a EAUHHUILY H3MEPEHHUSI OTIEJIbHO Ha KaXXJ10€ TOProBOE
HanMmeHoBaHue JIC, BkimtoueHHble B KazaxcTaHCKHWil HAIMOHAJIBHBIN JIEKAPCTBEHHBIN
dbopmynsip, yTBEPKIECHHBIN MpukazoM MuHHUCTpa 3ApaBooxpaHeHus PecmyOnvku
Kazaxcran ot 8 nexabps 2017 roma Ne 931 "OO6 yrBepxkaenun KazaxcTaHckoro
HAIIMOHAJIBLHOTO JIEKapCTBEHHOTO (dopMmyssipa" W/Uiau B NEepeyYeHb JIEKapCTBEHHBIX
CPeICTB U MEIUIIMHCKUX W3JIENuN i1 OecrjaTHOTO u (MJIM) JBrOTHOTO
aMOyJIaTOpHOTO OOecIeyeHus OTAENbHBIX KaTeropui rpaxiaH ¢ ONpeae’IeHHbIMU
3a00eBaHUsIMH  (COCTOSIHMSIMHM), YTBEPXKICHHBIM NpuKa3oM MuHuCTpa
3npaBooxpanenusi Pecnyonuku Kazaxcran ot 29 aBrycra 2017 roma Ne 666, ¢ yuerom
JeKapCTBEHHOW (OpPMBI, JTO3UPOBKU, KOHIIEHTpAIMU, O0ObeMa Ha JaTy IMOJauu
3asIBJICHUSI O PETUCTPALUU.

46. Jlyist perucTpaiyu 1eHbl WK NepeperucTpaiuy 3aperucTpUpOBaHHON 1IEHBI B
pamkax ['OBMII u B cucteme OCMC nHa ToproBoe HaumeHoBanue JIC B PecryOnmke
Kazaxcran 3asBuTEIb NMPEIOCTABISAECT B TOCYIAPCTBEHHYIO SKCIIEPTHYIO OPraHU3aIHIo
3asiBJICHHE O PErUCTpPAIlMU LIEHbI WU MEePEePErucTpallui 3apEeTUCTPUPOBAHHON IIEHHI B
pamkax ['OBMII u B cucreme OCMC mno ¢opme, corjacHo NPUIOKEHUIO 6 K
HactosiuM [IpaBunam. Ceenenus o JIC B 3asBI€HUN YKa3bIBAKOTCS B COOTBETCTBHUU C
NEHUCTBYIOIIUM PETUCTPALIMOHHBIM y10cTOBepeHrneM Ha JIC.

47. B ciydae ecnu B pamMKax OJHOTO PETHUCTPALMOHHOTO YJAOCTOBEPEHHUS
3apEeTUCTPUPOBAHO HECKOJBKO BAPUAHTOB MOTPEOUTENBCKUX YIMAKOBOK/IO3UPOBOK/
nekapcTtBeHHbIX (opm JIC, 3asBUTENb MPEAOCTABISIET 3asABJICHUE OTACIBHO IS
Ka)KJIOTO U3 BApUAHTOB 3a CAMHUITY U3MepeHus. Jlomyckaercs npeaocTaBIeHne 00X
CONIPOBOAMUTENBHBIX JOKYMEHTOB B OTHomEHUH Bcex JIC ¢ paznuyHbIMH HOMEpaMU
PETUCTPAIMOHHBIX YJOCTOBEPEHUM.



48. DnexkTpoHHas Qopma 3asBICHHS IMOJAETCS Ha caiiTe rocyaapCTBEHHOM
skcnepTHOl opranuzanuu (www.ndda.kz) na [loprane B onnaiin (online) pexume ¢
JNalbHEUIIMM MPEJOCTABICHUEM JOKYMEHTOB Ha OyMa)XHOM HOCHUTEJIE WU
MOJMKUCHIBACTCS DJICKTPOHHOUW IU(PPOBOM TMOAMUCHIO, ©0€3 MpeaoCTaBICHUS
JIOKYMEHTOB Ha OyMa:KHOM HOCHUTEJIE.

49. K 3a4Bi€eHUIO0 PUIIArar0TCs CIEAYIOIINE JOKYMEHTHI:
JI1st ”HOCTpaHHBIX MPOU3BOAUTENCH:

1) nOKyMEeHT, MOATBEPKIAIOIIUI TPABO 3asIBUTEIIS OCYIIECTBIIATh PETUCTPALINIO
LIEHBl WM TEPEPETUCTPALUI0 3aPETUCTPUPOBAHHOM IIeHbl B pamkax ['OBMII u B
cucreme OCMC (oBepeHHOCTb, JOTOBOP, MUCHMO 00 aBTOPH3AIMH U T.J.), BKIIOYAs
paBo MPEeOCTaBIATh HHGOpMaIUIo 0 IieHax dpaHko-3aBoj B peepeHTHBIX CTpaHaxX
U TIeHaX (PAaKTUYECKUX MOCTABOK;

2) nena npousBoautens B pamkax ['OBMII u cucteme OCMC Ha dupMeHHOM
OJIaHKe 3asIBUTEJISI, 3aBEPEHHOM IOJIIMUCHIO YITOJIHOMOUYEHHOTO JIUIIA;

3) Tabnuna nen OpaHko-3aBOjA Il PETUCTPALIMU IIEHBI WA MEepeperucTpaiuu
3apeructpupoBanHoi 1ieHbl B pamkax ['OBMII u B cucteme OCMC B pedepeHTHBIX
ctpanax (mns BBo3uMbix JIC), B pamkax ['OBIIM u cucreme OCMC Ha pupmerHHOM
OJiaHKe 3asBUTEJS, 3aBEPEHHOM TOAMUCHIO YIIOJHOMOYEHHOTO Jinuiia. B Tabnuie nen
®panko-3aBOJI JUIsl PETUCTPAMU LIEHBI WIIM MEPEPETUCTPALINHN 3apETUCTPUPOBAHHOM
nesl B pamkax ['OBMII u B cucteme OCMC otoOpaxkaercss uHbOpManus o
konuuectBe JIC B moTpeOUTENbCKON yIAaKOBKE B KaXKJ0W CTpaHe ¢ ImepepacyeToM Ha
equnuily usmepenus JIC mo ¢Qopme, corinacHo NPWIOKEHUIO 7 K HACTOSIIUM
[IpaBunawm;

[Ipu oTcyTcTBUM B 3asiBieHnu uHMopmanuu o neHax dOpanko-3asox Ha JIC B
KaKoM-11u00 peepeHTHON cTpaHe Wiu (PAKTUUECKOM IIeHbI MOCTaBOK B PecmyOnuky
KazaxcraH, 3asBuTellb 000CHOBBIBAET B COOTBETCTBYIOIICH rpade TaOIUIBl LEH
®panko-3aBOJI JUIsl PETUCTPAIlMU LIEHBI WK MEPEPETUCTPALMU 3apETUCTPUPOBAHHOM
neHsl B pamkax ['OBMII u cucteme OCMC, coriacHo mpuaoKeHHUs 7 K HACTOSIIUM
[IpaBwiiam, NpUUKUHY €€ OTCYTCTBHS.

4) undopmanus o neHe OpaHko-3aBoJl B CTpaHE-MPOU3BOAUTENS (B cliyyae
OTCYyTCTBHUSI TocyaapcTBeHHOM peructpaiuu JIC B pedepeHTHBIX cTpaHax) no ¢gopme,
COrJIaCHO MPUJIOkKEHUI0 7 K HacTosmuM [IpaBuinam Ha prupMeHHOM OJIaHKE 3asBUTEIIA,
3aBEPEHHOM MOANUCHIO YIIOJHOMOYEHHOTO JIUIA;

5) koMU JOKYMEHTOB, MOATBepKAaromuX 1neHy JIC (konuu MHBOMCOB (HaKJIaIHOU
), cdeT-QakTypsl WJIM TaMOKEHHOW IeKjIaparuu) 3a mociennue 12 mecsnes (mpu
HaJIM4YUKM (PAaKTUUYECKUX MOCTABOK), C YKa3aHHEM (PAaKTHMUECKOH IIeHbI MOCTaBKH, 3a
UCKJIIOUYCHHEM CITy4aeB BBO3a HAa OCHOBAHUAX, MPEIYCMOTPEHHBIX MOJIMYHKTOM 4)
cratbu 80-1 Konekca Pecnybnuku Kazaxcran "O 370poBbe Hapojga U CHCTEME
3APaBOOXPAHEHHUS .



B caydae oTcyTcTBHS (paKTHUECKMX MOCTABOK 3a mociennue 12 mecdies,
PEAOCTABIISIOTCS KOMUU IOKYMEHTOB 3a MpeAbIayuii nepuos 12 Mecsiies.

6) undopmamms o pacxomax ISl PETUCTPAIMH IIEHBI WIW MEepeperucTpauu
3apeructpupoBanHoi 1eHsl B pamkax ['OBMII u B cucreme OCMC Ha dupMeHHOM
OJIaHKE 3asBUTEIIS, 3aBEPCHHOM TOAMKUCHIO YIIOTHOMOYEHHOTO JIUIIA:

- naHHbIe (PAaKTUYECKU MMOHECEHHBIX TPAHCIIOPTHBIX PACXOJ0B OT MPOU3BOAUTEIS
no rpanulibl Pecyonuku Kazaxcran,

- TAMOKEHHBIX PaCX0/IOB,
- pacxo/JI0B Ha OLIEHKY 0€30MaCHOCTH U KauecTBa.

Hns JIC, moctaBka KOTOpHIX Ha Tepputopuio Pecnmybnuku Kazaxcran no
peructparuu ueHsl B paMkax ['OBMII u B cucreme OCMC He oCyIlIeCcTBIsIIACS,
MPEAOCTABISIOTCS JaHHBIE MPOTHO3UPYEMBIX PACXO0B;

7) xomnusi TOKyMEHTa, MOATBEpKIaroliasi JeHCTBYIOUIYI0 MAaTEHTHYIO 3allUTy
OpPUTMHAJIBHOTO JIEKAPCTBEHHOTO IpenapaTa/OuoI0ruyeckoro OpUTrHHAIBHOTO
nekapcTBeHHoro npemnapara no MHH ¢ yka3zanumeM AaTbl MCTEUEHHS IEHCTBUSA
NAaTeHTHOW 3alllUThl, a MPU OTCYTCTBUU MATEHTA, MUCHMO OT 3aBOAA-TIPOU3BOIUTEIS
WA JepXkKaTeias PErucTPallMOHHOTO  YJAOCTOBEPEHHUS, MOATBEPXKIAIOIIEE
OpUTrMHaJIBHOCTH Ipernapara no MHH;

8) mns JIC, cpok neiCTBUSL PErUCTPAIMOHHOTO YJIOCTOBEPEHUSI KOTOPHIX Ha
MOMEHT NOJIa4M 3asIBJICHHUS UCTEK, BBE3EHHBIX WJIM MPOU3BEICHHBIX HA TEPPUTOPUU
PecnyOnuku KazaxcTtan 1m0 HCTEUEHHUS] CpoKa AEWCTBHUS PETUCTPALIMOHHOTO
yanoctoBepenuss JIC, i perucTpalu UEHbBl WM [EPEepEerucTpanuu
3apeructpupoBanHoy 1eHsl B paMkax ['OBMII u B cucteme OCMC nipeiocTaBiasiroTCs
JOKYMEHTBI, TOATBEPAKIAIOIINE BBO3 WM MPOou3BOACTBO JIC: KOMHUS 3aKIIOUEHUS O
0€30MacHOCTH 1 KaueCTBE TOBAPOB, a TAK)KE KOIMHUS TAMOKEHHOU JIeKJIapaluy;

9) nnsa BBo3uUMBIX Ha Tepputoputo Pecnybnuku Kazaxcran JIC, He umerommx
PETUCTPAllMOHHOTO yJIOCTOBEPEHUS - KOMUS pa3pelieHuss YIOJIHOMOYEHHOTO OopraHa
Ha BBO3 JIC Ha tepputoputo Pecnybnuku KazaxcrtaH, mojiydeHHOE IMOCPEICTBOM
BeO-TIopTaia 3JeKTPOHHOTO MpaBUTENbCTBA. [ opdaHHbBIX MpernapaToB A0MyCKaeTcs
PENIOCTaBICHUE JOKYMEHTOB 0€3 KOIMWU pa3peuieHusl yIOJHOMOUYEHHOIO0 OpraHa Ha
BBO3.

