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KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3 u.o. Munuctpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 17 urons 2020 rozna Ne
KP JICM-68/2020. 3aperucTpupoBan
B MHUHHCTEpPCTBE IOCTULNN
Pecniy6nuku Kazaxcran 18 urons
2020 roma Ne 20871

O BHeceHMHU M3MEHEHUs B MpHKa3 U.0. MuHucTpa 3apaBooxpanenns Pecny0auku
Ka3zaxcran ot 19 anpeas 2019 rona Ne KP JICM-42 «O0 yrBepxaenun IlpaBuna
peryJiupoBaHus LleH HA JIEKAPCTBEHHbIE CPEACTBAY

B cootBercTBuu ¢ noanyHkroM 112) nynkra 1 craten 7 Kogekca PecryOnuku
Kazaxcran ot 18 cents6ps 2009 roma «O 310poBbe HApOJIa U CUCTEME
3npaBooxpanenus» IIPUKA3BIBAIO:

1. BHecTu B mpuKa3 UCHOJIHSIONIETO 00A3aHHOCTY MUHHUCTpA 3IpaBOOXPAHECHUS
Pecnyonuku Kazaxcran ot 19 anpens 2019 roga Ne KP JICM-42 «O06 yTBepxkaeHUN
[IpaBun perynupoBaHusi IIeH Ha JIEKapCTBEHHBIE CPEACTBAY, (3apErUCTPUPOBAH B
Peectpe rocynapcTBeHHON peruCTpaliii HOPMATUBHBIX MPABOBBIX AKTOB MO Ne
130940, 3apeructpupoBan B Munucrepctse roctuninu Pecyonnku Kazaxcran 23
arnpenst 2019 roga Ne 18573) (nanee-Ilpukas) crnenytoiiee U3MEHEHHE:

IIpaBuiia peryJiMpoBaHus LEH Ha JEKAPCTBEHHBIE CPEACTBA, YTBEPKACHHBIE
[Iprka3oM H310KUTH B PENAKLIAN, COIVIACHO MPUIIOKEHUIO K HACTOSAILEMY ITPUKA3Y.

2. KomuTteTy KOHTPOJISl KauecTBa U 0€30aCHOCTH TOBAPOB U YCIYT
MunucrepcTBa 31paBooxpanenus Pecrryonuku Kazaxctan B yCTaHOBIEHHOM
3aKoHoJaTenbCTBOM PecnyOnuku Kazaxcran nopsiike o0ecneunTb:

1) rocy1apcTBEHHYIO PErUCTpAIMI0 HACTOSIIIETO TpruKa3a B MUHUCTEPCTBE
toctutiuu PecryOonmku Kazaxcran;

2) pa3MelIeHre HACTOAIIET0 IPUKa3a Ha MHTEpHET-pecypce MuHuCTepcTBa
3npaBooxpaHenus Pecnyonuku Kazaxcran nocie ero opuiuanbHOro onyOJuKoBaHuUS,
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3) B TeueHue AecITH padOUnX JHEU MOCie roCyJapCTBEHHON pErucTpalnu
HACTOSIILIET0 MpuKa3a npexacrasieHre B FOpuanuecknii nfenaprameHT MUHKHCTEPCTBA
3npaBooxpaHeHus Pecriyonuku Kazaxcran cBeeHuit 00 UCIIOTHEHUH MEPOIIPUSITHIH,
NpPEeAYyCMOTPEHHBIX MOAMNYHKTaMH 1), 2) HacTOAIIETO MyHKTA.

3. KoHTpo7b 32 UICIIOJIHEHUEM HACTOSIIEr0 MPUKa3a BO3JI0XKUThH Ha
KypHUPYIOILEro BUIIe-MUHKUCTpA 3/IpaBooxpaHeHus Pecnyonuku Kazaxcran.

4. Hacrosinuit mprkas BBOJAUTCA B JIEUCTBUE 110 UCTCUCHUH JIECATU KaJICHJAPHBIX
JTHEH TOCJIe AHS €ro MepBoro oPuIMaIbHOrO OMyOJIMKOBAHMUS.

HUcnonnsromas ods13anHocTd MuHucTpa 3a1paBooxpaHenus Pecnyoiauku JL.
Ka3zaxcran AKTaeBa
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[Ipunoxenue
K npuka3y Mcnonnstomas
o0s3anHOCTH MUHHKCTpa
3IpaBOOXPaHEHUS
PecnyOnuku Kazaxcran
ot 17 nrons 2020 rona
Ne KP ICM-68/2020

K TIpHuKa3y u.0. MUHUCTpa
3JIpaBOOXPaHECHHUS
Pecny6nuku Kazaxcran
ot 19 anpens 2019 rona
Ne KP ICM-42

IIpaBuiia peryJiMpoBaHus LIeH HA JIEKAPCTBEHHbIE CPeACTBA
I'naBa 1. O01mue noJ0KeHus

1. Hacrosiue [IpaBua ycTaHaBIMBAIOT MOPSAOK PEryJIMPOBAHUS 1IEH Ha
JexkapcTBeHHbIe cpeactra (nanee — JIC).

2. 'ocynapcTBeHHOE PETYJIMPOBAHKE LIEH OCYIIECTBISETCS MTyTEM

(bOpMHpOBaHI/IH, YTBCPIKACHUA IIPCACIbHBIX IICH M1 HAIICHOK, 4 TAKKC MOHUTOPHHI'A U

dHaJIn3a ICH Ha JICKAPpCTBCHHLIC CPCACTBA.

3. FOCY,Z[apCTBCHHa}I OKCIICPTHAA OopraHu3anusa OCYICCTBIIACT:

1) peructpanuio 1eHbI WIH MEPEPETUCTPAIUIO 3aPETUCTPUPOBAHHOM IIEHBI IS

ONTOBOM M PO3HUYHOM pealn3allii Ha TOProBoe HaumeHoBanue JIC,

2) perucTpaunuio LEeHbl WIH ePEPEruCTPALUIO 3apETUCTPUPOBAHHOM 1IEHBI B

pamkax ['OBMII u B cuctreme OCMC;

3) pacdeT mpoeKTa NpeAeiabHbIX IIeH Ha ToproBoe HauMeHoBanue JIC niis
ONTOBOW U PO3HUYHOU pealln3alni,

4) pacdeT IpOCKTa NPCACIbHBIX ICH HA TOProBOC HAMMCHOBAHUC JIC B paMKax

I"OBMII u B cucreme OCMC;

5) pacyeT npoekTa npeAesibHBIX 1IEH Ha MEXIYHApOJHOE HEMATEHTOBAHHOE

HanMmeHoBaHue JIC B pamkax 'OBMII u B cucreme OCMC;



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.06.2020

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 23.06.2020

o ik G N [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 17.06.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 23.06.2020

6) BeJicHUE peecTpa LeH.
4. B nacrosmux [IpaBunax ncnosib3yrOTCs CICIYIOIIME OCHOBHBIE TOHATHS:

1) peectp 11eH — cUCTEMa y4eTa U CUCTeMaTH3alui HH(HOPMAIIUU B DJIEKTPOHHOM
BHJIE O MPEACIBHBIX IIeHaX Ha ToproBoe HauMeHoBaHnue JIC [ij11 onTOBOM U PO3HUYHOM
peanu3anuu, B XpOHOJIOTHYECKOM MOPSJIKE, C YYETOM BHECEHHBIX U3BMEHECHUH U
COXPaHEHHEM MPEIBIAYIINX BEPCHH, C TPEAOCTABICHUEM BO3MOXHOCTH OTKPBITOTO
JIOCTYyTIa K JaHHBIM CBEJICHUSIM Ha IHTepHET-pecypce rocy 1apCTBEHHON SKCIIEPTHOM
OpraHu3aluy;

2) mopTan pedepeHTHOro 1IeHo00pa3zoBanus (nanee - [lopran) —
aBTOMAaTU3UPOBaHHAsI MH(OPMAIIMOHHAS CHCTEMAa rOCYyIapCTBEHHOM SKCIIEPTHON
OpraHU3aINH;

3) ¢pukcupoBanHas LeHa — 1eHa JIC, onpenenenHas no pe3yjapTaTaM 3aKyna, o
KOTOpOU mocTaBIIUK 00sa3yercs noctaButh JIC ennHOMy AUCTPUOBIOTOPY;

4) GnoaHAIOTMYHBIN JICKAPCTBEHHBIN Mpenapar (0noananor, 6uomoo0HbIi
JICKapCTBEHHBIN Mpenapat, OMOCHMEIISP) — OMOJIOTUYECKUH JIEKapCTBEHHBIN TIperapar,
KOTOPBIN COJIEPIKUT BEPCHIO JISHCTBYIOMIETO BEIIECTBA, 3apPETUCTPUPOBAHHOTO
OMOJIOTUYECKOTO OPUTHHAIBHOTO JIEKAPCTBEHHOTO Mpernapara uin pepepeHTHOro
JIEKapCTBEHHOTO Tpernapara 1 1o KOTOPoMy MpoAEMOHCTPUPOBAHO CXOJICTBO (TT0a00uUe)
HA OCHOBE CPaBHUTEIHHBIX UCCIICIOBAHMN 1O TTOKA3aTEIsIM KaueCcTBa, OMOIOTHIECKON
AKTUBHOCTH, O€3011aCHOCTH U 3(P(HEKTUBHOCTH;

5) npenenbHas LeHa Ha ToproBoe HauMeHoBaHue JIC 115 po3HUYHON
peann3anuu — [eHa Ha TOproBoe HauMmeHoBaHue JIC, BbIIE KOTOPOM HE MOXKET
OCYIIECTBIISITHCS €I0 PO3HUYHAS peanu3anus;

6) po3HUYHAS HAIlCHKA — Ha/I0aBKa K TIPEIETHLHOM IIEHE Ha TOPTOBOE
HanmeHoBaHue JIC 111 ONTOBOM pealin3aliy M0 PErPECCUBHOM MIKaJE, BKIIOYAOIIAS
NpUOBLIb U PACXO/Ibl, CBSI3aHHBIE C OCYIIECTBICHUEM PO3HUYHON peanuzaiuu JIC,
UCIIOJIb3yeMasl JAJI pacuera MpeaeabHOM EeHbl Ha ToproBoe HanMeHoBaHue JIC nis
PO3HUYHOM peann3alni;

7) perpeccuBHasl 1IKajaa PO3HUYHOMN HAIEHKH — IIKaja pO3HUYHOM HAIlEHKH B
IIPOLICHTHOM BBIPAa)KCHUU, 3aBUCUMAsi OT BEJIMUYMHBI IIPEICIIbHON LIEHBI HA TOPTOBOE
HanmeHoBaHue JIC 1 oNTOBOM pealin3aiuny;
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8) opUTrHHAIIbHBIN JIEKAPCTBEHHBIN MpENapat — JIEKapCTBEHHBIN Npenapar ¢
HOBBIM JICHCTBYIOILIMM BEIIECTBOM, KOTOPBIN ObLIT MEPBBIM 3apETUCTPUPOBAH U
pa3MelieH Ha MUPOBOM (papMalleBTUYECKOM PBhIHKE, HA OCHOBaHUH JIOCHE,
COJIEPIKAILETO PE3YJIbTAThI MOJIHBIX JOKIMHUYECKUX (HEKIMHUYECKUX) U KIMHUUECKUX
UCCJIEIOBAaHUM, TOATBEPKIAAIOIIUX €ro 0€30MaCHOCTh, KaueCTBO U 3P(PEKTUBHOCTD;

9) Mex1yHapOoAHOE HEMATEHTOBAHHOE HAMMEHOBAHKE JICKAPCTBEHHOT'O CPE/ICTBA
— HaumeHoBanue JIC, pekomenaoBanHoe BecemupHoil opranuzaiuei 31paBoOXpaHeHus
(manee — MHH);

10) ynnorHOMOYEHHBIH OpraH B 00J1aCTH 3/[paBOOXPaHEHUS (J1ajee -
YIOJIHOMOUYEHHBIN OpraH) — roCy1apCTBEHHBIN OpraH, OCYIIECTBIISIONINI PyKOBOACTBO
B 00J1aCTH OXpaHbl 3/J0POBbS IPakJaH, METULIMHCKON U (hapMalleBTUUECKON HayKH,
MEIUIMHCKOTO U (hapMaleBTUYECKOro 00pa30oBaHusl, CAHUTaApHO-
3MUIEMUOJIOTUYECKOT0 Oaronoiayyus HaceneHus, oopamenus JIC, 1 MeTuIUMHCKUX
uznenuit (manee — M), KOHTPOJIS 32 Ka4€CTBOM MEAUITMHCKUX YCIYT;