JI1st OTe€4eCTBEHHBIX TPOU3BOIUTEIICH:

1) mOKyMEHT, MOATBEPKIAIOIIUN TPABO 3asIBUTEIIS OCYIIECTBIIATh PETUCTPALINIO
LIEHBl WA MEePEPEruCTPAlUI0 3apETUCTPUPOBAHHOM 1IeHbl B pamkax ['OBMII u B
cucreme OCMC (n0BepeHHOCTD, JOTOBOP, MUCHMO 00 aBTOpU3AIIUU U T.1.);

2) nena npousBoautens B pamkax ['OBMII u cucteme OCMC Ha dupMeHHOM
OJIaHKE 3asBUTEIIS, 3aBEPCHHOM IOAMKCHIO YTIOTHOMOUYEHHOTO JIHIIA;



3) undopmarus o pacxogax IJs PETHCTPAIUU IIEHBI WM MEePEepPerucTpaium
3apeructpupoBanHoi 1eHbl B pamkax ['OBMII u B cucreme OCMC Ha dhupMeHHOM
OJIaHKE 3asBHUTEIIS, 3aBEPEHHOM MOAMKUCHIO YIIOTHOMOYEHHOTO JIUIIA:

- naHHble (PAaKTHUYECKU MOHECEHHBIX PAcXOJ0B Ha OIEHKY 0€30MacHOCTH U
Ka4eCTBa;

4) xomus JOKYMEHTA, MOATBEPKAAIOMIETO JACHCTBYIONIYI0 MATEHTHYIO 3aIUTY
OPUTHMHAJIBHOTO JIEKaPCTBEHHOr0 Mpemnapara/OuoIoTH4ecKoro OpUTHHAIBHOTO
JeKapcTBeHHOro mnpenapara no MHH ¢ yka3aHuem naTel MCTEUEHHUS NEHUCTBUSA
NaTeHTHOW 3alllUThl, a MPU OTCYTCTBUU MATEHTA, MUCHbMO OT 3aBOJA-MPOU3BOIUTEIS
WA JIepXkKaTeias PErucTPallMOHHOTO  YJAOCTOBEpPEHHUS, MOJATBEPXKIAI0IIEe
OpUTMHaJIBHOCTH Ipernapara no MHH;

50. PerucTtpauusi 1eHbl WIN NEPEPErucTpalus 3aperucTpUpOBaHHON LIEHBI B
pamkax I'OBMII u B cucreme OCMC pgnga BBo3umbix JIC, cpok aelcTBus
PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI KOTOPHIX HA MOMEHT MOJAuM 3asiBICHUSI UCTEK,
BBE3CHHBIX Ha Tepputoputo Pecrybnuku Kazaxctan no uctedeHus cpoka JeUCTBUS
PETUCTPALIMOHHOTO YJIOCTOBEPEHHSI OCYUIECTBIISIETCS HAa OCHOBE CBEICHHMM O LIEHAX
dakTHYecKuX MmoctaBok B PecryOnuky Kazaxcran 3a mocnennue 12 MecsiieB 1elcTBUS
PErUCTPAIMOHHOTO yA0CTOBepeHUs. B ciiyyae oTcyTcTBUSI (PaKTHUECKHX TTOCTABOK 3a
nocjeaHue 12 MecsileB, MPEIOCTABISIOTCA KOMUHM JTOKYMEHTOB 3a MHPEAbLAYIIHM
nepuoj 12 mecsues.

Peructpanus 11eHbl WIK epeperucTpalus 3aperucCTpupoBaHHON IIEHBI B paMKax
I'OBMIIT u B cucreme OCMC pgna JIC, cpok neHCTBUS PErUCTPAIUOHHOTO
yIOCTOBEPEHUSI KOTOPHIX HAa MOMEHT MOJayd 3asBJICHUS MPUOCTAHOBIICH
OCYIIECTBIISIETCS B MOPSIAKE U B CPOKH, MPEAYCMOTPEHHBIE IJIaBOW 6 HACTOSAIIMX
[Ipasui.

51. B caydae orcyrcTtBUs TpeOyeMol uHpoOpManuu uUiad HEOOXOIUMOCTHU
YTOUYHEHHUSI CBEJACHHUH, COAEPKAIIUXCSI B TPEACTABICHHBIX JOKYMEHTaXx,
roCyJapCTBEHHAs JKCIIEpTHAsl OpraHu3anus pasMemaer Ha lloprane yBegomnenue o
HEO0OXOIUMOCTH YCTPAHEHHUS BBIIIENIEPEUNCICHHBIX 3aMEUaHUN.

52. 3agBuUTENp MNOCJE NOJYYEHHUS YBEAOMIIEHHS NPEIOCTABISET B
rOCYJJapCTBEHHYIO KCIIEPTHYIO OPraHU3alMI0 COOTBETCTBYIOIIYIO MH(MOpPMAIUIO B
NUCbMEHHOU (opMe Ha (UpMEHHOM OJIaHKe 3asBUTENS B OHJIAWH (online) pexxume Ha
[Toprane ¢ manpbHEHIIMM TIPEIOCTABICHUEM JOKYMEHTOB HA OYMa)KHOM HOCHUTEJE WU
noanucannyto DI, 6e3 mpenocTaBiaeHus JOKYMEHTOB Ha OyMa)KHOM HOCHUTENE B
CPOK, HE IPEBBIMNAIOMNUA 7 pabounx JHEH ¢ MOMEHTA pa3MEIICHUs yBEIOMIICHUS 00
yCTpaHeHUU 3aMevyannil Ha [lopraie.

53. Ilocne mpenocTaBiIeHUSI JOMOIHUTENBHON MH(OPMAIIMN B COOTBETCTBHUH C
nyHKTOM 52 Hactoswmux I[IpaBui, rocynapcTBEHHas 3KCIEPTHAas OpraHU3aius



MOBTOPHO pAacCMaTpPUBAET MPEAOCTABICHHBIE JTOKYMEHTHI B COOTBETCTBHUU C
Hactosiiiumu [IpaBunamu B Teuenue 10 pabounx qHe.

B ciyuae npeBbllieHus1 Cpoka MpeIoCTaBIEHUS 3alpalimBaeMoil HHpopMaInm, a
TaK)Xe MPEJOCTABJICHUS JIOKYMEHTOB B HEMOJIHOM OObeMe U (MJIM) HEMOJHOTHI
COJIEp>KaIllUXCA B HUX CBEJCHUN B COOTBETCTBHUM C TpeOoBaHUAMU HacToAmux [IpaBun
nocje BTOPOTO YBEAOMIIEHUS 00 YCTpaHEHMHM 3aMe4aHWi TocCyAapCTBEHHas
SKCIIEpTHAs OpraHW3alMsl HaIlpaBiseT 3asBUTENI0 MOTUBUPOBAHHBIM OTKa3 B
pErucTpaluy UEHbl WM NEPEePEerucTpaluy 3aperucTPUPOBAHHON ILIEHBI B pamMKax
I'OBMII u B cucreme OCMC mno ¢dopme, coriacHO MPUIOKEHUIO 8§ K HACTOSIIIUM
[IpaBunam.

54. T'ocynapcTBeHHas SKCIIEpTHAs OpraHu3aius B TeueHue 15 pabouux gHEH co
THS oOpamieHusl 3asBHUTENs] OCYIIECTBIsAET pedepeHTHOE IIeHOOOpa3oBaHHWE Ha
ToproBoe HamMmeHoBaHHE JIC W MOHUTOPHUHI COOTBETCTBHS IMpEMJIATaEMOU K
pEerucTpaiuy IEeHbl WU MEPEepPerucTpaluy 3aperucTPUPOBAHHON IIEHBI B pamKax
I'OBMII u B cucreme OCMC TpeboBanusim HacTosmux [IpaBui.

55. Ilo pe3ynbTaTaM MOHMTOPHHIA U aHaIu3a pehepeHTHOro LIEHOOOpa30BaHUs Ha
Topropoe HauMeHoBaHue JIC rocyaapcTBeHHasi »HKCIEpTHash OpraHu3anus
PETUCTPUPYET LIEHY WIH MEPEPETUCTPUPYET 3apETUCTPUPOBAHHYIO IIEHY B paMKax
I'OBMIT u B cucteme OCMC nipu COOTBETCTBUU CIEAYIOIIUM KPUTEPUSIM:

1) npenocrtaBnenHas 1eHa npousBoauTens B pamkax ['OBMII u B cucreme OCMC
st BBo3uMbIX JIC mms PecnyOnmumkm Kazaxcran He mpeBbIIaeT MaKCUMalbHOTO
3HAYEHUs TPEX MUHUMANbHBIX LIeH DpaHKo-3aBoj U3 YKMCla MOJAHHBIX B 3asBICHUU
pedepeHTHBIX CTpaH, B CIIy4ae €ClIu KOJHUYECTBO pe(EepeHTHBIX CTpaH MEHEE TpeX,
nena npousBoautens B pamkax 'OBMII u B cucteme OCMC He mnpeBblIaet
MaKCUMaJIbHOTO 3HaueHus 1eH @PpaHko-3aBoj MPEACTABICHHOIO KOJHWYECTBA
pedepentubix crtpan. Ilpu orcyrcTBum rocyaapctBeHHol peructpamuu JIC B
pedepeHTHBIX cTpaHax, IieHa npousBoautens B pamkax ['OBMII u B cucreme OCMC
HE MPEBBIIIAET 3HAUCHUS 1IeHbl OPpaHKo-3aBOJ B CTpaHEe-ITPOU3BOIUTENIS;

2) npenocrapiieHHas 1ieHa npousBoauTens B pamkax [ OBMII u B cucteme OCMC
st BBO3UMBIX JIC He BbIllle MAaKCUMAJIbHOTO 3HAYEHUS TPEX MUHUMAJIBHBIX IIEH 3a
€IVMHHUIY M3MEPEHUs, YKa3aHHbIX B TNPEAOCTABICHHBIX JOKYMEHTAax,
noaTeepxkaatromux 1eny JIC (xomusi MHBOMca (HakiIagHOM) WM CueT-(PaKTyphl,
TaMOYKEHHOM JIEKJIapalliK) 3a BBIYETOM CKUJIKU;

3) TpaHCHOPTHBIE PACXOAbl OT MPOU3BOAUTENS 10 T'paHUIlbl PecnyOnuku
Kazaxcran, ykazaHHble B 3asBJI€HUHU, HE MPEBbIIAIOT 15% OT 3HAUYEHUS LIEHBI
npousBoautena B pamkax ['OBMII u B cucteme OCMC.

B ciyyae HecooTBeTCTBUSA 3aperucTpupoBaHHOM 1eHbl B paMkax ['OBMII u B
cucreme OCMC kputTepusM, yKa3aHHbIM B HACTOSIIEM IMYHKTE, rOCYJapCTBEHHAas
SKCHEpPTHAsE OpraHu3allvs HAMpaBJIsIeT MOTUBUPOBAHHBIM OTKAa3 B PErUCTpaIlMU LIEHbI



WU TIEPEePETUCTPAIIUU 3apEruCTpUpoBaHHOMN LieHbl B pamkax ['OBMII u B cucrteme
OCMC (o opme, coryiacHO MPUIIOKEHUIO 8 K HacTosuM [IpaBunam).

56. PerucTtpauus 1eHbl WIN NEPEPErUCTpaIUs 3aPErUCTPUPOBAHHON LIEHBI B
pamkax ['OBMII u B cucreme OCMC Ha JIC 0TE€UYECTBEHHOIO MPOU3BOUTENS
OCYILECTBIIIETCS HA OCHOBE LeHbI npousBoautensa B pamkax 'OBMII u B cucreme
OCMC, a Taxxe pacxoJI0B Ha OLIEHKY 0€30MacCHOCTH U Ka4eCTBa.

57. PerucTpanusi LEHBl WIN NEPEPEruCTpaus 3apEruCTPUPOBAHHON LIEHBI B
pamkax 'OBMII u B cucreme OCMC Ha BBO3uMbIe JIC OCyllIecTBIsI€TCS HA OCHOBE
ueHbl nponssoaurens B pamkax ' ObBMII u B cucreme OCMC, a Takke TpaHCIIOPTHBIX,
TaMO>KEHHBIX PAaCXOJI0B U PACXOJIOB Ha OLIEHKY 0€30IIaCHOCTH U KauecTBa.

58. B cimywae oTcyTcTBHS OCTaBOK Ha Tepputoputo Pecy6nuku Kazaxcran B
TeueHue nocienuux 12 mecsues, neHa B pamkax ['OBMII u B cucteme OCMC
PETUCTPUPYETCA € MOCHEAYIOUIEN NMEepEePErucTpalueii 3aperucTpupoOBaHHON LIEHBI B
pamkax I'OBMII u B cucreme OCMC. He mno3gHee, yeM 4yepe3 roa ¢ JaThl
YTBEPKIACHUS NpPEIENbHbIX LEH Ha ToproBoe HanMeHoBaHue JIC 3asBuUTEINb
OCYIIECTBIISIET NMEPEPErUCTPALNIO 3aPETUCTPUPOBAHHON LIEHBI C IMPEIOCTABICHUEM
KOMHUH JOKYMEHTOB, mnonarBepxaatomux meny JIC, a Taxxe uHpOpMALHUU O
(dakTHUeCKHX pacxogax.

B ciiyuae ecnu nepepeructpaiius 3aperucTpupoBanHoi nieHsl B pamkax ['OBMII u
B cucreme OCMC B TedeHue roja He OblUla MpPOM3BEAEHA, T'OCYJapCTBEHHOU
AKCIIEPTHOM OpraHu3anuen 3assutento Ha [loprane HampaBisieTcsi yBEIOMIJIEHHE O
HEO0OXOIMMOCTH TIEPEPETUCTPAIIH 3apEeruCcTpupoBaHHOM 11eHbI B pamMkax 'OBMII u B
cucreme OCMC B TedyeHuE€ OJHOIO KaJIEHIapHOIo Mecdlna ¢ MH(GOPMUPOBAHUEM
YIOJTHOMOYEHHOT0 opraHa. IIpu OTCyTCTBMU HEpeperucTpalud B YCTaHOBJICHHBIN
CPOK TOCyAapCTBEHHasl SKCHEPTHAsl OpraHu3anus MHGOPMHUPYET YHOJIHOMOYEHHBIH
Oprad ¢ JajJbHEHIIUM HCKIIYEHHEM M3 MPOEKTa MpEeIeNbHBIX LIEH Ha TOProBOE
HanMeHoBaHue B pamkax 'OBMII u cucteme OCMC.

59. Ilepepeructpanus 3aperucTpupoBanHoi 1ieHbl B pamkax 'OBMII u B cucteme
OCMC na JIC ocymiecTBisieTcs B OPSJIKE U B CPOKH, MIPEIYCMOTPEHHBIE TJIaBOU 6
Hactosiux [IpaBun.

60. 3asBuTenp obecreuynBaeT JOCTOBEPHOCTh, MOJHOTY W COJEpKaHUE
IPEAOCTABIEHHBIX TOKYMEHTOB B COOTBETCTBUU C IEUCTBYIOIIUM 3aKOHOATEIBbCTBOM
Peciy6nuku Kazaxcran u Hactosmumu [IpaBunamu. [IpenoctaBieHue 3asBuTenemM
HEJIOCTOBEPHBIX JAHHBIX SBIIETCS OCHOBAHUEM JUJISl OTKA3a B PETUCTPALIMM LIEHBI WIIN
NepepPEerucTpalu 3aperucTpupoBantoi neHsl B pamkax ['OBMII u B cucteme OCMC
no (¢opme, corsiacHo MpuioxkeHuto § k HacrosuuM [IpaBuiiam. B citydyae BbIsiBIIeHUS
HEJIOCTOBEPHBIX JAHHBIX YTBEPXKACHHBIE MpPEAECIbHBIE LIEHBI Ha TOProBOE
HanmeHoBanue JIC B pamkax ['OBMII u B cucreme OCMC rocyaapcTBeHHas
AKCIIEPTHAs OpraHU3aLMs HHPOPMUPYET YIIOJIHOMOYECHHBIN OpraH.



I'maBa 7. Y cTaHOBIICHHE HAIlCHOK, pacdeT B (OpMIpOBaHHE NpECIbHBIX IIEH
Ha ToproBoe HanMmeHOBaHWE JIC B pamxax I'OBMII u B cucreme OCMC

61. Hanenku B pamkax 'OBMII u B cucteme OCMC na JIC nuddepenuupyrorcs B
COOTBETCTBHUM C PETPECCUBHOM IIKAJIOW HALIEHOK M COCTABJISIIOT:
1) 20 % nst JIC, croumocThio 110 350,00 TeHre BKIIOYUTEIBHO;
2) 19,5 % nna JIC, ctroumocthio cBbime 350 Tenre m go 1000,00 tenre
BKJIFOYUTEIBHO;
3) 19 % nnsa JIC, croumocTthio cBeiiie 1000 tenre u go 3000,00 Tenre
BKJIFOYUTEIBHO;
4) 18 % nna JIC, croumocthio cBbime 3000 tenre m mo 5000,00 tenre
BKJIFOYUTEIBHO;
5) 17 % nnsa JIC, croumocthio cBeime 5000 tenre u g0 10000,00 Tenre
BKJIFOYUTEIHHO;
6) 16,5 % nna JIC, croumocthio cBbime 10000 tenre u mo 20000,00 Tenre
BKJIFOYUTEIBHO;
7) 16 % nna JIC, croumoctbio cBbime 20000 tenre u no 40000,00 Tenre
BKJIFOYUTEIBHO;
8) 15,5 % nna JIC, croumocthio cBbiiie 40000 tenre u no 100000,00 Tenre
BKJIFOYUTEIIBHO;
9) 15 % nnsa JIC, croumoctsio cBeimie 100000 tenre u go 200000,00 Tenre
BKJIFOYUTEIBHO;

10) 14,5 % nna JIC, croumocthio cBbiiie 200000 Tenre u 1o 500000,00 Tenre
BKJIFOYUTEIBHO;

11) 14 % nnsa JIC, croumoctsio cBaimie S00000 TeHre.

62. Pacuet npenenbHbIX 1IeH Ha ToproBoe HanmeHoBanue JIC B pamkax 'OBMII
uB cucteme OCMC mpoBoauTCs MyTeM A00aBJIEHUS K 3apErUCTPUPOBAHHON IIEHE B
pamkax ['OBMII u B cucteme OCMC nanenku B pamkax ['OBMII u B cucteme OCMC
, T pepeHIpOBaHHON UCXO/Is U3 BEIMYUHBI 3apETUCTPUPOBAHHON LIEHBI B paMKax
I'OBMIT u B cucreme OCMC 3a equnuiy usmepenus JIC.

63. ['ocynapcTBeHHas SKCIIEpTHAST OpraHU3alus OCYIIECTBISIET pacueT MpPOeKTa
npeaenpHbIX 1eH Ha ToproBoe HaumeHoBaHue JIC B pamkax 'OBMII u B cucreme
OCMC Ha OCHOBaHMM 3aperHCcTpUpoBaHHBIX LIeH B pamkax 'OBMII u B cucreme
OCMC B COOTBETCTBHH C 3aSIBJICHUSIMU O PETUCTPALMU LIEHBI WIN MEPEPETUCTPALINI
3apeructpupoBaHHoi 1ieHbl B pamkax 'OBMII u B cucteme OCMC, nojaHHBIMU HE
no3aHee 31 nexadps.

64. I'ocytapcTBEHHAsl SKCIEPTHASI OPTaHU3ALNS HAIPABIISIET MPOEKT NPEAETbHBIX
1eH Ha ToproBoe HaumeHoBaHue JIC B pamkax ['OBMII u B cucteme OCMC B cpok 110



10 anpens B ymoJTHOMOYEHHBIN OpraH JJisl YTBEPKICHHS TPEACIIbHBIX LIEH Ha TOPrOBOE
HaumeHnoBanue JIC B pamkax ['OBMII u B cucreme OCMC no ¢opme coriacHo
NPUIOKEHHIO 2 K HacToAmuM [IpaBumnam.

65. IlpenensHas ueHa Ha ToproBoe HaumeHoBaHue JIC B pamkax I'OBMII u B
cucreMe OCMC Ha BOCIPOM3BENCHHBIA JIEKAPCTBEHHBIN Npenapar (F€HEepUuK) Win
OMOaHaOTUYHBIN JIEKAPCTBEHHBIN MIpenapat GopMUpPyeTCs HUKE 3HAYEHUS MTOCIeTHEN
, YCTAaHOBJICHHOM 10 UCTEUECHUA JCUCTBHS MATCHTHOM 3aIMUTHI, MPEACIbHON LEHBI HA
toproBoe HaumeHoBanue JIC B pamkax ['OBMII u B cucreme OCMC opuruHanbHOro/
OMOJOTMYECKOI0 OPUTMHAIBHOTO JIEKAPCTBEHHOIO Mpenapara:

17151 reHepuka - Ha 30 %;

JU1s OMO0aHAJIOTHYHOTO JIEKapCTBEHHOTO Tpemnapata - Ha 10 %.

66. B ciiyuae oTCyTCTBUS IpeAeIbHON LIEHbI Ha TOproBoe HauMeHoBaHnue JIC B
pamkax ['OBMII u B cucreme OCMC nns opuUTrHHaIBHOT'0/OHOJIOTUYECKOTO
OPUTMHAJIBHOTO JIEKAPCTBEHHOTO Mpenapara, yCTAHOBJICHHOM O UCTEYEHUS NIEUCTBUS
NAaTEHTHOM 3allluThl, IpeAeiabHas IeHa Ha ToproBoe HamMeHoBaHnue JIC B pamkax
I'OBMII u B cucteme OCMC 0Te4eCTBEHHOTO MPOU3BOJUTEINS BOCIPOU3BEIEHHOTO/
OMOaHAJOTUYHOTO JIEKAPCTBEHHOTO Tpemapara (Qopmupyercs HE BBIIIE
MaKCHUMaJbHOTO 3HAYCHHUS TEKYLIEro MpOeKTa IMpelesIbHON IIeHbl Ha TOPTOBOE
HanmeHoBaHnue BBo3uMoro JIC B pamkax 'OBMII u B cucteme OCMC na JIC npyrux
NPOU3BOAUTENEH, C AHAJIOTHMYHBIM MEXIYHApPOAHBIM HEMATCHTOBAHHBIM
HAaMMEHOBAHUEM, C YUYETOM JI03UPOBKHU, KOHIIEHTpaluu 1 oobema JIC.

67. B cnydae OTCyTCTBHUS 3apETrUCTPUPOBAHHON U MPEAEIBHOM LIEHBI HA TOPrOBOE
HaumeHoBanue JIC B pamkax ['OBMII u B cucreme OCMC mno 3ampocy
YIOJHOMOYEHHOTO OpraHa B 00JIaCTH 37JpaBOOXPAHEHHUSI IOMyCKAETCS pacyeT MPOoeKTa
npenenbHbix neH Ha MHH B pamkax ['OBMII u B cucreme OCMC Ha ypoBHE
CpPEeIHEero 3Ha4YeHus cpeaHuX IeH ¢ aHanorudyabiM MHH B pedepeHTHBIX cTpaHax, ¢
y4eTOM JO3UPOBKH, KOHIIEHTpamuu u oObema JIC, a Takke ¢ y4eTOM HE BBIIIE
MaKCUMAaJIbHOTO 3HAYCHHS TPEX MHUHUMAIBHBIX 3HAYCHUN (PAKTHYCCKOU II€HBI
noctaBok B PecnyOnuky Ka3zaxcran corjacHO JaHHBIM MHBOMCOB (HaKJIAIHBIX) WU
cyeT-(GaKkTyphl, IPEIOCTABICHHBIX B TOCYIAPCTBEHHYIO SKCIIEPTHYIO OPTaHU3ALMIO JIs
o1ieHKHW O6e3omnacHocTu U kadectBa JIC 3a mepuosa He MeHee 12 mMecsIies.