11) rocynapcTBeHHas sKcriepTHas opranusaius B chepe odpamenus JIC u MU
(manee — rocyJapCTBEHHAS SKCIIEPTHAS OPTaHHU3AINS) — PECITyOITMKAaHCKOE
rocyJapCTBEHHOE MPEANPUATHE Ha MTpaBe X035 UCTBEHHOTO BEJIEHUS, OCYIIECTRIISIONIEE
IPOU3BOJICTBEHHO-X035MCTBEHHYIO JIEATEILHOCTh B 00IaCTH 37paBOOXPAHCHHUS 110
obecrieueHuto 6e3omacHOCTH, 3¢ deKTHBHOCTH B KauecTBa JIC, a Takyke HaydHBIC
UCCJIeIOBaHUs B 00J1aCTH pa3pabOTKH HOBBIX OpurHHaNIbHbIX JIC, papmanun,
(hapMaKoJIOTruu;

12) rocynapctBennsiii peectp JIC u MU — nndopmanmonnsiii pecypc,
COJIEpIKaIMi CBEICHUS O 3aPETUCTPUPOBAHHBIX U Pa3pELIEHHBIX K MEAULIUHCKOMY
npumeHeHuto B Pecyonuke Kazaxcran JIC u MU;

13) pedepentrnoe nieHoobpazoBanue Ha JIC - cucteMa aHaian3a EH Ha TOProBOE
HanmeHoBaHue JIC, ocHOBaHHas Ha MPECTaBICHHBIX 3asBUTENeM 1ieHax dpaHko-
3aBoj 0fHOTO U TOTO K€ mpomu3BoauTest JIC ¢ OTHUM U TeM Ke aKTHBHBIM BEIIECTBOM,
C YYETOM JIEKapCTBEHHOU (DOPMBI, KOHLIEHTPALIUU U T03UPOBKHU B pehepeHTHBIX
CTpaHax, a TaKke (hakTH4ecKoil 1eHsl moctaBok B PecrryOnuky Kazaxcran;

14) equnuia uamepenus JIC (eauHuIa 3aKymna) — eIMHUIA JO3UPOBAHHON
(pa3zneneHHoil) 1ekapCcTBEHHOM (hOPMBI MIIM OTPAHMYEHHOTO IEPBUYHON YIIAKOBKOM
o0beMa (Macchl) HEJIO3UPOBAHHOMW (HEpa3eIeHHOM ) tekapcTBeHHOU (popmbr st JIC;
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15) 3apeructpupoBaHHas 1ieHa JJIsl ONITOBOM U PO3ZHUYHOU peaau3aiiuu —
pacuetHas 0a3oBas 11eHa Ha ToproBoe HaumeHoBaHue JIC mns hopmupoBanus
MpEIETbHON 1IEHBI Ha TOProBoe HanmeHoBanue JIC 11t oNTOBOM M pO3HUYHOU
peanuzanuu JIC, cocTosiast U3 1eHbl NPOU3BOAUTENS, PACXOJ0B HA OLIEHKY
0€30MaCHOCTH U Ka4eCTBa, PaCX0JI0B Ha MAPKETHHT, a TAaK)KE TPAHCIIOPTHBIX PACX0JI0B
OT mpou3BoAUTENS A0 rpaHullbl PecnyOnuku Kazaxcran u TaM0XKEHHBIX PaCcX0/10B JIJist
BBO3UMBIX JIC;

16) npenenbHas 11eHa Ha TOproBoe HauMeHoBaHnue JIC 17151 ONTOBOM peanu3anuu
— IIeHa Ha ToproBoe HanmeHoBaHue JIC, BbIIIe KOTOPOU HE MOXKET OCYIIECTBISATHCS €T
ONTOBAs peaau3allus;

17) onToBas HalleHKa — HaJ0aBKa K 3apETUCTPUPOBAHHOMN IEHE TI0 PErPECCUBHOM
HIKaje, BKIYaroas NpuobUlb U pacXo/lbl, CBSI3aHHBIE C OCYIIECTBICHUEM ONTOBOM
peanuzaunu JIC, ucnonb3dyemasi sl pacuera npeaeibHOM EHBI HA TOPTOBOE
HaumeHoBaHue JIC 11 OoNTOBOM pealin3aiiny;

18) perpeccuBHas 1IKajia ONTOBON HAIICHKH — IIIKaJia ONITOBOM HALICHKH B
MPOIICHTHOM BBIPAXKEHUH, 3aBUCHUMAsl OT BEJIMUUHBI 3aPETUCTPUPOBAHHOM 11CHBI,

19) Bocipon3BeAeHHBIN JI€KAPCTBEHHBIH MpernapaT (FTeHEepUK) — JeKapCTBEHHbBIN
npenapar, KOTOPbId UMEET TaKOM K€ KOJUYECTBEHHBIN U KAYECTBEHHBIN COCTAB
JEMCTBYIOLUX BELIECTB U TY K€ JIEKApCTBEHHYIO ()OPMY, YTO U OPUTHHAIBHBIN
JIEKapCTBEHHBIH MpernapaT, 1 OMO3KBUBAIIEHTHOCTh KOTOPOI'O0 OPUTMHATIBHOMY
JIEKAPCTBEHHOMY IIpenapary IOATBEPKAAETCS COOTBETCTBYIOIIMMHU UCCIIEIOBAHUSAMHU
ouogoctynHocTH. Pazinuunble conu, 3pupbl, K30MEPbl, CMECH U30MEPOB, KOMILIEKCHI
VJIU TIPOU3BOJHBIE JEMCTBYIOIIETO BEIECTBA IIPU3HAIOTCS OJHUM U TEM Ke
JEMCTBYIOLUM BEIIECTBOM, €CIIU X 0€30MaCHOCTh U A(P(PEKTUBHOCTh CYLIECTBEHHO HE
oTinyaroTcs. Pa3nnunele iekapcTBeHHbIE (DOPMBI ISl IPUEMA BHYTPh C HEMEIJIEHHBIM
BBICBOOO’KJICHHEM BEILECTB MPU3HAIOTCS B paMKax UCCIIe10BaHUI OMOIOCTYITHOCTH
OJIHOM M TOM ke JIEKapCTBEHHOU (POpMOi;

20) 3asBuTENb — (PU3MUECKOE WU IOPUANYECKOE U0, TPABOMOYHOE 110/1aBaTh
3as1BJIE€HUS, TOKYMEHTBI U MaTepUabl JUIsl PETUCTPALMH LIEHBI WIH IIEpEPETUCTPALUN
3aperucTpupoBaHHOMN 1ieHb! Ha JIC, sABIstOLIEeCs MPOU3BOAUTENIEM, BIAAEIbLEM WIN
JEpKaTEIEM PETUCTPALIMOHHOTO YAOCTOBEPEHUS WM SBIISIFOLIEECS YTIOTHOMOYEHHBIM
IIPEICTaBUTENIEM ITPOU3BOAMTENIS, BIAACIIBLIA UIIU JAEPHKATENSI PETUCTPALIMOHHOTO
yIOCTOBEPEHMS, a TaKKe UHbIE CyOBeKThI B chepe oOpamenus JIC wiu MU, ana JIC
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BBE3CHHBIX U (WJIM) MPOU3BEJCHHBIX Ha Tepputopuun Pecnyonuku Kazaxcran 1o
MCTEUYEHHUS CPOKA IEUCTBUS PErUCTPALIMOHHOIO YAOCTOBEPEHUS, CPOK AEHCTBUS
peructpanuonHoro yaocropeperust JIC Ha MOMEHT Mo/1auu 3asiBJICHUSI UCTEK;

21) pedepeHTHBIEC CTPAHBI — CTPAHbI EBPOMENUCKOTO U IIEHTPATIbHO-a3UaTCKOTO
pErroHa, MaKpO3KOHOMHUYECKH COMOCTaBUMBbIEC ¢ KazaxcTaHOM, OTHOCSIIIKECS K TPYIIIE
CTpaH BBICOKOT'0, BBIIIE CPETHETO MJIM HUXKE CPEIHET0 YPOBHS JI0XOJA0B, COTJIACHO
kiaccudukanuu BcemupHoro 6aHka no olieHOYHOMY YPOBHIO BaJIOBOTO
HAIMOHAIBHOTO JI0XO0/a Ha AYIy HACEJIEHHUS, U3 KaTErOPUU KPEAUTYEMBIX
MexayHapoaHbIM OaHKOM pPEKOHCTPYKLUHU U pa3Butus (AszepOaiimxan, benapycs,
bonrapus, Benrpus, I'perus, JlatBus, JIursa, Poccus, [lonbira, Pymeinus, CrnoBakus,
Crnosenus, Typuust, XopBatusi, Uexus, ICTOHUS);

22) npenenpHas 1ieHa Ha ToproBoe HauMeHoBanue JIC unu MU B pamkax
I'OBMII u B cucreme OCMC — iena Ha ToproBoe HaumeHoBanue JIC ninm MU, Beime
KOTOpO# HE MOXKET ObITh Mpou3BeieH 3akyn B pamkax [ OBMII u B cucreme OCMC;

23) perpeccuBHas mkaia HaueHku B pamkax 'OBMII u B cucteme OCMC —
mkana HaeHky B pamkax ['OBMII u B cucreme OCMC B IpOLIEHTHOM BBIPAKEHHH,
3aBUCHMas OT BEJIMUYUHBI 3apeructpupoBanHHoil 1iensl JIC B pamkax I'OBMII u B
cucteme OCMC;

24) npeaenpHas 1IeHa Ha MEXIyHapOJIHOE HEMTATEHTOBAaHHOE HauMeHoBaHue JIC
Wi TexHudeckyro xapakrepuctuky MU B pamkax [ OBMII u B cucreme OCMC — nieHa
Ha MEXIyHapOIHOE HEMAaTEeHTOBAHHOE HanMeHoBaHue JIC ninm TEXHHUYECKYIo
xapaktepuctuky MU, Bbllie KOTOPO HE MOXKET ObITh IPOM3BEACH 3aKyIl B paMKax
I'OBMII u B cucteme OCMC;

25) 3apeructpupoBannas 1eHa B pamkax ' ObBMII u B cucreme OCMC —
pacueTHas 0a30Bas 1leHa Ha ToproBoe HaumeHoBaHue JIC nis hopmupoBanus
MpEeIETbHON 1IEHBI HAa TOproBoe HauMeHoBanue B paMkax [ OBMII u B cucteme OCMC,
COCTOSIIAs U3 LIEHBI IPOU3BOIUTENS, PACX0JIOB HA OIIEHKY 0€30MaCHOCTH U Ka4eCTBa, a
1151 BBO3UMBIX JIC — TpaHCHOPTHBIX PacX0J0B OT MPOU3BOIUTEIIS 10 TPAHUILIBI
Pecniybnuku Kazaxcran U TaMOXXEHHBIX pacXO0B;

26) Hanenka B pamkax ' OBMII u B cucreme OCMC — HangbaBKka K
3apeructpupoBanHoi 1ieHe B pamkax ['OBMII u B cucteme OCMC JIC no
pErpecCUBHOM IIKaJe, BKIIOYAIOIIAs TPUObLIL U PACXO/Ibl, CBSA3aHHBIE C
npuOOpEeTeHHEM, XpaHEHUEM, TPAHCTIOPTUPOBKOH, peanuzanueit JIC B pamkax ['OBMII



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.06.2020
aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi Cakray KyHi 23.06.2020

e‘ ey [ DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun 17.06.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS 23.06.2020

u B cucteme OCMC, ucnonb3yemMas Juisi pacyeTa MpeIesibHOM HEHbI HA TOPTOBOE
HanMmeHoBaHue JIC B pamkax 'OBMIT u B cucreme OCMC;

27) DDP MHKOTEPMC 2010 — mexayHapOIHbIH TOPTrOBbIA TEPMUH
CTaHJIAPTHBIX YCIOBUI JOTOBOPOB MEKIYHAPOIHOM KYIUIU-ITPOAAKHU, KOTOPHIE
pa3paboTaHbI U ONpeesieHbl MexXIyHapoIHOM TOPTOBOM MaIaTou;