[Ipu oTcyTCTBUM JaHHBIX B MepBOM ab3ale MyHKTa 67 H0OMycKaercs pacyer
npoekta npeaenbHbix e Ha MHH B pamkax 'OBMII u B cucreme OCMC Ha
OCHOBAaHHUM I1I€H HE pePepeHTHBIX CTPaH WM MEXAYHApPOJHBIX OpraHU3aIlui,
yupexaeHHbIX ['eHepanbHoli accambieeit Opranmzanun OObenuHEHHBIX Haruii u
OPYTUMH MEXIAYHAPOIHBIMU OPTAaHU3ALMUSAMHU, PA3MENIEHHBIX B OTKPBITBIX HCTOUHHUKAX



I'masa 8. Pacger u popMupoBaH¥e MPEAEIbHBIX IIEH Ha MEKIYHAPOAHOE
HenareHEToBaHHOe HanMeHoBaHWe JIC B pamkax I'OBMII u B cucreme OCMC

68. IIpenenbHas neHa Ha MEXAYHAPOIHOE HENATEHTOBAHHOE HAUMEHOBAHUE IS
JIC He poJKHA MOPEBBINIATh MAKCHUMAJIbHOTO 3HAYECHUS TPEX MHUHHUMAIbHBIX
npeeNbHbIX 1IeH Ha ToproBoe HaumeHoBanue JIC B pamkax 'OBMII u B cucrteme
OCMC. B ciyyae Hamnyus yTBEP)KICHHOM B COOTBETCTBUM C MYHKTamMu 65-67
Hactosmux [IpaBun mpenenbHON LEHBI Ha TOproBoe HamMeHoBaHnue JIC B pamkax
I'OBMII u cucteme OCMC 0T€4E€CTBEHHOTO TOBAPOMPOU3BOAUTENS, IPOU3BEAECHHOTO
B YCJIOBUSIX HAJUIEKALIECH MPOU3BOACTBEHHOW MPAKTUKHU U MOCTABIIEMOIO B paMKax
JIOJITOCPOYHBIX TIOTOBOPOB, IpeneibHas neHa Ha MHH onpenensercs no npeaenbHoON
eHe Ha ToproBoe HamMeHoBaHue JIC OTEYeCTBEHHOTO TOBAapOIPOU3BOIUTEIIS,
MPOU3BEACHHOTO B YCIOBHUSAX HaJIeKallel NPOU3BOJACTBEHHON TMPAKTUKUA H
MOCTAaBJISIEMOI0 B paMKax JIOJITOCPOYHBbIX J0roBopoB B pamkax ['OBMII u cucteme
OCMC.

69. lns opdannwix JIC npenenvuas nena Ha MHH onpenensiercst Ha ocHOBe
aHanu3a 1eH pedepentnoix ctpan mo MHH. B ciyuae ecnu 3asiBieHHass CTOUMOCTh
rogoBoro npumenenus opdannoro JIC mpeswimaer 3000 MPIT u (wim) umerorcs
3apeructpupoBanHbie JIC ¢ aHAJIOTHYHBIMM MMOKa3aHUSIMU TpeieabHas nena no MHH
ONpeENsIeTCs C YYETOM KIMHUKO-3KOHOMUYECKHUX XapakTepuctuk opdannoro JIC.

70. Ilo 3ampocy YMOJHOMOYEHHOTO OpraHa roCyJapCTBEHHAasl 3KCHEPTHas
opranu3zanus B Teuenure 10 pabounx gHElN OCyIIECTBISET pacueT MPOeKTa NpeeabHbIX
IIEH Ha MEXIyHapoaHOe HenaTteHtoBaHHOoe HanMeHoBanue JIC B pamkax 'OBMII u B
cucteMe OCMC, coaepx)ammxcsi B 3alpoce, HAa OCHOBAHUM YTBEPKIACHHBIX
peAebHBIX 1IEH WIM MPOEKTa MPEJEIbHBIX IIEH (B Cydae OTCYTCTBUSI YTBEPKICHHBIX
npeaeiabHbIX 1IeH) Ha ToproBoe HauMmeHoBaHnue JIC B pamkax 'OBMII u B cucrteme
OCMC u HanpaBiseT UX B yIOJHOMOYEHHBIN OPraH ISl yTBEPKACHUS.

I'maBa 9. ITopamok pacdera IEHEI MPaC-IACTa X HAICHKH CIUHOIO
macTpuOsioTopa Ha ToBapH B pamkax I'OBMIT u OCMC

71. PacyeT 1ieHbl Ipaiic-TucTa eAMHOTO TUCTPUOBIOTOPA OCYIIECTBISETCS:
1) myTem npuOaBieHUs] HALIEHKU €IMHOTO TUCTPUOBIOTOPA K (PUKCUPOBAHHOM 1IEHE
JIC, noctaBnennoro Ha ycinousax DDP MTHKOTEPMC 2010;

2) myTteMm mpuOaBieHUsI HAIIEHKU €UHOTO JUCTPUOBIOTOPA U JOMOJHUTEIHHON
HalleHKH, B pa3Mepe YCTAHOBIEHHOW NyHKTOM 74 Hactosmux I[lpaBun, K
¢ukcupoBanHoii niene JIC, mocTaBlIeHHOro Ha yCIOBUSX OTIMYHBIX OT yciaoBuil DDP
NMHKOTEPMC 2010;



3) myTem npubaBieHUs HALIEHKU €IMHOTO TUCTPUOBIOTOPA K PUKCUPOBAHHOM IICHE
B CJydasX BO3MEIIEHUS I[OCTABUIMKOM pacXOJ0B €IWHOr0 JIUCTPUOBIOTOPA,
CBSI3aHHBIX C YIUIATOM TaMO>KEHHBIX IMOUUIUH U COOPOB, M UHBIX PACXO0JIOB, CBSI3aHHBIX
C TIOCTAaBKO# TOBAPOB €AMHOMY JUCTPUOBIOTOPY;

4) mytem npubaBICHUS HAIICHKUA €IMHOTO NUCTPUOBIOTOpA K CyMMeE 3aTpaT 3a
€IMHUIYy TOBapa Ha yIUIaTy TaMOKEHHBIX MOUUIMH U COOPOB, MPHU MOCTABKE TOBAPOB
€MHOMY NUCTPUOBIOTOPY IO HYJEBOH IieHe (OecIIaTHO);

5) B ciaydasx MOCTaBKM TOBapa IO HYJEBOH IEHE €AMHOMY TUCTPUOBIOTOPY HA
ycnoBuax DDP MHKOTEPMC 2010 wnu Bo3MelIeHUsS MOCTABIIMKOM PacXo]I0B
€IMHOTO TUCTPUOBIOTOPA, CBS3AHHBIX C YIJIATOM TaMOXEHHBIX MOIUIUH U COOPOB, H
UHBIX PAcXOJIOB CBSI3aHHBIX C IOCTAaBKOW TOBAapOB IO HYJIEBOH LIEHE €JUHOMY
JUCTPUOBIOTOPY, 1I€HA Mpaiic-I1CcTa 32 €MHUIY TOBapa yCTAHABIMBAETCS B pa3Mepe
0,01 Tenre.

72. lleHsl mpaiic-nmucta equHoro nuctpuoOstoTopa Ha JIC He mpeBbIIAIOT
npeaenabHbIX 1IeH Ha ToproBoe HanmeHoBaHue JIC B pamkax 'OBMII u B cucreme
OCMC u npeaenbHbIX LEH MO MEXAYHAPOIHOMY HENATEHTOBAHHOMY HaUMEHOBAHHIO
JIC B pamkax ['OBMII u B cucreme OCMC.

73. Haunenka x nenam Ha JIC ycranaBinuBaetrcsi B Ju(depeHIIupOBaHHBIX
MPOLIEHTaX MO PerpeccuBHOM mikane. [Ipu 3ToM HalleHKa eAMHOr0 JUCTPUOBIOTOpPA OT
(UKCHUpPOBAHHOM IIEHBI YCTAaHABIMBAETCS B pa3Mepe:

1) 7 % nns ToBapos, croumoctbio A0 100 000,00 TeHre 3a enMHULY U3MEPEHUS;

2) 6 % mist TOBapoOB, CTOMMOCTh KOTOpbIX Bapbupyetcs ot 100 000,01 u go 139
999, 99 TeHre 3a enMHUIYY H3MEPEHNS;

3) 5 % nns ToBapoB, croumoctbio oT 140 000,00 TeHTe 3a €NMHUIY U3MEPEHUSI.

74. Ilpu 3axyne JIC cnoco6oM u3 0JHOTO UCTOYHUKA:

1) uepe3 MexayHApOIHBIE OPraHU3alliY, yUpexkaeHHbIe [ eHepaabHOi accambreei
Opranmzanuu OOBenuHeHHBIX Hanuii, HEe HWMEIMMUX 3apeTUCTPUPOBAHHBIX B
Pecnybinke Ka3zaxcTaH aHanoroB mno MeXIyHapOJHOMY HENATEHTOBAHHOMY
HAaUMEHOBaHMIO (COCTaBY) M (MJIM) XapaKTePUCTHKE, K (PUKCUPOBAHHON IIEHE KpOME
HAllEHKW €IMHOr0 JUCTPUOBIOTOpa NpuOaBisercs AONOJHUTENIbHAs HAalleHKa B
pa3mepe 7 (ceMu) IpOLIEHTOB.

2) 4epe3 MHOCTPAHHOTO MPOU3BOIUTENS (3aBofa-u3roroBurens) JIC He numeromux
3aperucTpupoBaHHbIXx B PecnyOnnke Kaszaxcran aHajgoroB mo MeXIyHapOTHOMY
HEMAaTeHTOBAaHHOMY HAaMMEHOBAaHMWIO (cocTaBy) M (WMJM) XapaKTEPHUCTUKE, K
(UKCUpPOBAHHOW IIeHE KpOME HAIlGHKHW E€IMHOTO JUCTPUOBIOTOpa MpHOaBISETCS
JOTIOJTHUTEIbHAS HAalleHKa B pazMepe 3 (Tpex) MpOIEHTOB.

75. B ciyuae 3akiroueHusi 1oropopa noctaBku JIC, He UMEIOIIUX aHAJIOTOB C
WHOCTPAHHBIM TPOU3BOJIUTEIEM (3aBOJIOM-U3TOTOBUTEIEM) B MHOCTPAHHOM BaJIOTE,
[[eHa JIOrOBOpa TMOCTaBKU (UKCUPYETCS B JaHHOM BalllOT€ Ha IUJIAHUPYEMBIN



(¢buHaHCOBBIN TOJ IO KypCy, ycraHoBleHHOMY HarmonanbusiM bankom PecryOnmku
KazaxcTan Ha naTy noanucanusi OKOHYATEIBLHOTO MPOTOKOJIA IEPETOBOPOB.

76. llena mpaiic-JIMCTa OCTAaeTCsl HEM3MEHHON BHE 3aBUCUMOCTU OT BaJIFOTHOTO
Kypca Y CKHAKH, TPEJOCTaBIIEMON HMHOCTPAHHBIM Mpou3BoguTesneM  (
3aBOJIOM-M3TOTOBUTENIEM).

77. Pacder BBIICTICHHOM CYMMBI JIJIs 3aKyTIa €IMHBIM TUCTPUOBIOTOP MPOU3BOIUT B
COOTBETCTBHM C IyHKTOM 73 Hacrtosmux [IpaBmi, B cinenyromem nopsake: Llena
3akyna = IIpenenbHas 1ileHa MUHYC HaleHKa. [Ipyu 3TOM OT npenenbHON LEHBI TAKKE
OTHUMAETCSl JOMOJHUTEIbHasT HaleHka npu 3akyne JIC cnmocobomM u3 OgHOTO
UCTOYHHMKA 4Yepe3 MEXIyHapOJHbIe OpraHu3alluM, YyUYpexIeHHble [ eHepanbHOU
accambOneeit Opranuzanun OObeauHeHHbIX Haruif, a Takke y HMHOCTPAHHOTO
npousBoauTens (3aBoga-uzroroButens) JIC, He UMEIOMMNX 3apETUCTPUPOBAHHBIX B
Pecniy6nuke KaszaxctaH aHajmoroB mo MEXAYHApOAHOMY HEMAaTEHTOBAHHOMY
HaMMEHOBaHMIO (COCTaBy) U (MiuM) XapakTepuctuke, mpu nocraBke JIC Ha ycroBusx
oriinuHbIX 0T yciaosuii DDP MHKOTEPMC 2010.

78. lleHa 3akymna onpenenseTcsa B TEHI€ C yYeTOM TUBIHOB. [Ipu pacuere ueHsl
3aKyIa OKpYTJICHHE TUBIH JIEIA€TCS B MEHBIIIYIO CTOPOHY /10 COTBIX.