5. PerynupoBaHue 1IeH BKITIOYAET B CEOSI CIICTYIOITNE ITAIBI/MEPOTIPUSTHS
1) s JIC, mopsiexxaiux onToOBOM U POSHUYHOM peallnu3allun:

pETHCTpaIvs IIEHBI I TTePEPETUCTPAIIHS 3apETUCTPUPOBAHHON 1IEHBI HAa
ToproBoe HauMeHoBanue JIC /1711 onTOBOM M PO3ZHUYHOM peau3aiii Ha OCHOBE
pedepeHTHOro 11IeH000pa3oBaHus;

YCTAaHOBJICHUC OIITOBLIX HALICHOK;

pacueT u GopMUPOBAHUE MPEETBHBIX IIEH Ha ToproBoe HauMeHoBaHue JIC nis
OINTOBOM peAIN3alNH;

YCTAHOBJICHHUC PO3HNYHBIX HAIICHOK;

pacueT U GOpMHUPOBAHHUE MPESTBHBIX IICH Ha TOproBoe HauMeHoBanue JIC ms
PO3HUYHOM peATU3aALUH;

YTBEPKJECHUE IIPENEIBHBIX LIEH HAa TOproBoe HanMeHoBanue JIC 1 ontoBoit u
PO3HUYHOM peaN3alny;

BHECEHHE MPEJECTBHBIX LIEH JJISI ONTOBOM U POZHUYHOM peaau3aliy B PEECTpP LIEH;
MOHUTOPHUHT U aHanu3 LieH Ha JIC;
2) nns JIC, npennasznadeHHbix s okazanus 'OBMIT u OCMC:

perucTpanus eHbl WK epEePErucTpaIus 3aperucTpUPOBAHHON 1IEHBI Ha
toproBoe HaumeHoBaHue JIC B pamkax 'OBMII u B cucreme OCMC;

ycTaHoBiieHne HalleHOK B pamkax ['OBMII u B cucteme OCMC;

pacuet u (hopMUpOBaHKE MPECIBHBIX IIEH Ha TOproBoe HaumeHoBaHue JIC B
pamkax 'OBMII u B cucteme OCMC;

pacueT 1 pOpMHUPOBAHUE NMPEAEIBHBIX LIEH Ha MEXIyHapOAHOE HEMIATEHTOBAHHOE
HanMmeHoBaHue JIC B pamkax ['OBMII u B cucreme OCMC,;

YTBEPKJICHUE TIPEACIbHBIX IIEH Ha TOproBoe HanMeHoBanue JIC B paMkax
I'OBMII u B cucteme OCMC;
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YTBEPKJICHHUE TIPEACIBbHBIX IIEH Ha MEKIYHAPOHOE HEMATEHTOBAHHOE
HanmeHoBanue JIC B pamkax 'OBMIT u B cucreme OCMC;

MOHUTOPHUHT U aHanu3 lieH 3akyrieHHbIx JIC B pamkax I'OBMII u B cucteme
OCMC.

6. Peructpatius 11eHbl WM epeperucTpanus 3aperucTpUPOBAHHBIX 1IEH U
YTBEPKJICHUE MTPEAEIbHBIX 1IEH Ha TOproBoe HauMeHoBanue JIC ocyiiecTBisercs B
TEHTE.

Pedepentroe nienoobpazoanue Ha JIC ocyImiecTBiIseTcs TOCy1apCTBEHHOM
AKCIIEPTHOW OpraHU3alMuend Ha JOrOBOPHOU OCHOBE.

7. Ilpu KOHBEpTAIIMU BATIOTHI LIEHBI 3asIBUTEISI B HAIIMOHAIIBHYIO BATIIOTY
UCTIOJB3YIOTCS O(ULIMaIbHbIE KypChl HHOCTPAHHBIX BATIOT B CPEAHEM 33 MECHII,
IpEeIeCTBYIOUINI oaaue 3asBiaeHus (cpenHuil oOMeHHbIN Kypc) HanmonansHoro
banka Pecriy6nuku Kazaxcran.

B cnydae oTcyTcTBHS OpHUIIMATIBHOTO Kypca BaIIOT B IEPEUYHE NHOCTPAHHBIX
BAJIIOT, YTBEPKIEHHOM nocTaHoBIeHueM [IpaBnennss HanmonanesHoro banka
Pecny6nuku Kazaxcran ot 24 aBrycra 2012 roma Ne 242 «OG0 ytBepxaenuu [IpaBun
yCTaHOBJICHUS OQUIIHAIIBEHOTO Kypca HallMOHAIbHOM BamoThl PecyOnuku Ka3axcran k
MHOCTPAaHHBIM BAJIIOTaM», HHPOpMaIMs O IIeHEe B pe)epPEHTHBIX CTpaHaX M0JAETCs B
nosutapax CoenuHeHHbIX 11ITaTOB AMEPUKH COTIaCHO pacu€THOMY KypCy Onepanui 3a
IPEAIIECTBYIOIUN MECSL, IPEIOCTaBICHHBIX Ka3HauelicTBoM OpraHu3alnnu
OO6nenunenHbIx Hanuii, Ha caifte www.treasury.un.org.

8. IIpu perucTpauuu eHbI WU EPEPETUCTPALMU 3APETUCTPUPOBAHHON LIEHBI
MIPOU3BOIAUTCS BAFOTHASI KOPPEKTUPOBKA LIEHBI B HAIMOHAJIIbHOM BAJIIOTE, B
COOTBETCTBHH C IICHOM, YKa3aHHOM B JIOKYMEHTaX, MOITBEPKIAIOIINX (PaKTHIECKYIO
LIEHY IMOCTaBOK, COOTBETCTBYIOIIAS PA3HUILIE CPEIHUX KYPCOB BaIIOT HA MOMEHT BBO3a
Y Ha JaTy PETUCTPalU LEHbI WA NEPEPETUCTPALIMN 3aPETUCTPUPOBAHHOM LIEHBI, 32
MeCsIII, PEIIECTBYIONINN JaTe PETUCTPAIIMU LIEHBI WU NIEPEPETUCTpaALIuU
3apErUCTPUPOBAHHON 1ICHBI.

9. Nudopmarus, mpenocTaBieHHAs 3assBUTEIIEM JJIs1 PETUCTPAINH IICHBI WK
NEePEepEerucTpalvy 3apEeTUCTPUPOBAHHON 1IEHBI, SBIIAETCS KOHPUACHIIMAIbHOM. JIniia,
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UMEIOIIKE JOCTYN K KOH(PHICHINATbHON NH(POPMALIMH BCIIEICTBUE 3aHUMAEMOM
JOJKHOCTH, MOJIOKEHUS WM BBITIOJIHEHUS 0053aTEIbCTB, B TOM YUCIIE IIPU NTPOBEIECHUU
ayJuTa, COXpPaHSAIOT U IPUHUMAIOT MEPHI K €€ OXPaHE.

10. Ilena Ha nekapCTBEHHBIE MPENAPATHI, U3TOTOBJICHHBIE B YCIIOBUSX alTEKH,
OIPEICNISICTCS PYKOBOJICTBOM allTEUHON OpraHU3allyH.

I'naBa 2. Perucrpanus HeHbl Wi MepeperucTpanus 3aperucTPMPOBAHHON IEHbI
JJISI ONITOBOM M PO3HUYHOM peajim3anuy Ha TOPropoe Hammenosanme JIC

11. Lensr Ha JIC ajist onTOBOM U POZHUYHOM peal3alNU PETUCTPUPYIOTCS WU
NEPEPETrUCTPUPYIOTCS 3a MOTPEOUTETHCKYIO YIIAKOBKY, OTACIBHO Ha KaXX0€ TOPTOBOE
HAaMMEHOBAHUE C YYETOM JIEKaPCTBEHHOU (POPMBI, JO3UPOBKH, KOHIIEHTpAIlUU, 00beMa
u dacosku JIC.

12. [l peructpanuuy LeHbl WK NEPEPETUCTPALIUN 3aPETUCTPUPOBAHHOMN LIEHBI
JUTSL OTITOBOM M PO3HUYHOM peanun3anuu Ha Topropoe HaumeHoBanue JIC B PeciyOmnuke
Ka3zaxcraH 3asBUTEND NPENOCTABISIET B TOCYIAPCTBEHHYIO DKCIEPTHYIO OPTraHU3aLUIO
3asIBJICHUE O PETHCTPALIMU LEHBI WM NEPEPETUCTPALIUN 3aPETUCTPUPOBAHHON LIEHBI JIJI51
OTNITOBOM M pO3HUYHOM peanu3anuu (fanee — 3asiBJIeHHUE) Mo (popMme, CoriacHoO
npuinoxennto 3 kK HactoamuM [Ipasunam. Ceegenus o JIC B 3asBJI€HUN YKa3bIBAIOTCS B
COOTBETCTBHHM C PETUCTPALUOHHBIM yaocToBepeHueM Ha JIC.

13. B ciiyuae, ecnmi B paMKax OJHOTO PETHCTPAIIMOHHOTO YI0CTOBEPEHUS
3apErUCTPUPOBAHO HECKOJIBKO BAPUAHTOB MOTPEOUTEITHCKUX YITAKOBOK/TO3UPOBOK
/mexkapcTBeHHBIX opm/dacoBok JIC, 3asBUTEIb IPEOCTABIISACT 3asBICHUE OTICIBLHO
JUTSL KQKJIOTO M3 BapHaHTOB. JloMycKaeTcs MpeI0CTaBICHHE OOIIUX COMPOBOIUTEIbHBIX
JOKYMEHTOB B oTHOIIeHUH BceX JIC ¢ pa3muaHbIMA HOMEPAMH PETUCTPAIIMOHHBIX
YIOCTOBEPECHUMN.

14. DnextpoHHas popMa 3asiBICHUS MOJIAE€TCS HA CalTe TOCYIapCTBEHHON
skcnepTHoM opranuzaiuu (www.ndda.kz) na [loprane B onnaitn (online) pexxume ¢
JANbHEUIIIUM MPE0CTABICHUEM TJOKYMEHTOB Ha OyMa)XKHOM HOCHUTEJIE WU
TIOJIMTUCBIBAETCS DJIIEKTPOHHOHN IIU(PPOBOI MOAMKUCHIO, 0€3 TPEIOCTaBICHUS JOKYMEHTOB
Ha OyMa)KHOM HOCHUTEJIE.

15. K 3aBneHUIO PUIIAraroTCs CIEAYIOIMMUE JOKYMEHTHI:

I[.]ISI HHOCTPAHHBbIX IIpOPI3BOI[PIT€JI€ﬁ:
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1) TOKyMEHT, MOATBEP KA MPABO 3aABUTENS OCYIIECTBISATh PETUCTPAIUIO
LEHBI WM IEPEPETUCTPALINIO 3APETUCTPUPOBAHHON LIEHBI (JOBEPEHHOCTH, JOTOBOD,
MMCHbMO 00 aBTOPHU3AILIMH U T.J1.), BKJIFOYAs IPaBO MPEAOCTABIATh HHPOPMAITUIO O I[EHaX
®panko-3aBoj B pepepeHTHBIX CTpaHaX U O MeHaX (PAKTUYECKUX MOCTABOK;

2) 1ieHa IpOU3BOIUTENS ISl ONITOBOM M POZHUYHOW peaan3aliiu JIeKapCTBEHHOTO
cpencTBa Ha pUPMEHHOM OJIaHKE 3asBUTENIS, 3aBEPEHHOM MOAMUCHIO
YIOJIHOMOYEHHOTO JINIIA;

3) tabnuna nen ®panko-3aBoj B pepepeHTHBIX cTpaHax (g BBo3uMbIX JIC) Ha
dbupmeHHOM OJaHKE 3asBUTEIS, 3ABEPEHHOM MOJIITMCHI0 YIIOJTHOMOYEHHOTO Jinuiia. B
tabnune 1eH Opanko-3aBo oToOpaxaercs uHdopmaius o koaudectse JIC B
OTPEOUTENHCKOM YITaKOBKE B KXKJIOM CTpaHe ¢ TIEPepacuyeToM Ha KOJIUYECTRO,
3apeructpupoBanHoe B Pecriyonuke Kazaxcran no gopme, corimacHo nNpuiioxkeHuto 4 x
HacrosmuM [IpaBunawm;

[Ipu orcyTCTBUU B 3asiBiIeHUHN HH(PopManuu o 1ieHax Ppanko-3asoa Ha JIC B
Kako-mu60 pedepeHTHOM cTpaHe WK (DAKTUYECKOM 1IEeHbI TOCTaBOK B PecryOnuky
Kazaxcran, 3asBUTENb YKa3bIBAE€T B COOTBETCTBYIONIEH rpade tadbnuiibl 1ieH OpaHko-
3aBoJ coryiacHoO MpuiiokeHuto 4 k HactosmuM [IpaBuinam 060CHOBaHME TPUUUHEI €€
OTCYTCTBUSI.