79. Hanenka eIuHOTO TUCTPUOBIOTOpPA OCYIIECTBISETCS B COOTBETCTBUM C
noanyaktoM 20) mynkrta 1 crateu 7 Kogekca Pecniybnuku Kazaxcran ot 18 ceHTa0ps
2009 roaa "O 310pOBbE HAPOAA U CUCTEME 3PaBOOXPaHEHUS "

[Tpunoxenue 1
k [IpaBunam peryaupoBaHus IieH
Ha JIEKapCTBEHHBIE CPEJICTBA

®dopma

IIpenenbHEIC IEHEI HA TOPrOBOE HANMEHOBAHUE JICKAPCTBEHHOI'O CPEACTBA AJIA
OIITOBOM M PO3HWIHOMN peam3anuu

IIpenensnas Ilpenenbuas

No MexnyHaponHoe
Toprosoe JlekapcTBeHHAs PerucrpanmonHoe meHa Ui [eHa IS
n/ HENaTEHTOBAaHHOE [TpousBoauTENDH N .
HaMMEHOBaHUE .. (opma YIOCTOBEpEHUE  ONTOBOW  PO3HUYHOM
HAaMMCHOBAHUHN
peanu3anyn  pearn3ali
[Ipumeuanue:

*CornacHo pekoMeHaauuu BcemMupHONl opraHu3aluM 31paBOOXPAaHEHUS
MEXTYHapOIHOE HENATEHTOBAHHOE HAMMEHOBAHUE HE MPUMEHSIETCS B CIIy4ae HAJIMYUs
B COCTaBE JIEKapCTBEHHOT'O CPEACTBA HECKOJIBKUX BEILIECTB

[Tpunoxenne 2
k [IpaBunam perynupoBaHus LicH
HA JICKAPCTBEHHBIC CPEIICTBA

®dopmMma



ITpenenpHbIC EHEI HA TOPrOBOE HANMEHOBAHHUE JIEKAPCTBEHHOT'O CPEICTBA B
pamkax I'OBMII u cucreme OCMC

[IpenenvHas
JlexapcTBeHHAs opma meHa B
No MexnyHnapoaHoe P bop
Toprosoe s JIO3UpOBKa, ATX PerucrpauronHoe Eamnuna pamkax
/ HENAaTeHTOBAHHOE
HauMEHOBaHUE ,  KOHLEHTpaiuus, 00beM, kKox yaocroBepenue — usMmepenus 'OBMII u
HavMEHOBaHHE
(hacoBka cucTeMe
OCMC
IIpumeyanue:

*CormacHo pexkoMmeHjanuu BceMupHOW opraHu3anuu 31paBOOXpPAHEHUS
MEXTyHapOIHOE HEeTAaTeHTOBAHHOE HAUMEHOBAHUE HE TIPUMEHSETCS B CIydyae HATUYUS
B COCTaBE JICKAPCTBEHHOI'O CPEJICTBA HECKOJIBKUX BEIIECTB

[punoxenue 3
k [IpaBunamM perynupoBaHus IeH
Ha JIEKapCTBCHHBIE CPEJCTBA

®opma

(HamMeHOBaHME TOCYJaPCTBEHHOM SKCIIEPTHON OpraHW3aIIH)

3asBiIeHHE O PErUCTPAlMH IICHEI WM ePEePeruCTpalyy 3apEeruCTPHPOBaHHOMN
IICHEI U1 OIITOBOM M PO3HMYIHOM pead3alliu

[IpenocrasisieM nHGOPMAIUIO I PETUCTPAIIMU IIEHBI WM TIEPEPEeTUCTpaIlun
3apErucCTPUPOBAHHON LIEHBI I ONTOBOM M PO3HUYHOW peain3aiuy JEKapCTBEHHOIO
CpeacTsa

1. 3asgBuTenn

1.1. [IpousBoauTEND TEKAPCTBEHHOTO CPEICTBA
HanmenoBanue
Crpana
IOpuanaeckwii anpec

®dakTuyeckuil apec

Tenedon

Daxc

e-mail
damuius, UMsl, 0TIECTBO (IPU €T0 HAIUYHN)
JlomKHOCTE

KonTtakTHOE 1110 Tenedon
daxc

e-mail



1.2. Bnagenen perucTpaiioOHHOTO yA0CTOBEPEHHUS

HazBanue
Crpana
IOpuanueckuii anpec
dakTudecKuil azpec
Tenedon
®daxkc
e-mail
damunust, UM, 0TIECTBO (TIPH €0 HAJIMYMH) PYKOBOANUTEIS
daMuHs, UMsI, 0TIECTBO (IIPH €T0 HATWIHN)
JomxHOCTB
KonTakTHOE NHIIIO Tenedpon
Daxkc
e-mail
1.3. I[OBepeHHOG JII/ILIO/KOMH&HI/ISI, npeaCTaBUTCIBCTBO OT 3asdBUTCIIA,
YIOJITHOMOYEHHOE NTPOBOAUTH JIEUCTBUS BO BPEMs MPOLEAYPbI PETUCTPALIMM LIEHBI B
Pecnybnuke Kazaxcran
HasBanue (vnu hamuinst, UMsi, OTYECTBO (IIPH €r0 HATNYNH)
Crpana
IOpunnueckuii anpec
DakTuyecKuil azpec
Tenedon
®Paxkc
e-mail
damunust, UM, 0TIECTBO (TIPH €0 HAJIMYMH) PYKOBOANUTEIS
Ne noeepenHocTu
JlaHHBIE O TOBEPEHHOCTH [lara Bbiaun
Cpoxk neicTBus
2. I/IH(bOpMaHI/ISI O JICKapCTBCHHOM CpPCICTBEC
1. ToproBoe Ha3BaHuE

2. Homep u maTa perucTpalioHHOro ynocroepeHus B Pecry6muke Kazaxcran

W

OpurnHaNbHBIA JICKAPCTBEHHBIH TIpel
MaTEeHTHOH

Cpox JieficTBUs MaTeHTa J0:

(yka3aTh 1aTy UCTCUCHHS MTATCHTA)

O

OpurHHaNBHBIA JIEKAPCTBEHHBIN IIf
MMaTEHTHYIO 3aIUTy



3. JlexapcTBEHHOE CPENICTBO SABIAETCS: (HYy>)KHOE OTMETHTB)

MeskmyHapo{HOE HEMATCHTOBAHHOE HANMEHOBAHHUE (TIPH HAJIMYHIH)

CocrtaB

. Jlo3upoBka

4

5

6. JlexapcTBeHHAs opma
7

8. Konuenrtpauus

9

O0Bem

KonngectBo Bo BTOpUYHO# (TOTPEOUTETBCKON) YIIAKOBKE

11 Koz corimacHo AHATOMO-TepaleBTHYCCKO-XUMHUUECKOH Kiaccudukamuu (ATX

KOJ)
Crioco0bI BBEIEHUSA

CBezneHusl 0 paHee 3aperMCTPUPOBAHHON II€HE JJI ONTOBOHW M PO3HUYHOM
13 peanusanuu

Hata peructpanuu 3aperucTpUpOBaHHOMN LIEHBI U1 ONTOBOM U PO3HUYHOI
peanuzanun

14 TleHa OTEYECTBEHHOI'0 MPOU3BOJIUTENS HJi1 ONTOBOM M PO3ZHUYHOU
peanu3au (3a NOTPEOUTETHCKYIO YITAKOBKY)

Llena npou3BOIUTENS TS ONITOBOM M PO3HUYHOM peann3anuu 1Jisl BBO3HMBIX
JIC (32 moTpeOUTENBCKY IO YIIAKOBKY)

OpurnHaIbHBIN OHOJIOTHYECKUI JIeKap:
JEeUCTBUEM MMaTEHTHO
Cpox JieficTBHUS MaTeHTa J0:

(Yxa3aTpb 1aTy HCTEYEHUS MTATEHTA)

O

OpurnHanbHBI OWOJIOTHYECKHHA JIEK
YTPATHUBIINH ITATEHTHYIO 3aILUTy

W

BocnpousseneHHbIl IekapCTBEHHBIH T

O

buoananoruuseliil npenapar

W

Opdannbrit

Hena 3a
norpebuTensckyro  Bamrora
YIaKOBKY

Ilena B BamtoTe
(hakTHUECKOTO
KOHTpaKTa Ha
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Crtpana

AsepOaiimkan
Benapycs
Bonrapus
Benrpus
I'penus
JlaTBus
JlutBa
Poccus
[onpuma
PymbiHusg
CrnoBakust
CrnoBenust
Typuus
XopBatust
Yexus

OcTOHUA

CtpaHa-npou3BOIUTEINS

sk

Jannble 1OKyMeHTOB, noaTBepxkaatomux neHy JIC ( mocraBky wu/munm  Bamora

3a MOTPEOUTENILCKYIO YIAKOBKY) UHBONCa 3a
MOTPEOUTENBCKYIO

YIIaKOBKY

I[lena B BammwTe
(akTHUEecKOro
KOHTpakTa Ha
MOCTaBKY W/HIH
HHBOMCa 3a

JlanHbIC JOKYMEHTOB, moaTeepxkaatonux neny JIC (

Bamrora
3a IIOTPEOUTEIILCKYIO YITAKOBKY)

MOTPEOUTENBCKYIO
YIaKOBKY

Ilena B BamtoTe
(hakTHUECKOTO

KOHTpakKTa Ha
JanHbIe JOKYMEHTOB, moaTBepxkaatonmx neny JIC ( p

Baitora
3a MOTPEOUTETBCKYIO YITAKOBKY )

MOCTAaBKY H/WIU
HHBOMCa 3a
MOTPEOUTENBCKY IO

YIIaKOBKY

Ceenenust o ueHe @panko-3aBoj B pedepeHTHBIX CTpaHax, e HMEeTCs Trocynapt
JIEKapCTBEHHOTO CPEJICTBA MIIH CTPaHEe-TIIPOU3BOIMTENS (32 IIOTPEOUTENBCKYIO YIIAKOBKY)

Llena ®panko-3aBon,

KonnuectBo B B IlepecyeTe Ha

.ena

MOTPEOUTENHCKOM konuuectBo JIC B IMena
Toprosoe ®panko-3aBoy 3a .

yHnakoBKe B noTpebuTenbckoit  Bamora ®panko
HaNMEHOBAHWE . MOTPEOUTENBCKYTO

pedepenTHOM ymakoBKe, B TCHTE

YIaKOBKY .
CTpaHe 3apeTUCTPUPOBAHHOM
B PK

JlanHble 0 pacxonax (3a IOTPeOUTENBCKYIO YIIaKOBKY )

HaumenoBanue

Tenre, 32 TOTPEOUTETHCKYIO YITAKOBKY



16 TpaHCHOPTHBIE PACXOBI
TaMoKeHHBIE pacxoabl
Pacxo/p! Ha O1IEeHKY 0€301TaCHOCTH M KauecTBa

Pacxonpl Ha MapKETHHT

3aperucTpupoBaHHas IIeHa IS ONTOBOW M PO3HIUYHON peann3aiui

[apanTupyto: AJOCTOBEPHOCTh MPENOCTABICHHOW WHGOpPMaIWU O IeHaX Ha

JIEKapCTBEHHBIE CPEJICTRA.

O0s3y10Ch CO00IIAaTh 000 BCEX M3MEHEHUSAX B LIEHAX HA JIEKAPCTBEHHbBIE CPE/ICTBA,
a TaKKe MPEJCTaBIATH 3asBICHUE M MaTepualibl, HEOOXOIUMBIE NIJISi MPOBEICHUS
pedepeHTHOTO 1EHOOOpa30BaHUSI U PETUCTPALMM IEHBl WU MepeperucTpaiuu
3apErUCTPUPOBAHHON IE€HBI JJIsI ONTOBOM M PO3HUYHOW pealiM3alryd Ha
JIeKapCTBEHHBIE CPEJCTBA.

Jlara dUO

*B clly4ae OTCYTCTBHUS IOCYIapCTBEHHON PErHCTpalliU JIEKAPCTBEHHOTO CPEICTBA

B pePEPEHTHIX CTPaHAX
IIpunoxenue 4
K [IpaBunam peryiaupoBaHus LeH
HAa JIEKapPCTBEHHBIE CPENICTBA

®opma

HanMeHoBaHME JTOBEPEHHOT'O JINIA/KOMITAHUH, TIPEJICTABUTEIbCTBA OT 3asBHTEIIS,
YIOJHOMOYEHHOTO TTPOBOJIUTH JACHCTBUS BO BPEMS MPOIEAYPhl PETUCTPAINH ICHHI B
Pecniybnuke Kazaxcran Hcex Ne OT

TABJIUIIA IIEH ®PAHKO-3ABO/I JUISI PETUCTPAITMU IIEHBI WA
IIEPEPETICTPAITMU 3APETUCTPUPOBAHHOM ITEHBI JUIA
OIITOBOH Y PO3HUYHOM PEAJIN3AITAN

Hacrosimum HauMeHOBaHUE JOBEPEHHOTO JIUIAa/KOMIIAHUH, TPE/ICTaBUTEIHCTBA OT
3aABUTENSA, YMNOJIHOMOYEHHOrO MPOBOAUTH JEUCTBUA BO BpeMsS MPOLEIYPHI
peructpanuu 1eHbl B Pecnybnnke Kazaxcran B IHeisix perucTpalidu IEHbl WU
NEepPEPErUCTPALINU 3apPETUCTPUPOBAHHON 1IEHBI (HYKHOE MOTYEPKHYTh) JIJIsi ONITOBOM U
PO3HUYHOW  peaju3allid Ha OCHOBAaHMM HAWMEHOBAaHUE JIOKYMEHTA,
MOATBEPKAAIOMIETO MPAaBO 3asBUTEINS OCYIIECTBISITh PETUCTPAIMIO II€HBl WIHU
NEPEPErUCTPALMIO 3aPETUCTPUPOBAHHOM IIEHBI JIJIs1 ONITOBOM M PO3HUYHON peanu3aluu
, BKJIIOYash MpaBO NpenocTaBisiTh uUHopmanuio o IeHax PpaHko-3aBoj B
pedepeHTHBIX cTpaHax, HOMEp W JaTa NIpeaocTaBiseT eHbl PpaHko-3aBoj B
pedepeHThIX cTpaHax Ha JIEKAPCTBEHHOE CPEJCTBO TOProBOE HAMMEHOBAHHE,
JIO3UPOBKA, KOHIIEHTpalus, oO0beM, JIeKapCcTBeHHas (opMa, KOJIMYECTBO B



NOTPEOUTENHCKOM YITaKOBKE, MPOU3BOIUTEND, HOMEp PY B crenyronmx pedepeHTHBIX
CTpaHax:

Hena ®panko-3aBoz,
B IepecueTe Ha

Ilena
KomnuectBo B IlecHa ®paHko-3aBoj
. konugectBo JIC B
notpebutensckoit @panko-3aBox Ha ,
Toprosoe

MOTPEOUTEIIBCKOM
Crpana ymakoBKe€ B  TOTPEOUTENBCKYIO paccunTaHHAs
HAaUMCHOBaHHE ymakoBKe,

ebepeHTHOU MaKkOBK H a .
pedep Y y ( 3apEerUCTPUPOBAHHOMN
CTpaHe BaJIOTA) MUHUMAJIBHYIO

B PK (mpm

CAMHIIY HE00XOTUMOCTH)
Azepbaiimxan
Bbenapych
Bomnrapus
Benrpust
I'peuns
JlatBus
JlutBa
Poccus
[Tonpma
Pymbinus
CrnoBakus
CnoBeHust
Typuus
Xopsarus
Uexus

DcToHus

(

CTpaHa—HpOI/IBBOHI/ITCHH
)*
["apanTUpyi0 JIOCTOBEPHOCTH MPEJOCTABICHHOW HH(OpMAIMU O II€Hax
®panko-3aBoj B pe(pepeHTHBIX CTpaHax.
Jlata

noipkHOoCTh moanuck O.M.0O. Mecto neyatu (1Ipy HAJIUYUU
p
* B cimydae OTCyTCTBHS pETUCTpaliii B pe(h)epEeHTHBIX CTPaHaX

IIpunoxenue 5
k [IpaBunamM perynupoBaHus IeH
Ha JIEKapCTBCHHBIE CPEICTBA

®opma




HaunmenoBanue qoBEpeHHOTO JIMIA/KOMIIAHUH, MPEJICTABUTEILCTBA OT 3asBUTEIIS,
YIOJIHOMOUYEHHOTO MPOBOJIUTH JIEUCTBUS BO BPeMsl MPOLETYPhl PETUCTPAIIMU IIEHBI B
Pecny6nuke Kazaxcran

MOTUBHUPOBAHHBI OTKA3 B PETUCTPAITVH ITEHBI NN
IIEPEPETUCTPAITMU 3APETUCTPUPOBAHHOM ITEHEI JUIA
OIITOBOH Y POSHUYHOM PEAJIM3AIIN

Hacrosmum Pecny6GiankaHCKoe rocyIapCTBEHHOE MPEANPUATHE Ha IpaBe
XO3SIUCTBEHHOTO BeJeHHs "HanuoHalnbHBI LEHTP SKCIEPTU3bl JIEKAPCTBEHHBIX
CpeACTB U MeAUIMHCKUX u3nenuil" Komurera KOHTposl KauecTBa U 0€30MaCHOCTH
TOBapOB U yciyr MunucrepcTBa 3apaBooxpanenus Pecriyonuku Kazaxcran (nanee —
DKcnepTHAasi OpraHu3alysi) COOOIIAeT CAEAYIOIIEE.

IIpu paccMoTpeHMM 3asBICHUN O PETUCTPALUM IIEHBbI WIM NEPEPETUCTPALUU
3apPErUCTPUPOBAHHOM LIEHBI ISl OIITOBOM M PO3ZHUYHOM peallu3alii Ha JIEKAPCTBEHHOE
CpEZICTBO, @ UMEHHO:

Nem/m  YHuKameHBIN KOJ Ha IOpTaje eHooOpa3oBaHus Toproroe HAaMMEHOBAaHHUE JICKAPCTBEHHOTO CPEIICTBA
1
2

COTPYIHUKAMU DKCIEPTHON OpraHU3alMK ObLIO BBISBICHO CIEAYIOIIEE:
(OTMETHUTH HYKHOE)

IIpenocrapneHne JOKYMEHTOB B HEMOJHOM OOBeME M (MJIM) HETOJIHOTA COAEPXKAILINXCA B HUX CBEICHHH B
COOTBETCTBHUH C TpeOOBaHUAMH HacTOs KX [IpaBuiI mocie BTOpOro yBe1oMJIeHUs 00 yCTpaHEeHHH 3aMedaHui

Cpok npenocTaBieHns: HHGOPMAIHH, 3aMPANINBAEMO TOCYIaPCTBEHHON IKCIIEPTHOM OpraHU3aI[|K NPEBHIIIACT
7 pabounx mHei

IIpenocraBneHne HEAOCTOBEPHBIX CBECHUI

Ilena mpowsBomUTENS IJII ONTOBOW M PO3HUYHOHN peanm3annu BBO3UMBIX JIC mis Pecrmybnmku Kazaxcran
MPEBBIIACT CpeiHee 3HaueHKe eH PpaHKo-3aBoj U3 YKCIIa OAAHHBIX B 3asBICHUH PeEPEHTHBIX CTPAH

Ilena mpow3BOMUTENS JJIi ONTOBOW W PO3HUYHOHN peanmsanuu BBO3uMbIX JIC mis Pecnybnuku Kazaxcran
NpeBbIIIaET 3HaYCHHUE I[EHBI ®panko-3aBon B CTpaHe-MpPOU3BOAUTENA
(B ciygae otcyTcTBUA TocyaapcTBeHHOU peructpanuu JIC B pedepeHTHRIX CTpaHax)

[lena mpou3BOAMTENS ISl ONTOBOM M PO3HMYHOHN peanusanuu BBO3UMBIX JIC must Pecmybnuku Kazaxcran
MPEBBILIAET MAKCUMAaJIbHOE 3HAYEHUE 1I€H, YKa3aHHBIX B NPEJOCTABICHHBIX JTOKYMEHTaX, MOATBEPKIAIOIINX
LIEHY JIEKapCTBEHHOI'0 CPEJCTBA, 3a BBIYETOM CKHUJIKU

MapkeTHHTOBBIE pacxoas! npeBbImaoT 30% OT IEeHBI MPOU3BOAUTEINS IS ONTOBOM M PO3HHYHON peann3anun
BBO3uUMBIX JIC mst Pecrry6nuku Kazaxcran

Hacrosiinm, B COOTBETCTBUM € IMTyYHKTOM 19, myHkToM 21, a Takxke myHKTOM 26 "
[TpaBuu peryiupoBaHus IIEH Ha JEKApCTBEHHBIE CpeIcTBa':

"19. [Tocne nmpenocTaBieHUs TOMOJIHUTEIbHOU UHPOPMALIMK B COOTBETCTBUU C
nyHkToM 18 Hacrosmmx IlpaBuin, rocymapcTBeHHas SKCIEpTHAs OpraHU3aLMs
NOBTOPHO pAacCMaTpPUBAET MPEAOCTABICHHBIE JIOKYMEHTBI B COOTBETCTBUHU C
Hacrosiuumu [IpaBunamu B Teuenue 10 pabouux aHeil.



B cnydae mpeBbllieHHs cpoKa MPeIOCTaBICHUS 3alpalinBaeMoil HHpopMaluuu
An00 TPeAOCTaBICHUS JOKYMEHTOB M (MJIM) HEMOJIHOTHI COJAEpKAIUXCA B HUX
CBEJICHUI B COOTBETCTBUU C TpeOoBaHUSAMHU HacTosmux [IpaBui, rocygapcrBeHHas
AKCIEPTHAsI OpraHu3alus Mocjie BTOPOro yBEAOMIICHHUS] 00 yCTpaHEHUH 3aMedaHUi
HaIpaBiseT 3asBUTEII0 MOTHUBUPOBAHHBIM OTKAa3 B PErUCTpPallMU LIEHBl WU
NepEPEruCTpaly 3aPErUCTPUPOBAHHOM LIEHBI JIJI1 ONTOBOM PO3HUYHOM peain3aluii
1o gopme, CorinacHo MPUIOKEHUIO 5 K HacTosuM [IpaBuiam."”

"21. Ilo pesynbTaraM pedepeHTHOTO IIEHOOOpa30BaHUS Ha TOPTOBOE
HauMeHoBaHue JIC, rocynapcTBeHHasi SKCIIEpTHAsE OpraHu3anusi pErucTpUpyeT LeHy
WIN TEPEPEruCTPUPYET 3aPETUCTPUPOBAHHYIO LEHY I ONTOBOM M PO3HUYHOMU
peanu3anuu Ipu COOTBETCTBUU CIEAYIOIIUM KPUTEPHUSIM:

1) npenocTaBieHHas 1ieHA MPOXU3BOIUTEIS ISl ONTOBOM M PO3HUYHOM peann3aiuu
Ha BBo3uMbIe JIC nns PecyGnuku KazaxcTan He nmpeBbIlIaeT CpeHETO 3HAYEHUS 1IeH
®panko-3aBo B pe(EepEeHTHBIX CTpaHaX WJIM HE NPEBBIIIAECT 3HAYECHUS LEHbI
@®paHK0-3aBOJ B CTPaHE-NPOU3ZBOAUTENSI MPHU OTCYTCTBUH TOCYJAapCTBEHHOM
peructpauuu JIC B pedhepeHTHBIX CTpaHaX;

2) npeaocTaBlICEHHAs LIEHA IPOU3BOJUTEIS 111 ONTOBOM M PO3HUYHON pealn3aluun
Ha BBo3uMble JIC He BbIIIE MAaKCUMAJILHOI'O 3HAYEHMS I1E€H, YKa3aHHBIX B
NpPEIOCTABICHHBIX JOKyMeHTax, mnoarsepxkpatomux meny JIC (komus uHBoOica (
HAKJIQJHOM) WM cueT-(aKTyphl) 32 BBIYETOM CKUIKU;

3) MapKETHHIOBbIE PACXO/bl, YKa3aHHbIE B 3asBJICHUH, HE peBbIaoT 30 % oT
3HAYEHUS LEHbl MPOU3BOAUTEINS Il ONTOBOM M PO3HUYHOM pean3aluu JJIs
Pecny6nnku Ka3zaxcras.

B ciryyae HeCOOTBETCTBHS 3apErUCTPUPOBAHHOM LIEHBI KPUTEPHUSM, YKA3aHHBIM B
HACTOAILEM IIYHKT€, TOCYJIapCTBEHHAs SKCIEpTHAas OpraHu3alMs HalpaBlseT
MOTHBHUPOBAaHHBIA OTKa3 B PpETUCTPALMHM LEHBl WIH MEpEeperucTpanuu
3apEeruCTPUPOBAHHON IIEHBI JJIsI ONTOBOM M PO3HUYHON peanu3anuu mo Qopme,
COTJIACHO MPUJIOKEHUIO 5 K HacTtosmuM [IpaBunam.".

"26. 3asBuTENbh 00ECHEYHMBACT JOCTOBEPHOCTH, MOJHOTY U COJAEPIKAHUE
IPEIOCTaBIEHHBIX JOKYMEHTOB B COOTBETCTBHUH C IEUCTBYIOIIHUM 3aKOHOAATEIbCTBOM
Pecniy6nuku Kazaxcran u Hactosmumu [IpaBunamu. [IpenoctaBieHue 3asBuTenemM
HEJOCTOBEPHBIX JIaHHBIX SIBJISIETCS OCHOBAHMEM JJIA OTKa3a B PETUCTPALlMU LIEHbI WU
NEPEPETUCTPALIMM 3apPETUCTPUPOBAHHOM LIEHBI. B ciiydae BBISIBICHUS HEIOCTOBEPHBIX
JAHHBIX Ha YTBEPXICHHbIE MpeeibHbIE IEHbl Ha TOproBoe HammeHoBaHue JIC
rocy/IapCTBeHHasl SKCIIepTHasi OpraHu3anus HHGOPMHUPYET YIIOJIHOMOYEHHBINH opraH”

DKCHEPTHAs OpraHU3allMsl HANpPAaBJISAECT MOTUBUPOBAHHBIN OTKAa3 B PErMCTPaLUU
LIEHBl WM NEPEPETUCTPALMU 3aPETUCTPUPOBAHHOM LIEHBI JUIsI ONITOBOM U PO3HUYHOMN
peanu3aluy Ha NEPEYUCIIEHHBIE BBIIIE JICKAPCTBEHHBIE CPEICTBA.