4) napopmarnus o ueHe Opanko-3aBoj B CTpaHE-IIPOU3BOIUTENS (B ClTydae
OTCyTCTBUA rocyaapcrBeHHoi peructpaunu JIC B pedepeHTHBIX CTpaHax) no (opme,
COTJIACHO NMpuiIokeHHIo 4 k HacToAuM [IpaBunam Ha pupmeHHOM OJlaHKE 3asiBUTEI,
3aBEPEHHOM IOJINUCHIO0 YIIOJTHOMOYEHHOTO JINLA;

5) konus AoKyMeHTa, moaTBepkaaromias 1neny JIC (komust nHBoMca (HaKIaaHOM),
cueT-(haKTyphl WIIK TAMOKCHHOM JIEKIJIapaliim) 3a nocieaaue 12 mecsies (pu HATUYUU
(aKkTHUECKHX MOCTABOK), 32 UCKIIOUYEHUEM CITy4aeB BBO3a HAa OCHOBAHUSX,
npeaycMoTpeHHbIX TOANYHKTOM 4) ctathu 80-1 Kogekca Pecriyonuku Kazaxcran «O
3I0pPOBbE HAPOJA U CUCTEME 3APABOOXPAHEHHUSD.

B ciiydae otcyTcTBus (PaKTHUECKUX MOCTABOK 3a TMOCIeIHUE 12 MecsIies,
MPEIOCTABIISIOTCSA KONMU IOKYMEHTOB 32 MPEAbIAYyIIUA nepuos 12 Mecsies.

6) nndopmanus o pacxojax Mpy ONTOBOW U PO3HUYHOMN peanuzanuu JIC
NpeCTaBIsIeTCA Ha GUPMEHHOM OJaHKE 3asSBUTEINS, 3aBEPEHHOM MOAMKCHIO
YIOJIHOMOYEHHOTO JIMIA U BKIKOYAET:
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-IaHHbIe (PAKTUYECKU MOHECEHHBIX TPAHCIIOPTHBIX PACXOJI0OB OT IPOU3BOIUTES
1o rpanuibl Pecyonuku Kazaxcran;

- TaHHBIC TAMOYKCHHBIX PACXOJIOB;
- JaHHBIC PACX0JIOB Ha OIICHKY 0€30MaCHOCTH U Ka4eCTBa;
- JITaHHBIE MAPKETUHTOBBIX PACXOJIOB.

Jns JIC, moctaBka KOTOphIX Ha TeppuToputo PecyOnmku Kazaxcran o
pETUCTpAIUY LIEHBI HE OCYIIECTBIISIIACH, TPEIOCTABISIOTCSA TAHHBIE TPOTHO3UPYEMBIX
pacxonos;

7) Konusi JOKyMEHTA, MOATBEPAKAAIONIas IeUCTBYIONIYIO MATEHTHYIO 3aIlUTY
OPUTHHAIBHOTO JIEKAPCTBEHHOTO Mpernapara/OuoI0ru4ecKoro OpuruHaIbHOTO
nekapcTtBeHHoro npenapara no MHH ¢ ykazanuem gaTel uCTeueHUs: 1EUCTBUS
MATEHTHOM 3aIIHTHI, JIMOO MUCHMO OT 3aBOJIA-TIPOM3BOIUTENS WIIH ISP KATeIs
PETUCTPALIMOHHOTO YIOCTOBEPEHUS, TOATBEPKIAAIOIIEE OPUTMHAIBHOCTBD IIpenapara 1o
MHH;

8) i JIC, cpok IEeUCTBHS pErUCTPALIMOHHOIO yIOCTOBEPEHHS KOTOPBIX Ha
MOMEHT MOJa4M 3asBJICHUS NCTEK, BBE3CHHBIX WM IPOU3BEAECHHBIX HA TEPPUTOPUN
Pecny6nuku Ka3zaxcran 10 ucteueHus: cpoka JAeMCTBUS pETUCTPALIMIOHHOTO
ynocroBepenus JIC, mpeocTaBisItOTCs JOKYMEHTBI, IOATBEPKAAIOLIUE BBO3 WU
npousBoacTBO JIC: komus 3akitoueHns 0 0€30MaCHOCTH U KauyeCTBE TOBAPOB, a TAKKe
KOTHSI TAMOKEHHOM JICKIapaluu.

st oTedeCTBEHHBIX MMPOU3BOAUTEICH:

1) TOKyMEHT, MOATBEP KA MPaBO 3aABUTENS OCYIIECTBISATh PETUCTPAIUIO
LICHBI WJIK [IEPEPETUCTPALIMIO 3aPETUCTPUPOBAHHOM LIEHBI I ONITOBOM PO3HUYHOMN
peanuzaiuit (10BEpeHHOCTh, JOTOBOP, MUCHMO 00 aBTOpU3AIUHU U T.11.);

2) 11eHa IPOU3BOUTEIS SISl ONITOBOM M POZHUYHOW peaan3aliuy JeKapCTBEHHOTO
cpencTBa Ha GUPMEHHOM OJIAHKE 3asIBUTEIIS, 3aBEPECHHOM TOAMHCHIO
YIOJIHOMOYEHHOTO JINIIA;

3) undopmarus o pacxojax Jijisi ONTOBOM M pOZHUYHOM peanu3aluu Ha
(upMeHHOM OJaHKe 3asiBUTENS], 3aBEPEHHOM MOMUCHIO YIIOJIHOMOYEHHOIO JTULA U
BKJIFOYAET:
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- TaHHBIC 0 (DAKTUYECKHU TTOHECEHHBIX pacxoJaxX Ha OLICHKY 0€30IaCHOCTH U
KayecTBa,

- JaHHBIC MApKCTUHI'OBBLIX pacxoad0B.

J1J1st TeKapCTBEHHBIX CPEJCTB, peaiu3allksi KOTOPBIX Ha TeppuTopun PecryOnnku
KazaxcraH 10 perucrpanuu [eHbl HE OCYIIECTBIIUIACH, IPEIOCTABIIAIOTCS JaHHbIE
IIPOTrHO3UPYEMBIX PACX0JI0B;

4) xonusi TOKYMEHTA, MMOATBEPKIA0IIAS ICHCTBYIONIYIO NATEHTHYIO 3alIUTy
OPUTMHAJIBHOTO JICKAPCTBEHHOTO MpernapaTa/OnoIori4ecKoro OpUruHaIbHOTO
nekapcTBeHHoro npenapara no MHH ¢ yka3anuem naTel uctedueHus: J1€UCTBUS
NaTEHTHOM 3aIIMThI, JINOO MUCHMO OT 3aBOJIA-TIPOM3BOIUTENS WM JIEp KaTeNs
PETUCTPALIMOHHOTO YJIOCTOBEPEHNS, MOATBEPKIAOIIEEC OPUTHHAIIBHOCTS Mpenapara o
MHH;

16. Peructpanus 11eHbI WM MIEPEPETUCTPALIUS 3aPETUCTPUPOBAHHON LIEHBI 1151
ONTOBOW M PO3HUYHOU peann3anuu 115t BBO3UMBIX JIC, cpok neicTBus
PETUCTPALIMOHHOTO YIOCTOBEPEHUS KOTOPBIX HA MOMEHT MOAAYU 3asBJICHUS UCTEK,
BBE3EHHBIX Ha TeppuTopuio Pecriybnuku Kazaxcran 10 uctedeHus: cpoka J1eicTBUS
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS, OCYILIECTBISIETCS HA OCHOBE CBEJECHUM O IIEHAX
dakTrueckux nmoctaBok B Pecyonuky Kazaxcran 3a mocnennue 12 MecsiieB 1eicTBUS
PETUCTPAIMOHHOTO YAOCTOBEpEeHUS. B cirydyae oTCyTCTBUS (DAKTUYECKUX MMOCTABOK 3a
nocyieaHue 12 MecsieB, NpeaoCTaBIsIOTCS KOMUH IOKYMEHTOB 3a MPEeIbI Ay NN
nepuoj 12 mecsnes.

Perucrpanys neHs! WM NepeperucTpans 3aperucTpUpOBaHHOMN LIEHBI UL
ONTOBOM M po3HMYHOM peann3auuu 11 JIC, Cpok AENCTBUS PETHCTPALIMOHHOTO
YAOCTOBEPEHUE KOTOPBIX HA MOMEHT IOJa4M 3as1BJICHUS IPUOCTAHOBIIEH,
OCYILIECTBIISIETCS B MOPSJIKE U B CPOKHU, IPEAYCMOTPEHHBIE IT1aBOM 2 HACTOSIIINX
[IpaBui.

17. B ciiyyae nmpeaocTaBi€HUsI HETMOJIHOTO MMAKETa JOKYMEHTOB, 3as1BKa Ha
[Toprane ne popmupyertcs. B ciyyae orcyTcTBust TpeOyemMoil HHpOpMaluu Uiu
HEO0OXOJMMOCTH YTOUHEHUS CBEICHUH, COJIEPKAITUXCS B IPEOCTABICHHbBIX
nokyMeHTax, Ha [loprase B TMUYHOM KaOMHETE 3asBUTEIIS PA3MEIIAETCsl YBEAOMIICHUE O
HEO0OXOMMOCTH YCTPAHEHHS BBINICTICPEUNCIICHHBIX 3aMEUaHU.
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18. 3asiBUTEND MOCIIE MOTYUYEHHS YBEAOMIICHUS IPEAOCTABIISET B
rocyJapCTBEHHYIO KCIEPTHYIO OPTaHU3AIMI0 COOTBETCTBYIONIYIO HH(POPMALIHIO B
MMCbMEHHOM (hopme Ha hupMeHHOM O1aHKe 3asBuTels Ha [loprane ¢ qanpHEHITIM
IPEIOCTaBICHUEM JOKYMEHTOB Ha OYMa)KHOM HOCHTEJIE WM MOITUCAHHYIO
ANIEKTPOHHOM U(POBOM MOAMUCHIO, O€3 PETOCTABICHUS JOKYMEHTOB Ha OyMa)KHOM
HOCHTEJIE B CPOK, HE MPEBHIIAONINI 7 pabounx THEH ¢ MOMEHTA pa3MeIleHUs
yBenomiienus Ha Iloprae.

19. Ilocne mpenaocTaBiaeHUs: JOMOJIHUTEIHbHON HH(GOPMAIIUU B COOTBETCTBUU C
nyHKTOM 18 Hacrosmmx [IpaBuii, rocygapcTBeHHas SKCHEPTHAS OPraHU3aLus
MOBTOPHO pacCMaTPHUBAET MPEAOCTABIECHHBIE JOKYMEHThHI B COOTBETCTBHH C
HactosiiuumHu [IpaBunamu B Teuenue 10 pabounx qHei.

B ciiyuyae npeBbllieHus cpoka MpeIoCTaBICHUs 3arpaniiBaeMoil nHGopMaluu
a100 TPEeIOCTaBICHUS JOKYMEHTOB U (MJIH ) HETIOJTHOTHI COJEPKAITUXCS B HUX
CBEJICHHI B COOTBETCTBHHM C TpeOOBaHUSAMU HacTosmux [IpaBui, rocyiapcTBeHHas
AKCHEPTHAsI OpraHu3allusl MOCe BTOPOTO YBEIOMIIEHUS 00 YCTpaHEHUU 3aMEYaHU
HaIIPaBJIAET 3aBUTEI0 MOTUBUPOBAHHBIN OTKAa3 B PETUCTPALIMH LIEHBI HIIN
MEPEPETUCTPALINU 3aPETUCTPUPOBAHHOM LIEHBI /111 ONITOBOM PO3HUYHOMN peanu3aiuu 1mno
dbopme, cormacHo MPUIIOKEHUIO 5 K HacTosuM [IpaBunam.