JOJKHOCTh MOITNCH ®amunus, Ums, (pu ero HaIU4KM)

IIpunoxenue 6
k [IpaBunaM perynmupoBaHus IeH
a JIEKapCTBCHHBIE CPEICTBA

dopma

(HamMeHOBaHME TOCYJaPCTBEHHOM SKCIIEPTHON OpraHW3aIIH)

3asBiIeHHAE O PErHCTPAIMH IEHbI WIH IepeperncTpaniy 3aperHCTPHPOBAHHOM
nersl B pamkax 'OBMII u B cucteme OCMC

[IpenocrasisieM uHGOPMAIUIO IJII PETUCTPAIIMU IIEHBI WM TIEPEPEeTUCTpaIiu
3apeructpupoBaHHoi 1ieHbl B pamkax ['OBMII u B cucreme OCMC nekapCTBEHHOTO
CpencTsa

1. 3asgBuTenn

1.1. [IpousBoauTeENb TEKAPCTBEHHOTO CPEICTBA
HanmenoBanue
Crpana
IOpuanaeckwmii anpec

®dakTuyeckuil ajipec

Tenedon
daxc
e-mail
daMuius, UMsl, OTIECTBO (IPU €T0 HAIUYHN)
JlomKHOCTE
KonTtaktHOE J1110 Tenedon
daxc
e-mail

1.2. Bragenen perucTpaliOHHOrO y10CTOBEPEHUS

HasBanue

Crpana
IOpunnaeckuii anpec
dakTuuecKu agpec
Tenedon

®Paxc

e-mail

DamMunust, UM, 0TIECTBO (TIPH €0 HATTMYNH) PYKOBOANUTEIS



daMuTs, UMsi, OTYECTBO (TIPU €ro HATHYKHN)
KoHTakTHOE JHII0 HomkHocTh
Tenedon
daxc
e-mail
1.3. JloBepeHHOE NHUIIO/KOMMAHMS, MPEICTABUTEIbCTBO OT 3asgBUTENS,
YIIOJJHOMOUYEHHOE MPOBOAUTH JACHUCTBHUS BO BPEMsI MPOLEAYPHI PETUCTPALUU LIEHBI B
Pecnybnuke Kazaxcran
HazBanue (mmm paMuimst, ©MsI, OTIECTBO (IIPU €r0 HATWIHN)
Crpana
IOpunnueckuii anpec
daxkTu4ecKu agpec
Tenedon
®daxc
e-mail
Damunust, UMsl, 0TUECTBO (TIPH €r0 HATMYHK) PYKOBOAUTEIS
Ne noBepeHHOCTH
JlaHHBIE O TOBEPEHHOCTH JlaTta BEImAYN
Cpok aeicTBust

2. Undopmarius o 1€KapCTBEHHOM CPEJICTBE

Toprosoe Ha3zBaHuE

2. Howmep u marta peructpaiiuoHHOTO yaocTtoBeperus B Pecryommke Kasaxcran

O

OpurHHaNBHBIA JIGKAPCTBCHHBIH IIp:
NEeWCTBUEM HaTEHTHOU
Cpox jmeicTBHsI MaTeHTa J0:

(Yxa3aTb 1aTy UCTEUCHUS MaTCHTA)

O

OpuruHanbHBI  JICKapCTBEHHBIN
YTPaTUBIINHA NAaTEHTHYIO 3aIUTy

W

OpuruHajgbHBI  OUOJOTHYECKUI  Jie:
npernapat (Mox JACWCTBHEM NaTEH!
Cpok aeiicTBHSI MaTeHTa J10:

3. JlexapcTBEHHOE CPENCTBO SBIAETCS: (HY>)KHOE OTMETHTB ) - - - - -
(yka3aTp maTy NUCTEUCHHS MTATEHTA)

W



| X | N ||

11

12

13

14

MexayHapoaHOE HEMaTeHTOBAHHOE HANMEHOBAHUE (TIPH HAJIHYIHIH )
CocraB

JlexapcTBeHHast hopma

Jo3upoBka

KonuenTtpauus

O0bem
KonngecTBo BO BTOpUYHO# (TOTPEOUTETBCKON) YIIAKOBKE

Kox corimacHo AHATOMO-TepaneBTHYCCKO-XUMHUUECKOH kiaccudukannu (ATX
KOM)

Crioco0bI BBEIEHUSA

Caenenus o paHee 3aperucTpupoBaHHoil ieHe B pamkax 'OBMII u B cucteme
OoCMC

Hata peructpamuu 3aperncTpupoBaHHOW meHb B pamkax ['OBMII u B
cucteme OCMC

Ilena oteuectBenHOro0 NpousBoautens B pamkax I'OBMII u B cucreme OCMC
(3a eAMHUIY U3MEPEHNS)

Iena npousBoautens B pamkax [[OBMII u B cucteme OCMC 7151 BBO3UMBIX
JIC (3a eauHUIy U3MEPEHHS)

JlaHHBIE JOKYMEHTOB, MOATBepxkAaomuX 1neny JIC (3a equHuIy u3MepeHusl)

OpurnHaJ bHBIH OMOJOTHYECKUH JIE:
Iperapar, yTpaTHBIINI HaTeHTHYIO 3a1L

W

BocnpousseneHHbI IekapCTBEHHBIH T

O

buoananoruusslil npenapar

W

Opdanubrit

Ilena
eIUHUIY
HU3MEepeHUs

3a
Bamora

Ilena
BaJIIOTE

B

(akTHyecKoro
KOHTpAKTa Ha
MOCTaBKy u/
WM MHBOMCa

Bamora

3a eIUHHILY
M3MepeHus

[Hena
BaJIOTe
(hakTH9IECKOTO

B



15

16

JanHble TOKyMeHTOB, oATBepxaaromux neHy JIC (3a equHuIly u3MepeHus)

JanHbIe JOKYMEHTOB, TOATBep kK aatomuX meHy JIC (3a equHuIy H3MepeHus)

KOHTpAaKTa Ha
MOCTaBKy W/
WM HMHBONCa

Bamora

3a eIWHHILY
HU3MEepEeHUs

IHena B
BajioTe
(hakTH9IECKOTO
KOHTPAKTa Ha
MOCTaBKy W/
WU MHBOMCa
3a CIUHUIY
H3MEpeHUs

Baimora

Caenenust o uene @paHko-3aBo/l B pe)epeHTHBIX CTpaHaX, e UMEETCs TOCYAapCTBEHHAs! PErUCTPalusl JIeKapCTBEH

WIN CTPaHe-IIPOU3BOIUTENS (32 EAUHUILY U3MEPEHHS)

KomuuectBo B
.ena
MOTPEOUTEITBCKON

Toprosoe
yIakoBKe B
HauMCHOBAHHC o
pedepenTHOM

CTpaHe

Crpana

YIaKOBKY

Azepbaiimkan
Bbenapych
Bonrapus
Benrpus
I'peuus
JlatBust
JlutBa
Poccus
ITonbma
Pymbiaus
CrnoBakus
CroBenus
Typuus
Xopsarus
Yexus
DcToHus

CrpaHa-TIpON3BOANTEIIS
*

JanHbIC 0 pacxoax (3a eAUHUIY U3MCPCHIS)
HaunmenoBanue

TpancnopTHbBIE pacXoIbl

TaMokeHHBIE PacXoabl

Pacxonast Ha OIICHKY 0€30MacHOCTH U KauecTBa

3apeructpupoBanHas 1ieHa B pamkax ' OBMII u B cucteme OCMC

®panko-3aBox 3a
MOTPEOUTEIBCKYIO PaCCUNTAHHAS

Ilena

®panko-3aBox

Hena
Bantora ®panko-3aBoz

B TEHTE
Ha €IUHUIY

HN3MEPCHUS

Tenre, 3a eIUHUILY U3MEPEHUS



[apanTupyto: AOCTOBEPHOCTh MPEAOCTABICHHONW HH(GOpPMalMU O IeHaX Ha

JIEKAPCTBEHHBIE CPENICTBA.

O06s3y10Ch cO00MIaTh 000 BCEX M3MEHEHUSX B IIEHAX HA JIEKAPCTBEHHBIC CPE/ICTBA,
a TaK)Ke MPEJCTaBIATh 3asABJICHUE M MaTepHuajibl, HEOOXOJAUMBIE NJIS MPOBEICHUS
pedepeHTHOTO 1IeHOOOpa30BaHUsS W PETUCTPAIMU IIEHBl WU TEepPeperucTpaiuu
3apeructpupoBanHHoi 1ieHsl B paMkax ['OBMII u B cucteme OCMC Ha JiekapCTBEHHbIE
CpEACTBa.

Jara OdUO

*B cjiydya€ OTCYTCTBUA FOCYHapCTBeHHOﬁ pErucTpaniru B pe(bepeHTBIX CTpaHax
ITpunoxenue 7
k [IpaBunam perynupoBaHus IieH
Ha JIEKapPCTBEHHBIE CPEJICTBA

®dopma

HanMeHnoBaHue 10BEpEHHOTO JUIA/KOMITAHUH, TIPEICTABUTEILCTBA OT 3asSBUTEIIA,
YIOJITHOMOUYEHHOTO MPOBOJIUTH JIEUCTBUS BO BpeMsl MPOLECTYPhl PETUCTPAIIMU IIEHbI B
Pecnybonuke Kazaxcran

Ncex Neo OT

TABJIMIIA IIEH ®PAHKO-3ABO/] JIJI1 PETUCTPAITA IIEHBI NI
ITEPEPETICTPAITVA 3APETCTPUPOBAHHOM ITEHBI B PAMKAX
I'OBMII 1 B CUCTEME OCMC

Hacrosmum HanMeHOBaHUE TOBEPEHHOTO JIMIA/KOMIIAHUH, TIPEICTABUTEIHCTBA OT
3aBUTENSA, YMNOJHOMOYEHHOrO MPOBOAUTH JEUCTBUS BO BpEeMS MPOLEIYPHI
peructpanuu 1eHbl B PecnyOnnke Kazaxctan B Hensix perucTpalidu LEHbl WU
NepPEePEeruCTpalii 3apETUCTPUPOBAHHON IIeHbl (HY)XKHOE MOMYEPKHYThb) B pamMKax
I'OBMII u B cucreme OCMC Ha OCHOBaHMH HAaWMMEHOBAHHUE JOKYMEHTA,
MOJATBEPKAAONIETO IPABO 3aABUTENA OCYUIECTBISTh PETUCTPALUUIO LEHBI WIIH
MEPEPETUCTPALMIO 3apETUCTPUPOBAHHOM 1IeHBI B pamkax ' OBMII u B cucreme OCMC
, BKIIIOYasi MpaBO NpeNocTaBisiTh HUHGoOpMmanuio o IeHax PpaHko-3aBoj B
pedepeHTHBIX cTpaHax, HOMEp W JaTa NpeaocTaBiseT LeHbl PpaHko-3aBoj B
pedepeHThIX cTpaHax Ha JIEKAPCTBEHHOE CPEICTBO TOProBOE HAMMEHOBAHHE,
JO3UPOBKA, KOHILIEHTpalus, oO0beM, JIeKapcTBeHHas (opMa, KOJIMYECTBO B
NOTPEOUTENILCKON YIIaKOBKE, MPOU3BOAUTENL, HOMEP PY B cieayronmx pegepeHTHbIX

CTpaHax:
KonuuectBo B
. [ena ®panxo-3aBon Ilena ®@panko-3aBof,
Toprosoe MOTPEOUTENHCKON
Crpana Ha TOTPEOUTENILCKYI0 pacCuUTaHHas Ha
HAUMCHOBAHHE YIIaKOBKE B

pedepenTHoi cTpare YIaKOBKY (BaJIOTa) €IMHUILY U3MEPEHUS



A3zepbaiimxan
Bbenapych
Bonrapus
Benrpust
I'peuns
JlaTtBus
JlutBa
Poccus
[Tonbima
Pymbinus
CroBakus
CrnoBeHust
Typuus
XopsaTtus
Uexus

DcToHus

(

CrpaHa-npou3BOAUTENS
)*

["apa"nTUpyr0 OCTOBEPHOCTH MPEJOCTABICHHOW HH(OpMAIMU O II€Hax
®panko-3aBoj B pe(pepeHTHBIX CTpaHax.

Jlata

IomKHOCTE noamuchk O.1.0.
Mecto neyatu (Ipy HAJIMYKH)
* B ciydyae oTCyTCTBUS pErUCTpallii B peepeHTHBIX CTpaHaxX

[Tpunoxenne 8
k [IpaBunam peryiaupoBaHus LieH
Ha JIEKapCTBEHHBIE CPEJICTBA

®dopma

HanMeHOBaHWE TOBEPEHHOTO JIMIA/KOMIIAHAH, IPEICTABHTEIHCTBA OT
3afBUTEJIA, YIOJTHOMOYECHHOTO IIPOBOAUTE AEHCTBHA BO BPEMA IPOLEAYPhI
peructpanuu nessl B Pecmy6mike Kazaxcran

MOTHBHPOBAHHBII OTKA3 B PETUCTPALIVIA ITEHEI WJTN
TIEPEPETYICTPAIIVIA 3APETCTPUPOBAHHOI ITEHEI B PAMKAX
TOBMII I B CUCTEME OCMC



Hacrosmum PecnyOiaukaHCKkoe rocylapCTBEHHOE MPEANPUATHE Ha MpaBe
XO3SIMCTBEHHOTO BeJeHHs '"HanuoHalbHBIN LIEHTP SKCIEPTU3bl JIEKAPCTBEHHBIX
CpPEeACTB U MeAuIMHCKUX u3aenuit" Komurera KOHTpOS KauyecTBa U OE30MacHOCTH
TOBApOB | ycIyr MunuctepcTBa 3apaBooxpanerus Pecryonuku Kazaxcran cooOraer
caneaywiee. Ilpu pacCMOTpeHMHM 3agBJICHUA O PErUCTpAllMd LEHBI WU
MEPEPETUCTPALMH 3aPETUCTPUPOBAHHON LIEHBI HA JIEKAPCTBEHHOE CPEJICTBO B paMKax
I"'OBMII u B cucteme OCMC, a UMEHHO:

Ne /i VHUKaIbHEIN KO Ha mopTajie H€H006p330BaHI/I$I TOpI‘OBOC HAaUMCHOBAHUC JICKAPCTBEHHOI'O CPEACTBA

1
2

COTpYIHHKaMU DKCIEPTHON OpraHU3alMK ObUIO BBISBIEHO CIEAYIOIIEE:
(OTMETHUTH HY>KHOE )

[IpemocraBnenne JOKYMEHTOB B HETONHOM 00BeMe W (WMIIM) HETOJTHOTA COACPXKALINXCSA B HUX CBEICHHUHA B
COOTBETCTBHUH ¢ TpeboBaHMIMH HacTosmux [IpaBuit mocie BTOporo yBe1oMieHHS 00 YCTpaHECHUH 3aMeYaHIi

Cpok mpeocTaBieHns1 MHGOPMAIMH, 3aMPANINBAEMOM TOCYAapPCTBEHHON 3KCIIEPTHOM OPraHU3aI[|K MPEBHIIIACT
7 pabouux gHEH

[IpenocraBieHue HEAOCTOBEPHBIX CBEACHUMN

Iena mpowmsogutens B pamkax 'OBMII u B cucteme OCMC BBo3umbix JIC mns Pecryomuku Kazaxcran
MPEBHIIACT MAKCUMAIIFHOE 3HAUCHUE TPEX MHHUMAIFHBIX 1IeH dpanko-3aBo/1 U3 YKCIIa TOJAHHEIX B 3asSBICHUU
pedepeHTHBIX CTpaH

Ilena mpousogutens B pamkax 'OBMII u B cucteme OCMC BBo3umsbix JIC mns Pecry6nuku Kazaxcran
NpeBBIIacT MaKCUMaJIbHOE 3HaYeHue 1ieH PpaHko-3aBoj1 U3 YUCiIa [TOJaHHBIX B 3asBJIICHUU pe)epeHTHBIX CTPaH
(B cirydae ecnu kosmaecTBO pe)epeHTHBIX CTPaH MEHEe TPeX)

Iena mpomssogutens B pamkax 'OBMII u B cucteme OCMC BBo3umsbix JIC mns Pecrybnukm Kazaxcran
NMpEeBbLINIACT 3HAYCHHUC I CHBI CDpaHKo-3a130/1 JJIs CTPaHbI-IPONU3BOAUTEIIA.
B ciyuae otcyreTBus rocynapcTBeHHo# peructpaimu JIC B pedepeHTHBIX cTpaHax)

ena mpomssogutens B pamkax 'OBMII u B cucteme OCMC BBo3umbx JIC mns Pecrryonmukn Kazaxcran
MPEBBHIIIACT MAKCHMAaIbHOE 3HAYEHHE TPEX MHHHMAIBHBIX II€H 3a CAWHUILy HM3MEPCHHSA, YKa3aHHBIX B
MIPEOCTaBIICHHBIX JOKYMEHTaX, IIOATBEP)KIAIOINX LIEHY JIEKapCTBEHHOTO CPEJICTBA 3@ BEIYETOM CKHJIKU

TpaHCTIOPTHBIC PACXOMABI OT MPOU3BOAUTENS J0 Tpanuilbl Pecryonmkn Kazaxcran npessimmarot 15% ot 3HaueHUs
neHsl mpomsoautens B pamkax 'OBMII u B cucteme OCMC minst Pecniy6onmmkn Kazaxcran

Hacrosiiuum, B COOTBETCTBUM C MYHKTOM 53, MyHKTOM 55, a Takxke myHKToM 60 "
[IpaBui1 peryinpoBaHus LIEH HA JEKAPCTBEHHBIE CpecTBa':

"53. [locne mpenocTaBieHUs TOMOJIHUTEIBHOM UHPOPMAIIMN B COOTBETCTBUU C
nyHKTOM 52 Hactosimux I[IpaBui, rocynapcTBeHHas SKCHEpTHAs OpraHu3aius
NOBTOPHO pPACCMAaTPHUBAET IMPEIOCTABICHHbIE JOKYMEHTBI B COOTBETCTBUHU C
Hactosiiuumu [IpaBunamu B Teuenue 10 pabounx qHei.

B ciyuae npeBbllIeHUsI CpOKa MPEIOCTaBIEHUS 3allpallliBaeMoi HHPpOpMaluy, a
TaK)Xe MPEJOCTABICHUS JIOKYMEHTOB B HEMOJHOM OObeMe W (WJIM) HEMOJHOTHI
coJiep KallluXCs B HUX CBEJAEHUI B COOTBETCTBUU € TpeOOBaHUAMU HacTosuux [IpaBui
[oCJIE BTOPOTO YyBEJOMIJIEHHS OO0 YCTpaHEHUM 3aMEYaHUil TrocCyAapCTBEHHas
SKCIEpPTHAsl OpraHu3alvsl HANpaBiseT 3asBUTENI0 MOTHUBUPOBAHHBIM OTKa3 B



pErucTpanuy LUEHbl WU MEPEepPerucTpaluy 3aperucTPUPOBAHHON ILIEHBI B pamMKax
I'OBMII u B cucreme OCMC mno ¢dopMme, coriacHO MPUIOKEHUIO 8§ K HACTOSIIUM
[TpaBunam".

"55. Ilo pe3ynbTaTaM MOHUTOPHHIA U aHalin3a pedepeHTHOro IeHO0Opa30BaHus
Ha ToproBoe HammeHoBaHue JIC rocynapcTBEHHass SKCIEpPTHAas OpraHu3alus
PErUCTPUPYET LEHY WIH NEPEPETUCTPUPYET 3aPETUCTPUPOBAHHYIO IIEHY B paMKax
I'OBMII u B cucteme OCMC nipu COOTBETCTBHUM CHEAYIOIINM KPUTEPHUSIM:

1) npenocraBnennas uexHa npousBoauTens B pamkax ['OBMII u B cucreme OCMC
st BBo3uMbIX JIC s PecnyOnuku Kazaxcran He mpeBblIaeT MaKCUMallbHOTO
3HAYEHUS TPEX MUHUMAaNbHBIX lIeH OpaHko-3aBoj U3 YKUCia MOJAHHBIX B 3asBICHUU
pedepeHTHBIX CTpaH, B Clly4ae €Clu KOJUYECTBO pe(epeHTHBIX CTpaH MEHee TpeX,
neHa mnpousBoautens B pamkax ['OBMII u B cucreme OCMC He mpeBbIIIacT
MaKCHMaJIbHOTO 3HayeHHs IeH PpaHkKo-3aBoJ MPEACTABIECHHOIO KOJIUYECTBA
pedepentHbix ctpaH. Ilpum orcyrcTBuM rocygapctBeHHoM peructpauuu JIC B
pedepeHTHBIX cTpaHax, IeHa npousBoautens B pamkax ['OBMII u B cucteme OCMC
HE IpeBbIIAeT 3HaueHus HeHbl OpaHko-3aBo1 B cTpaHe-IPOU3BOIUTENS;

2) npenocrapieHHas eHa npousBoautens B pamkax [[OBMIT u B cucteme OCMC
71t BBO3UMBIX JIC He BbIllIE MAaKCUMAJIbHOTO 3HAYEHHUS TPEX MUHUMAJIBHBIX IIEH 3a
€IUHHUIY U3MEPEHHUs, YKa3aHHbIX B TPEAOCTABICHHBIX JOKYMEHTAaXx,
noarBepxaaromux neny JIC (komus uHBOMca (HakiIaaHOW) WM cYeT-(aKTyphl,
TaMOXXEHHOM JIEKJIapalliK) 38 BBIYETOM CKUJIKU;

3) TpaHCHOpPTHBIE pacXoAbl OT MPOU3BOAMUTENS A0 TpaHUlbl PecnyOnuku
Kaszaxcrtan, yka3aHHble B 3asBJICHMHU, HE NPEBBIAOT 15% OT 3HaYeHUS LIEHBI
npousBoautens B pamkax ['OBMII u B cucreme OCMC.

B cnydae HECOOTBETCTBUS 3aperucTpupoBaHHOM LieHbl B pamkax ['OBMII u B
cucreme OCMC kputepusiM, yKa3aHHbIM B HACTOSIIEM IYHKTE€, rOCyJapCTBEHHas
JKCIIEpPTHAs OpTraHU3allsl HAMPaBJIsIeT MOTUBUPOBAHHBIA OTKAa3 B PErUCTPAIlMU 1IEHBI
WU TIePEePEerucTpalluu 3aperucTpupoBanHoil nensl B pamkax ['OBMII u B cucteme
OCMC (o opme, coryiacHO MpUIIOKEeHHUIO 8§ K HacTosmuM [IpaBunam)."”

"60. 3asBuTenp o0eCHEYMBAET JOCTOBEPHOCTh, MOJHOTY M COJAEpKaHUE
IIPEAOCTABIEHHBIX IOKYMEHTOB B COOTBETCTBUU C JIEUCTBYIOIIMM 3aKOHOJATEIbCTBOM
Pecnyonuku Kazaxcran u Hactosiuiumu IlpaBunamu. IlpenocraBieHue 3asBUTEIEM
HEJIOCTOBEPHBIX JAHHBIX SIBJISETCS OCHOBAHUEM JIJIs1 OTKA3a B PETUCTPALIMK LIEHbBI WIIN
NEPEPETUCTPALIMU 3apETUCTPpUPOBaHHON 1IeHBI B paMkax ['OBMII u B cucreme OCMC
no ¢opme, corsiacHo MpuiokeHuto § k HacrosuM [IpaBuinaM. B citydae BhIsSBICHUS
HEIOCTOBEPHBIX JTAHHBIX YTBEPKAECHHBIE IMPEAECIbHBIE LEHBI HAa TOPrOBOE
HanmenoBanue JIC B pamkax ['OBMII u B cucreme OCMC rocyaapcTBeHHas
AKCIIEpTHAs OpraHu3alus HHPOPMUPYET YIIOJIHOMOYECHHBIN opraH.".



DKCIEPTHAs OpraHMU3allvsl HANpPAaBIIA€T MOTUBUPOBAHHBIN OTKAa3 B PErUCTPALAU
LEHbl WM MEPEPETUCTPALIMU 3aPETUCTPUPOBAHHON LieHbl B pamkax ['OBMII u B
cucreme OCMC Ha nepeyucaeHHbIE BhIIIE JICKAPCTBEHHBIE CPEICTBA.
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