20. N'ocymapcTBeHHast SKCTIEpTHASI Opranu3aius B TedeHue 10 pabounx aHeH co
JHS1 oOpalieHus 3asBUTENIs OCYIIECTBISIET peepeHTHOE IEHOOOpa30BaHue Ha
ToproBoe HauMeHoBaHue JIC Ha OCHOBE NPEICTABIEHHBIX 3asBUTEIEM JAHHBIX U
MOHUTOPHUHI COOTBETCTBUSA MPEIaracMoil K perucTpaiuu UEeHbl WU NEPEPETUCTPALINI
3apEruCTPUPOBAHHOMN LIEHBI ISl ONTOBOM M PO3HUYHON peanu3auuu TpeOOBaHUIM
Hacrosiux IIpaBu.

21. o pe3ynpTaTam peepeHTHOTO 11IeHO000pa30BaHUs Ha TOPTOBOE
HanmeHoBaHue JIC, rocy1apcTBeHHAas SKCIIEpTHASI OpraHU3alusl pETUCTPUPYET LECHY
WJIY TIEPEPETUCTPUPYET 3aPETUCTPUPOBAHHYIO LIEHY JIJI ONITOBOM U PO3ZHUYHOMN
peanu3aluu Ipu COOTBETCTBUH CIIEIYIOIIUM KPUTEPHUSIM:

1) mpenocTaBieHHas 1eHa TPOU3BOAUTENS ISl OTITOBOM M PO3HUYHOM
peanuzaruu Ha BBo3uMble JIC nis PecniyOnuku Kazaxcran He MpeBbBIIAET CPEIHETO
3HaueHus 1eH Opanko-3aBoj B peepeHTHBIX CTPaHAX WIIM HE MIPEBBIIIACT 3HAUCHUS
1ieHbl @paHko-3aBoj] B CTpaHe-IIPOU3BOIUTENS MPU OTCYTCTBUU FOCYIapCTBEHHOM
peructpanuu JIC B peepeHTHBIX CTpaHaXx;
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2) npeAocTaBiieHHas LIeHa TPOU3BOAUTENS JUIsl ONTOBOM M pO3HUYHOM
peanu3zanuu Ha BBo3uMbIe JIC He BbIllle MAKCUMAIBHOIO 3HAYEHUS 1IEH, YKa3aHHBIX B
IpeI0CTaBICHHBIX JOKYMEHTAX, NoaATBepxAatonux ueny JIC (konus nHBoiica
(HaKIaIHOM) WA CYET-(PaKTyphl) 32 BHIYETOM CKHJIKH;

3) MapKETHUHIOBBIE PACXO/Ibl, YKa3aHHbBIC B 3adBJICHUH, HE TIpeBbIatoT 30 % oT
3HAYEHUS IICHBI IPOU3BOAUTEIIS JIJIsl ONITOBOW M PO3HUYHON peanu3aliuu s
PecnyOnnku Ka3zaxcras.

B ciydae HECOOTBETCTBUS 3apETUCTPUPOBAHHOM LIEHBI KPUTEPHUSIM, YKA3aHHBIM B
HACTOSIIIEM ITYHKTE, TOCYAaPCTBEHHAs KCIIEPTHASL OPraHU3alKs HaIIPABJISET
MOTHUBUPOBAHHBIN OTKAa3 B PETUCTPALIAN IIEHBI UJIU MTEPEPETUCTPALUN
3aperuCTPUPOBAHHOMN IIEHBI JUTsl ONITOBOM M PO3HUYHOM peanu3anuu 1o ¢popme,
COTJIACHO MPUJIOKEHUIO 5 K HacTodamuMm [ IpaBunam.

22. Peructpanysi LeHbI WIK IEpEPETUCTPALUs 3apErUCTPUPOBAHHOM LIEHBI JUISI
ONTOBOM M PO3HUYHOM peann3anuu Ha JIC 0TedecTBEHHOTO MPOU3BOIUTEILS
OCYILECTBIISIETCS HA OCHOBE LIEHBI IPOU3BOJUTENIS, a TAKXKE PACXOA0B HA OLIEHKY
0€30I1aCHOCTH M Ka4eCTBA U PACXOJI0B HA MAPKETHUHT.

23. Peructpanus LeHbl WIK NEPEPETrUCTPALUS 3aPETUCTPUPOBAHHOM LIEHBI 1JIS
ONTOBOU M PO3HUYHON peanu3zanuu Ha BBO3UMbIe JIC oCyIecTBIISIETCS HA OCHOBE LIEHbI
MPOU3BOAUTENA IJI OITOBOM M POZHUYHOM pean3aliy, a TAaKKe TPAHCIIOPTHBIX
pacxoJioB OT MPOU3BOUTENS 10 rpaHullbl PeciyOnuku KazaxcraH, TaMOKEHHBIX
PacxoJI0B, pacxo/I0B Ha OIIEHKY O€30ITaCHOCTH M Ka4eCTBA U PACX0JI0B HA MAPKETHHT.

24. B cnydae OTCYTCTBHUSI IOCTABOK Ha Teppurtopuio Pecryonuku Kazaxcran 1o
pPETUCTPAIUY LIEHBI WU NIEPEPETUCTPALIUN 3aPETUCTPUPOBAHHOM LIEHBI 111 ONITOBOM U
PO3HUYHOM peanu3aliiy, WIK OTCYTCTBUS peau3aiiyl Ha TeppuTopuu Pecryomuku
Kazaxcran 10 peructpanuu LeHsl 115 ONTOBOM U PO3HUYHOMN peannzannu JIC
OTEYECTBEHHOT'O TPOU3BOAUTENSA, LIEHA JUIS1 ONTOBOM U PO3HUYHOW pean3aiuu
PETUCTPUPYETCS C MOCIEAYIOIIECH IEPEPETUCTPALIMEH 3apETUCTPUPOBAHHOM LIEHBI JJIS
ONTOBOW M PO3HUYHOW peAIM3aIMU HE MO3HEE YEM UYEepPEe3 O/ C AaThl YTBEPHKICHHUS
YIOJHOMOYEHHBIM OPTaHOM MPeJIeTbHBIX IIEH Ha TOproBoe HauMmeHoBaHue JIC ¢
IIPEAOCTABIEHUEM KOMMI JOKYMEHTOB, oATBepxkAatomux 1ueny JIC, a Takxke
uH(popMalu 0 HaKTUIECKUX pacxoax.

B cnydae ecnu nepepeructpanus 3aperucTpUpOBaHHOM LIEHBI U1 ONITOBOM U
PO3HUYHOM peanu3aliy B TeYCHUE rojia He Obliia TPOou3Be/IeHa, TOCY1IapCTBEHHOM
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SKCIIEPTHOW OpraHu3anuen 3asputeito Ha [loprane HanpaBisieTcs yBeAOMIIEHUE O
HEO0OXOIMMOCTH TepepPEerucTpaIuy 3aperucTpUPOBAHHON 1IEHBI JISl OIITOBOM H
PO3HUYHOMN peaau3aliu B TeYEHUE OJHOTO KAJICHIAPHOT0 Mecslia ¢ UHPOPMHUPOBAHUEM
YIIOJIHOMOYEHHOTO oprasa. [Ipy OTCyTCTBHM IEpEePEruCTpalii 3apErUCTPUPOBAHHON
LEHBI JIJI1 ONITOBOM M PO3HUYHON peann3aluy B YCTAHOBJICHHBIN CPOK rOCyAapCTBEHHAs
AKCHEPTHAsl Opranu3aius tHHOPMUPYET YIIOTHOMOUYECHHBIN OpPTraH C AaIbHEHIIINM
HCKJIIOUEHUEM M3 MPOEKTA MPE/IeTIbHBIX 1IEH Ha TOPrOBOE HAMMEHOBAHHUE JIJI ONTOBOM
Y PO3HUYHOMN peaau3alui.

25. Ilepepeructpanus 3aperucTpUupPOBAHHON LIEHBI 111 ONITOBOM U PO3HUYHOMN
peanuzanuu st JIC ocyliecTBisieTcs: B MOPSAJKE U B CPOKHU, TPEAYCMOTPEHHbIE
HactosiuMu [IpaBunamu.

26. 3asBUTENL 00ECIIEYMBAET JOCTOBEPHOCTD, MTOJIHOTY U COACPKAHUE
MPEIOCTABIEHHBIX JOKYMEHTOB B COOTBETCTBUH C JICMCTBYIOIIAM 3aKOHOAATEIbCTBOM
Pecniy6nuku Kazaxcran u nactosimumu [IpaBunamu. [IpenocraBnenue 3asButenem
HEJIOCTOBEPHBIX TAHHBIX SIBJIIETCS OCHOBAHUEM ISl OTKA3a B PETUCTPALIUM LIEHBI WU
MIEPEPETUCTPALIMHU 3aPETUCTPUPOBAHHOM LIEHBL. B ciydae BBIABICHUS HEJOCTOBEPHBIX
JNAHHBIX Ha YTBEP>KICHHBIE MPEJIETIbHbBIE LIEHBI HA TOProBoe HanMeHoBaHue JIC
rocyJIapCTBEHHAs SIKCIEPTHAsI OpraHu3anus THHOPMUPYET YIIOTHOMOUYECHHBIN OpraH.

I'naBa 3. YcraHoBJIeHHE ONITOBBIX HALICHOK, pacyeT U ¢opMupoBaHue
NnpeaeJbHBIX IIeH HA TOPropoe HanMeHoBanue JIC 1J1st onToBOI peau3anuu

27. OnroBeie HanleHku Ha JIC nuddepeHpyoTcs B COOTBETCTBUU €
PErPECCUBHOMN IIKAION HAILIEHOK U COCTABJISIOT:

1) 21 % nns JIC, croumocthio 10 350,00 TeHTe BKIIOUUTEIBHO;

2) 20 % nns JIC, croumocTtsio cBbiie 350 tenre u go 1 000,00 Tenre
BKJIFOUUTEIBHO;

3) 19,5 % nna JIC, croumoctsto cBbitie 1 000 tenre u go 3 000,00 Tenre
BKJIFOUMTEIILHO

4) 19 % nnsa JIC, ctrommoctbio cBaiie 3 000 Tenre u 10 5 000,00 Tenre
BKJIIOUHUTEIILHO;

5) 18,5 % nns JIC, croumoctsio cBbimie 5 000 tenre u 1o 10 000,00 Tenre
BKJIFOYNTELHO;
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6) 18 % nns JIC, croumoctsio cBoimie 10 000 tenre u g0 20 000,00 Tenre
BKJIIOUMTEBHO;

7) 16 % nns JIC, croumocthio cBbiiie 20 000 tenre u g0 40 000,00 Tenre
BKJIFOUMTENHHO;

8) 14 % nnsa JIC, croumocTtsio cBoiire 40 000 teare u o 100 000,00 Tenre
BKJIIOUHUTEIBHO;

9) 12 % nns JIC, croumocTtsio cBeiiie 100 000 tenre u 1o 200 000,00 Tenre
BKJIFOUUTEIHHO;

10) 11 % nas JIC, croumocTtsio cbitie 200 000 Tenre u go 500 000,00 Tenre
BKJIFOUMTENHHO;

11) 10 % nnsa JIC, croumoctsio cBbiiie 500 000 Tenre.

28. Pacuer npenenbHBIX IIEH HA TOproBoe HauMeHoBanue JIC s onToBoit
peanu3anuy NpOBOJUTCS IIyTEM T00ABJIEHMS K 3apErMCTPUPOBAHHON LIEHE JUIsl ONITOBOM
PO3HUYHOM peanu3aluy ONTOBON HallEeHKH, MU PepeHInpOBaHHON UCXOAs U3
BEJINYMHBI 3aPETUCTPUPOBAHHOM LIEHBI JUIsI OITOBOW M POZHUYHOU peanu3aiuu 3a
HOTPEOUTENBCKYIO YIIAKOBKY.

29. IlpenenbHas ieHa Ha TOpropoe HanMeHoBaHue JIC Ha BOCITPOU3BEICHHBIM
JIEKapCTBEHHBIH npenapaT (FTeHepuK) Wik OMOoaHATIOTMYHbIN JIEKaPCTBEHHBIN MpenapaT
dbopMupyeTcs HUXKE 3HAYCHUS TTOCIICIHEH, YCTAaHOBICHHOM 10 HCTCUSHHUSI ICHCTBUS
NaTEHTHOM 3allMThI, MPEIeIbLHON 1IeHbI Ha TOproBoe HauMmeHoBaHue JIC opuruHaabHOTO
/OGMOTIOTUYECKOTO OPUTHHAIILHOTO JIEKAPCTBEHHOT'O IIperapara:

11 TeHepuka — He menee 30 %;
JUTs1 OMOAHAJIOTUYHOT O JIEKapCTBEHHOTO Tpenaparta — He meHee 10 %.

30. B cny4ae OTCyTCTBUS MPEIEIbHON EHBI HA TOPrOBO€ HAMMEHOBAHHE
OpUTHHAIBHOTO/0MOJ0THYECKOTO OpuruHanbHoro JIC, (yCTaHOBIIEHHOM 10 UCTEYCHUS
JENCTBUS MAaTEHTHOM 3alUThl) Ipe/ieTbHas 1IeHa HAa BOCIPOU3BEACHHBIN
/OGMoaHAIOTMYHBIN TIpemapaT OTE€UYECTBEHHOTO MTPOU3BOAUTEINS (POPMUPYETCS HE BHIIIIE
MaKCHUMAaJIbHOT'O 3HAYE€HMSI TEKYIIET0 MPOEKTa MpeIeIbHOM IIEeHbl HA TOPrOBOE
HanMeHoBaHue BBo3uMoro JIC apyrux nponsBoaurenel, ¢ ananornaibiMm MHH, ¢
y4eTOM J03UPOBKH, KOHIIEHTpaluu, oobema u dacoBku JIC.
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I'naBa 4. YcTaHoB/IeHHe POZHMYHBIX HALIEHOK, pacyeT U ¢opMupoBaHme

npeJeJibHbIX lleH HA TOProsoe HauMeHoBanue JIC /151 pO3HUYHOM peasin3anum

31. Po3ununas Hauenka Ha JIC quddepeHunpyercst B COOTBETCTBHH C
pErpeccUBHOM MIKAJION HALIEHOK U COCTaBJISIET:

1) 55 % nns JIC, croumocthio 10 350,00 TeHTe BKIIOUUTENBHO;

2) 45 % nnsa JIC, croumoctbio cBaiiie 350 Tenre u 1o 1 000,00 Tenre
BKJIFOUUTENHHO;

3) 35 % nnsa JIC, croumocTthio cBoimie 1 000 Tenre u g0 3 000,00 Tenre
BKJIIOUHUTEIIBHO;

4) 33 % nnsa JIC, ctroumoctbio cBaiiie 3 000 tenre u 10 5 000,00 Tenre
BKJIFOUHMTEIILHO;

5) 30 % naa JIC, croumocTsto cbitie 5 000 trenre u go 7 500,00 Tenre
BKJIFOUMTENHHO;

6) 27 % nns JIC, croumoctrio cBoiie 7 500 tenre u g0 10 000,00 Tenre
BKJIIOUMTEIBHO;

7) 25% nns JIC, croumocTtsio cBbiiie 10 000 tenre go 13 500,00 Tenre
BKJIFOUHMTEIILHO;

8) 22 % nnsa JIC, croumoctsio cBoime 13 500 tenre u g0 20 000,00 TeHnre
BKJIIOUHUTEIILHO;

9) 20 % nns JIC, croumocTthio cBoiie 20 000 tenre u g0 40 000,00 Tenre
BKJIIOUMTEIBHO;

10) 15 % nas JIC, croumocTtsio cBbiiie 40 000 tenre u o 100 000,00 Tenre

BKIIFOUHUTCJIIBHO,

11) 10 % nnsa JIC, croumoctsio cBoire 100 000 Tenre.

32. Pacuer npenenbHbIX [IEH Ha TOproBoe HanmMeHoBanue JIC 1yt po3HUYHON

peanu3anuy IpOBOJUTCS MyTEM T00ABIEHHS K IPEIEIbHOM LIEHE Ha TOPrOBOE
HauMeHoBaHue JIC 1 onToBOM peanu3aluyd PpO3HUYHON HAllEHKH,

g depeHunpoBaHHON UCXO/SI U3 BEIMYHMHBI IPEIETbHOM LIEHbI HA TOPIrOBOE
HanmeHoBaHue JIC 1711 onToBON peanu3aluy 3a HOTPeOUTENbCKYIO YIIAaKOBKY.
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33. [IpenenpHas ieHa Ha ToproBoe HauMeHoBaHue JIC Ha Bocpou3BeICeHHbIN
JIEKapCTBEHHBIN TIpenapaT (TeHepUK) WK OMOaHAIOTMYHBIN JIEKapCTBEHHBIN TIpernapar
dbopMupyeTCs HIDKE 3HAUCHHSI TIOCTIEAHEH, YCTAHOBICHHON /IO UCTCUEHUS JCHCTBUS
NATEHTHOMW 3aIlUThl, IPEIEIbHON LIEHbI HAa TOProBoe HanMeHoBaHue JIC opuruHaaIbHOTO
/OGMOJIOrMYECKOr0 OPUTHHAIILHOTO JIEKAPCTBEHHOT' 0 Ipenapara:

Ui TeHepuka - Ha 30 %;
JUTsl OMOAHAJIOTUYHOT O JIEKapCTBEHHOTO Tipenaparta - Ha 10 %.

34. B cityyae OTCYTCTBUS NIPEAEIBHOM LIEHBI HA TOProBoe HauMeHoBanue JIC
OpPUTMHAJILHOT0/OHOJIOTUYECKOTO OPUTMHAIBHOTO JIEKAPCTBEHHOTO Mpenapara,
YCTaHOBJICHHOM J0 UCTEYECHUS NEUCTBUS AaTCHTHOW 3allUTHI, IPEJeIbHAas [icHa Ha
ToproBoe HauMeHoBaHue JIC Ha BOCIIpOU3BEI€HHBII/OMOAHATIOTMYHBIN MpenapaT
OTE€YECTBEHHOI'O IPOU3BOAUTENS (POPMUPYETCS HE BBIIIIE MAKCUMAJILHOTO 3HAUEHUS
TEKYILET0 IPOEKTa MPEAEIBHOM LIEHBI HA TOPrOBOE HAUMEHOBaHue BBo3uMoro JIC Ha
JIC npyrux npou3BOAUTENIEH, C aHAJIOTMYHBIM MEXAYHAapPOIHBIM HENATEHTOBAHHBIM
HAaMMEHOBaHUEM, C YUYETOM JIO3UPOBKH, KOHIIEHTpaluu, oobeMa u pacoBku JIC.

35. I'ocynapcTBeHHas dKcrepTHas opranu3aius GopMHUPYET MPOEKT MPeaebHbIX
IIEH Ha TOPrOBO€ HAMMEHOBAHUE JICKAPCTBEHHOI'O CPEJICTBA JJIS ONITOBOM U PO3HUYHOMU
peanu3anyy BHOBb 3apETUCTPUPOBAHHBIX B COOTBETCTBUU C 3aSBICHUSIMU O
pEerucTpaluu eHbl WK IEPEPETUCTPALIMU 3aPETUCTPUPOBAHHOMN 1IEHBI, TOJAHHBIX B
nepuos 10 10 mapta wiu 10 ceHTIOpst TEKyIIero roja.

He no3nnee, uem 3a 50 kaneHAapHbIX JHEH JO OKOHYAHUSI COOTBETCTBYIOIIETO
MOJIYTOIMSI IPOEKT MPEAENIbHBIX IEH HA TOPrOBOE HAMMEHOBAHUE JIEKAPCTBEHHOTO
CpeaCTBa JJisl ONTOBOM M PO3HUYHOW PEATM3allMU HAIMPABISAETCS TOCYIAPCTBEHHOMN
AKCIIEPTHOM OpraHu3alnuel B yroJIHOMOYEHHBIN OpraH JiIsl yTBEpKIAeHUs 1o Gopme,
COIIacHO MpuiokeHuto 1 k HacTosmum [ IpaBunam.

36. B ciayuae oTCyTCTBUSA 3asBJIEHUS O MEPEPErUCTPALIUU 3aPETUCTPUPOBAHHOM
IIEHBI JIJIS1 OTITOBOM M PO3HUYHOM peanu3anuu B nepuo 10 10 mapta unu 10 ceHTaops
TEKYUIETo T0J1a, TOCYIapCTBEHHAs AKCIIEPTHAsL OpraHu3alus OpMUPYET MPOEKT
IpeleIbHbIX IEH HA TOPrOBOE€ HAMMEHOBAHUE JIEKAPCTBEHHOT'O CPEICTBA JIJIsl ONITOBOM
Y PO3HUYHOM peain3allii Ha OCHOBAHUU PaHEE YTBEPKACHHBIX MPEIEIbHBIX IIEH Ha
TOproBoe HanMeHoBaHue JIC 111 ONTOBOM M PO3HUYHOM PEANM3ALNH C YYETOM
TpeboBanuii myHkToB 30 u 34 HacTosimux [IpaBu.



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.06.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 23.06.2020

o ik G N [ 1Z))Talnogx—n,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 17.06.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 23.06.2020

I'naBa 5. Benenue peectpa e

37. Peectp 1ieH siBsieTcss ”HGOPMAITMOHHON CUCTEMOM, COACPIKAICH CBEACHHUS O
MpEETbHBIX LIEHaX HAa TOProBoe HauMmeHoBaHue JIC ajisi onTOBOM U pO3HUYHOM
peann3anum.

38. PeecTp 11eH BeJETCs TOCYIapCTBEHHOM SKCIIEPTHON OpraHu3alneii B
AJIEKTPOHHOM BHJIE C IPUMEHEHUEM aBTOMATU3UPOBAHHON CUCTEMBI ITyTEM BHECEHUS B
peecTp CBEACHHM O NPEAEIbHBIX LIEHAX Ha TOproBoe HauMeHoBanue JIC.

39. PeectpoBas 3anuch COACPKUT CIACAYIOIINE CBEACHUS:

- HAUMEHOBAHUE JICpKaTelis WK BIIaJIeblla PErUCTPAIMOHHOTO YAO0CTOBEPEHMUS,
HAaMMEHOBaHUE MMPOU3BOIUTEIICH, YHACTBYIOIIMX B MpOLiecce MPOU3BOACTBA (IIpU
HaJIUYUN);

- HaumeHoBanue JIC (MexayHapoIHOE HEMaTeHTOBAaHHOE, WJIM TPYTIITUPOBOYHOEC,
WU XUMUYECKOE U TOPTOBOE HAUMEHOBAHUS);

- KOJT TI0 aHATOMO-TEPANEBTHYECCKO-XUMUIECKOMN KIacCUpUKAITIH,
PEKOMEHI0BaHHOM BcemMupHOM opranu3anuen 3[paBOOXpaHECHUs;

- HOMep perucTpanronnoro yaocroepenus JIC (npu Haauuum);

- IeKapCcTBEHHas (popMa ¢ yKazaHUEM JI03UPOBKH, KOHLIEHTpauuu u oobema JIC u
€ro KOJM4YECTBa B NOTPEOUTENIbCKON YIIaKOBKE;

- IpefieIbHas 1IeHa Ha ToproBoe HaumeHoBanue JIC a1 onToBoil peann3anuu 3a
HOTPEOUTENBCKYIO YIIAKOBKY B TEHI'E U J1aTa €€ YCTaHOBJICHMUS;

- IpeeabHas IieHa Ha ToproBoe HauMeHoBaHue JIC 1J1st pO3HUYHOM 3a
NOTPEOUTENILCKYIO YITAKOBKY B TEHI'€ U JlaTa €€ YCTaHOBJICHHUS.

40. BHeceHue B peecTp LIEH peecTpOBOM 3alMCH CBEACHUM O IPEIEIbHBIX LIEHAX
Ha TOpropoe HanMeHoBaHue JIC 11 onToBOM M PO3HUYHOM OCYILIECTBIISIETCS HA
OCHOBAHUU MPUKA30B YIOJHOMOYEHHOI'O OpraHa o0 yCTaHOBJICHUU NIPEIEIbHbBIX LIEH Ha
ToproBoe HauMmeHoBaHue JIC 1711 onToBOM U po3HUYHOM, B TeueHue 10 pabouux nHew ¢
JaThl TOCYJApPCTBEHHON perucTpanuu B MuHuctepcTBe roctuiinu PecryOonmku
Kazaxcras.



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.06.2020

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 23.06.2020

o ik G N [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 17.06.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 23.06.2020

41. ITpu orcyrctBum JIC B oOpamiennn Ha Tepputopuu Pecriyonuku Kazaxcran B
TeUYeHHue 3 JIeT, 3asBUTENIh B CPOK HE MPEBBIIAIOMNN 1 KaJIeHTapHBINA MeCsII]
NpEACTaBISAET B YIIOJTHOMOUYECHHBIN OpraH 3asBjieHUue 00 UCKIIOUEHUH CBEJEHUN O
npelenbHbIX [IEeHaX Ha yKa3zaHHoe ToproBoe HauMeHnoBanue JIC.

42. Peectp nieH myOaukyeTcs Ha opUIIMAIBHOM CalTe TOCyAapCTBEHHON
AKCIEPTHOM OpraHu3aIuu U OOHOBJISIETCS C COXPAHEHUEM Ha CaiiTe BCEX MPEAbITyIINX
penaKiun peecrpa.

43. Uadopmars o mpeAeIbHBIX 1IeHaX Ha TOproBoe HanMeHoBanue JIC mis
PO3HMYHOMN peau3aiy pa3MeiaeTcsi B 001IeI0CTyTHBIX SJIEKTPOHHBIX
WH(OPMAITMOHHBIX PEeCypcax, B TOM YUCJIe B MOOUITLHOM BEPCHH.

44. Uudopmanus o mpeAesibHbIX [IEHaX Ha TOproBoe HaumeHoBanue JIC ais
ONTOBOW M PO3HUYHON XPAHUTCS B PEECTPE LIEH B TEUCHUE TISTH JIET, HAUMHAS C r0/1a,
CJIEIYIOLLIErO 3a FOJIOM YTBEPKAEHUS MPENEIbHbIX LIEH.

I'maBa 6. Perucrpanus ueHbl Wid NepeperucTpauuu 3aperucTpUpPOBAHHON LIEHbI B
pamkax 'OBMII u B cucteme OCMC Ha ToproBoe HanmenoBaume JIC

45. Lensl Ha JIC B pamkax 'OBMII u B cucteme OCMC peructpupyroTcs Win
NEePEPETUCTPUPYIOTCS 32 €IUHUILY U3MEPEHHUSI OTJIETLHO Ha KaXK/10€ TOPrOBOE
HaumeHoBaHue JIC, BkiatoueHHble B Ka3zaxcTaHCKMI HAllMOHAIBHBIN JIEKaPCTBEHHBIN
dbopmyIisip, yTBEpKACHHBIN TpuKkazoM MuHucTpa 31paBooxpaHeHus Pecnyonuku
Kazaxcran ot 8 nexadps 2017 roga Ne 931 «O6 yrBepxkaennn Kazaxcranckoro
HAIMOHAJIBHOTO JIEKAPCTBEHHOTO (hOPMYJIsipay W/ UK B IEPEUYEHb JIEKAPCTBEHHBIX
CPEACTB U MEIUIIMHCKUX M3ACIHUN J11 OECIIaTHOTO U (UJK) JIbIOTHOTO aMOYJIaTOPHOTO
oOecrieueHust OTAETBHBIX KAaTETOPHUM IPaK/IaH C ONPECICHHBIMU 3a00JI€BaHUSIMU
(cocTosTHUSIMU), YTBEPKACHHBIN MpUKa3oM MuHKCTpa 3paBooxpaHeHus PecryOnuku
Kazaxcran ot 29 aBrycra 2017 roga Ne 666, ¢ ydeToM JIeKapCTBEHHON (HOPMBI,
JIO3UPOBKH, KOHIIEHTPALIMK, 00beMa Ha JJaTy MOJauu 3asiBJICHUS O PETUCTPALIUH.

46. Jlns peructpanuy LEHbl UM IEPEPErucTpaluy 3aperucTpupoOBaHHOMN 1IEHBI B
pamkax 'OBMII u B cucteme OCMC Ha ToproBoe HaumeHnoBanue JIC B PecriyOnnke
Kazaxcras 3asBUTENb NPENOCTABISAET B TOCYAAPCTBEHHYIO SKCIIEPTHYIO OPraHU3aLUI0
3asiBJICHUE O PETUCTPALMU LIEHBI UM NIEPEPErUCTPALIUN 3aPETUCTPUPOBAHHOM 1IEHBI B
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pamkax 'OBMII u B cucteme OCMC no gopme, cornacHO NPUIIOKEHUIO 6 K
HacrosmuM [IpaBunam. Ceeaenus o JIC B 3as1BIIeHUM YKa3bIBalOTCSI B COOTBETCTBHHU C
JNEUCTBYIOIIUM PETUCTPALIMOHHBIM y1ocToBepeHuemM Ha JIC.

47. B ciyyae eciid B paMKax OJIHOTO PETUCTPALIMOHHOTO YIOCTOBEPEHUS
3apErUCTPUPOBAHO HECKOJIBKO BAPUAHTOB MOTPEOUTEITHCKUX YITAKOBOK/JIO3UPOBOK
/nexapcTBeHHbIX (popm JIC, 3asBUTEINb IPEAOCTABISAET 3asIBICHUE OTIACIBHO IS
KaXXJIOr0 U3 BApUAHTOB 3a €AUHUIlY U3MepeHus. Jlomyckaercs npeocTaBieHne 00X
CONPOBOJIUTENIBHBIX JOKYMEHTOB B OTHOLIEHUH BeexX JIC ¢ pa3nuyHbIMU HOMEpaMu
PETUCTPALMOHHBIX YA0CTOBEPEHHUIA.

48. DnexTpoHHas (popMa 3asBJICHUS TI0JIA€TCS HA CaliTe TOCYIapCTBEHHOM
aKcriepTHOM opranuzaruu (www.ndda.kz) na [loprane B onnaitn (online) pexume ¢
JaTbHEHIIINM MPEIOCTABICHUEM JOKYMEHTOB Ha OYMa)KHOM HOCHTETIEC HITH
TIOIMMUCHIBACTCS JICKTPOHHON ITU(POBON MOAMUCKHIO, O€3 TPEAOCTaBICHUS JOKYMEHTOB
Ha OyMa)KHOM HOCHTETIE.

49. K 3asBi€eHUI0 NPUIIaratoTCs CIEAYIONINE JOKYMEHTHI:
Iy HHOCTPAHHBIX POU3BOAMUTEICH:

1) TOKyMEeHT, MOATBEP KA IPABO 3aIBUTENS OCYIIECTBIISATh PETUCTPAIUIO
LCHBI WJIM MIEPEPETUCTPALINIO 3aPETUCTPUPOBAHHOM LIeHBI B paMkax [ OBMII u B
cucreme OCMC (moBepeHHOCTD, JOTOBOP, MUCHMO 00 aBTOPH3AILIUH H T.[I.), BKIIFOYAs
IIPaBo MPEOCTABIATh HHPOpMaLKIo o IeHax Opanko-3aBoa B peepeHTHBIX CTpaHaX U
1eHax (PaKTUYECKUX MOCTABOK;

2) uena npousBoautensa B pamkax 'OBMII u cuctreme OCMC Ha ¢pupmeHHOM
OnaHKe 3asBUTEJNS, 3aBEPEHHOM MOANKUCHIO YITOJTHOMOYEHHOTO JIUIIA;

3) Tabnuia nen @paHko-3aBo AT PETUCTPAIMH [IEHBI I TIEPEPETUCTPALIH
3apeructpupoBanHoi 1ieHbl B pamkax ['OBMII u B cucreme OCMC B pedepeHTHBIX
ctpanax (aysa BBo3uMbix JIC), B pamkax 'OBIIM u cucreme OCMC nHa pupmeHHOM
OJlaHKe 3asBUTEJISI, 3aBEPEHHOM TOJIMUCHIO YIIOTHOMOYEHHOTO Jinlia. B Tabnuie e
®panko-3aBoJ AJI PETUCTPAIMU LIEHBI WU TIEPEPETUCTPALIMU 3aPETUCTPUPOBAHHON
1iensl B pamkax 'OBMII u B cucteme OCMC otobpakaeTcst nHpopMarus o
konudecTBe JIC B mOTpeOUTENIHCKON yITaKOBKE B KaX0M CTpaHE C MepepacueToM Ha
equaunIy u3mepernus JIC mo popme, cormacHo mpuiiokeHuto 7 K HacTosmuM [IpaBumnam;
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[Ipu orcyTcTBUU B 3asiBiIeHUH HHpopManuu o 1ieHax Ppanko-3aBos Ha JIC B
KaKoh-1100 pedepeHTHON cTpaHe uin (PaKTUYECKOM IEHbI MOCTaBOK B PecnyOiuky
Kazaxcran, 3asBuTens» 000CHOBBIBAET B COOTBETCTBYIOMIEH Tpade TaOauIlb! 11eH
@®paHKo-3aBOJ AJI1 PErUCTPALMU LIEHBI WU NIEPEPETUCTPALIMH 3aPETUCTPUPOBAHHOMN
ueHsl B pamkax ['OBMII u cucteme OCMC, coriiacHO NpUI0KeHUs 7 K HACTOSIIUM
[IpaBunam, npuunHy €€ OTCYTCTBUSI.

4) uaopmarus o nene Opanko-3aBoj1 B CTpaHEe-MPOU3BOIUTENS (B ClTydae
OTCYTCTBUS rocyaapcrBeHHoi peructpanuu JIC B pedhepeHTHBIX cTpaHax) no Gopme,
COTJIaCHO MPHUJIOKEHUIO 7 K HacTosuM [IpaBmiam Ha prupMeHHOM OJIaHKE 3assBUTEIIS,
3aBEPEHHOM TMOAMKUCHIO YIIOTHOMOYEHHOTO JIUIIA;

5) KoM TOKYMEHTOB, ToATBepkaarontux 1eny JIC (kornuu MHBOMCOB
(HakmagHOM), cueT-(pakTyphl WM TaMOXKEHHOU JIEKJIapalliu) 3a mocieaHue 12 Mecsien
(mpy HaMMYKMK (PAKTUIECKUX TIOCTABOK), C YKa3aHHEeM (paKTUYECKOM IIEHBI TOCTABKH, 32
WCKJIFOYEHUEM CITy4aeB BBO3a Ha OCHOBAHMSIX, MMPETyCMOTPEHHBIX MOIMYHKTOM 4)
cratbu 80-1 Konmekca Pecniy6nmku Kazaxcran «O 3m0poBbhe HApOaa U CUCTEME
3APaBOOXPAHEHUS.

B cnydae oTcyTcTBHS (haKTUUECKHUX MTOCTABOK 3a MociieiHue 12 Mecsiies,
MPEIOCTABIISIOTCS KONMU JIOKYMEHTOB 32 MPEAbIAYIINNA nepuos 12 Mecsies.

6) uHdopmarlms 0 pacxojax A perucTpaiuu HeHbl WU IepePerucTpaluu
3apeructpupoBanHoii rieHsl B pamkax [[OBMII u B cucteme OCMC Ha pupmeHHOM
OJlaHKe 3asBUTEIS, 3aBEPEHHOM MOJIMUCHIO YIIOJTHOMOYEHHOTO JIMIA:

- JaHHbIe (PaKTUYECKU MOHECEHHBIX TPAHCTIOPTHBIX PACXOA0B OT MPOU3BOIUTENS
no rpanuiibl Pecyonuku Kazaxcran,

- TAMOXCHHBIX PAaCX00B,
- pacxoa0B Ha OLCHKY 0Ee30ITaCHOCTH M KaueCTBa.

Jis JIC, moctaBka KOTOpbIX Ha TeppuToputo Pecyonuku Kazaxcran 1o
peructparuu 1eHsl B paMkax ['OBMII u B cucteme OCMC He oCyI1ecTBIIsIIACS,
MPEAOCTABIISIOTCS JaHHBIE MPOTHO3UPYEMBIX PACXO0B;

7) KOIus JOKyMEHTA, MOATBEPKIAI0IIast IEUCTBYIONIYIO MATEHTHYIO 3aIUTY
OpPUTHHAJIBHOTO JIEKAPCTBEHHOT'O Ipernapara/OnoIorndyeckoro OpUruHaiIbHOTO
nexapcTBeHHOro npemnapara o MHH ¢ ykazanuem natel ncTedeHus AEMCTBUS
NATEHTHOW 3aIIUTHI, a IPU OTCYTCTBUHU ITATEHTA, MTUCBMO OT 3aBOJIA-IIPOU3BOIUTEIIS
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WU IEPKATEIsl PErUCTPAlMOHHOTO YAOCTOBEPEHUS, TOATBEPKAAIOIIEE
OpUTHMHaJIBbHOCTB Ipernapara no MHH;

8) mst JIC, cpok AEHCTBHS pErUCTPAIMOHHOTO YIOCTOBEPEHUS KOTOPBIX HA
MOMEHT MOJ]a4¥ 3as1BJICHUS UCTEK, BBE3CHHBIX WJIM TPOU3BEICHHBIX HA TEPPUTOPUHN
Pecny6nuku Kazaxcran mo ucteueHus cpoka JeUCTBUS peTUCTPAIIMIOHHOTO
yaoctoepenus JIC, muis peructpauny LHEHbI WK IIEpEepEerucTpauuu
3apeructpupoBaHHol 1eHsl B pamkax ' OBMII u B cucteme OCMC npenocTaBiasiroTcs
JOKYMEHTBI, TOATBEPKAA0LIME BBO3 WM TPon3BoAcTBO JIC: KONUA 3aKIIIOUEHUS O
0€30MaCHOCTH 1 Ka4eCTBE TOBAPOB, a TAKXKE KOMUS TAMOXXEHHOMU JeKIJIapalliy;

9) nnst BBO3uMBIX Ha Tepputoputo Pecriyonuku Kazaxcran JIC, He nmeromumx
PETUCTPALIMOHHOTO YIOCTOBEPEHUS - KOITUSI pa3peLICHUs YIIOJHOMOYEHHOIO OpraHa Ha
BB03 JIC Ha Teppuroputo Pecniyonuku Kazaxcran, noydeHHOE OCPEICTBOM BeO-
nopTalia 3JEKTPOHHOI0 MpaBUTENbCTBA. {151 oppaHHBIX MpenapaToB TOMyCKAETCs
IPeIOCTaBICHUE TOKYMEHTOB 0€3 KOIUU pa3pelieH s YIIOTHOMOYEHHOTO OpTraHa Ha
BBO3.

JlJIs1 oTe4yecTBEHHBIX IPOU3BOAUTEIICH:

1) TOKYyMEHT, MOATBEPIKIAIOIIHI PABO 3aABUTENS OCYIIECTBIISATh PETUCTPAIUIO
LEHbI WM EPEPETUCTPALINIO 3apETUCTPUPOBAHHOM 1IeHbI B paMkax ['OBMII u B
cucteme OCMC (1oBepeHHOCTb, TOTOBOP, MUCbMO 00 aBTOPU3ALIUHU U T.J.);

2) uena npousBoautensa B pamkax [[OBMII u cucteme OCMC Ha pupmeHHOM
OJlaHKe 3asBUTEJIS, 3aBEPEHHOM MOJNUCHIO YTIOJTHOMOYEHHOTO JINLIA;

3) undopmarus 0 pacxojax A perucTpaluu HEeHbl WU IepepPerucTpaluu
3apeructpupoBanHoii rieHsl B pamkax [[OBMII u B cucteme OCMC Ha dhupmeHHOM
OJlaHKe 3asBUTEIS, 3aBEPEHHOM TOJIMUCHIO YIIOJTHOMOYEHHOTO JIMIA:

- TaHHbIe (PAKTUYECKU TTOHECEHHBIX PACXOJI0B Ha OIEHKY 0€30MacHOCTH U
KauyecTBa,

4) xonusi TOKYMEHTA, MOJTBEPKIAIOIIECTO ACHCTBYIONIYIO MATEHTHYIO 3alUTY
OpPUTHUHAIBHOTO JIEKAPCTBEHHOTO Mpernapara/OuoI0ru4ecKoro OpUuruHaIbHOTO
JeKapcTBeHHOro rnpenapara no MHH ¢ ykazanuem natel HCTeUEeHUs AEUCTBUS
MaTEeHTHOM 3alUTHI, a ITPU OTCYTCTBUHU IATEHTA, IMCBMO OT 3aBOJIa-IIPOU3BOIUTEIS
WU IEPKATEI PErMCTPAMOHHOTO YAOCTOBEPEHUS, TOATBEPKAAIOLIEE
OPHUIHMHAJIIBHOCTH npenapara no MHH;
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50. Perucrpanys neHsl WK NEpeperucTpanus 3aperuCTpUpOBAHHON LIEHBI B
pamkax 'OBMII u B cucteme OCMC mist BBo3umbIx JIC, cpok necTBust
PETUCTPAIMOHHOTO YAOCTOBEPEHUSI KOTOPHIX HA MOMEHT MOJIaYM 3asIBJICHUS UCTEK,
BBE3EHHBIX Ha TeppuTopuro Pecriybnuku Kazaxctan 10 uctedeHus: Cpoka JeiCTBUS
PETUCTPAMOHHOTO YAOCTOBEPEHUS OCYIIECTBIISIETCA HA OCHOBE CBEAEHUM O IIEHAX
dakTuyeckux nocraBok B PecnyOnuky Kazaxcran 3a mocineanue 12 Mecsines qelcTBUs
PETHCTPALlMOHHOTO YIOCTOBEpeHus. B ciydae oTCyTCTBHS (PaKTUUECKHUX MTOCTABOK 32
nocyieanue 12 Mecsien, MpeJoCTaBIsI0TCS KOMUK IOKYMEHTOB 3a MPEeIbI Ty N
nepuoa 12 mecsies.

PerucTpanus neHsl nim nepeperucTpanus 3aperucTpUpPOBaHHON LIEHBI B paMKaxX
I'OBMII u B cucteme OCMC paiis JIC, cpok AeiCTBUSL pETUCTPALTMOHHOTO
YAOCTOBEPEHUSI KOTOPBIX HA MOMEHT I10/Ia4X 3asIBJICHHS TPUOCTAHOBJIEH
OCYILIECTBIISIETCS B MOPSAJIKE U B CPOKHU, IPEAYCMOTPEHHBIE I1aBOM 6 HACTOSIIINX
IIpasui.

51. B ciydae otcyTcTBUs TpeOyemoit nHGOopMaIii Uik HEOOXOIUMOCTH
YTOUYHEHUS CBEJICHUI, COJIEPKAITUXCS B MIPEJCTABICHHBIX JOKYMEHTAX,
rocyJapcTBeHHas SKCIepTHas opraHu3anus pazMemaet Ha [loprane yBenomienue o
HEO0OXOJMMOCTH YCTPAHEHHUS BBIIICTICPEUMCIICHHBIX 3aMEUaHUIA.

52. 3agBUTEIND MTOCIE MTOIYYEHHS YBEAOMIICHUS IPEAOCTABIISET B
rOCy/IapCTBEHHYIO SKCIIEPTHYIO OPraHU3aI10 COOTBETCTBYIOILYI0 HH(POPMAIUIO B
NUCbMEHHOM (hopme Ha prupMeHHOM OJIaHKe 3asBUTENA B OHJIAiH (online) pexxume Ha
[Toprane ¢ ganpHEHIINM MTPEIOCTABICHUEM TOKYMEHTOB HAa OyMa)>KHOM HOCHUTEIE WU
noanucannyto DI, 6e3 npenocTaBieHus: JOKYMEHTOB Ha OYMa)KHOM HOCHUTENIE B
CPOK, HE IPEBbIIAIONINM 7 paboUunX AHEH C MOMEHTA pa3MElIeHUs YBEIOMIIEHUS 00
yCTpaHEeHUU 3aMedyannil Ha [lopraie.

53. Tlocne npenocTaBiIeHUs JOTMOJHUTEIHOW HH(POPMAITUH B COOTBETCTBUH C
MyHKTOM 52 Hactoamux [IpaBuii, rocygapcTBeHHAs SKCHEPTHAS OpraHU3aIus
ITIOBTOPHO PACCMATPUBAET MPEAOCTABICHHBIE JOKYMEHTBI B COOTBETCTBHUU C
Hacrosimumu [IpaBunamu B Teuenue 10 pabounx aHE.

B cnydae npeBbllieHNs cCpoKa MpeI0CTaBIEHUs 3anpanmBaeMoi nHGopMaIum, a
TaK>Xe MPeI0CTaBICHUS JOKYMEHTOB B HEMOJIHOM 00beMe U (MJI1) HEMOJIHOTHI
COJIep KAIUXCS B HUX CBEJCHUI B COOTBETCTBUH C TpeOOBaHUSIMHU HacToAmux [IpaBun
1ocJie BTOPOro YBEJOMIICHHS 00 YCTpaHEHUU 3aME€UaHui TOCYAapCTBEHHAS SKCIIEPTHAS
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OpraHu3alys HaIpaBJSIET 3aBUTEII0 MOTUBUPOBAHHBIN OTKAa3 B PETUCTPALIMU LICHBI
WJIM TIEPEPETUCTPALIMM 3apErucTpupoBaHHOM 1ieHbl B pamkax 'OBMII u B cucteme
OCMC no dpopme, coritacHO NMpUIoKEHUIO 8 K HacTosuM [IpaBuiam.

54. T'ocynapcTBEHHAs SKCIIEPTHAsI OpraHu3aius B TeueHue 15 pabouux aHei co
JTHST oOpaIeHus 3asBUTEIS OCYIIECTBISET peepeHTHOE IIeHO00pa30BaHNe Ha
ToproBoe HauMeHoBaHue JIC 1 MOHUTOPUHT COOTBETCTBHUS MpejIaraeMom K
pErucTpaIuy UEHbI WIN NEePEPETUCTPalK 3aPErUCTPUPOBAHHOM IIEHBI B paMKax
I'OBMII u B cucreme OCMC TpeboBanusim Hactosmux [IpaBui.

55. Tlo pe3ynbTaTaM MOHUTOPHHTA U aHAIN3a PEPEPEHTHOTO IEHOOOPA30BAHMS
Ha ToproBoe HauMmeHoBaHue JIC rocyaapcTBeHHas SKCIIEPTHAS OpraHU3aIMs
PETUCTPUPYET LIEHY WU MEPEPErUCTPUPYET 3aPETUCTPUPOBAHHYIO IIEHY B paMKax
I'OBMII u B cucteme OCMC 1nipu COOTBETCTBHUM CIEAYIOIINM KPUTEPHUSIM:

1) npenocTtaBneHHas 1ieHa mpousBoauTenisa B pamkax ['OBMII u B cucreme
OCMC g BBo3uMbIx JIC qiist PecniyOnuku KazaxctaH He npeBbIIIAET MAaKCUMAaJIbHOTO
3HAYEHHUs TPEX MUHUMAJIbHBIX 1IeH DpaHKo-3aBo U3 Yncia NOJAHHBIX B 3asBJICHUN
pedepeHTHBIX CTPaH, B CIy4yae e€CIM KOJIUYECTBO pe(PepeHTHBIX CTpaH MEHee TpeX,
ueHa npousoautens B pamkax 'OBMIT u B cucteme OCMC He npeBbIlIaeT
MaKCUMAaJIbHOTO 3HaueHus 1ieH OpaHKo-3aBOJ NPEICTABIEHHOTO KOJINYECTBA
pedepeHTHbIX cTpad. [Ipu orcyTcTBUEM rocyaapcTBeHHOM peructpanuu JIC B
pedepeHTHBIX CTpaHax, IieHa npousBoautens B pamkax ['OBMII u B cucteme OCMC
HE TpeBbIIaeT 3HaueHus ueHbl Opanko-3aBo B cTpaHe-IPOU3BOIUTENS;

2) npenocraBiieHHas LieHa pousBoauTensa B pamkax ' OBMII u B cucreme
OCMC a5 BBO3uMbIX JIC HE BBIIIIE MAKCUMAJIBLHOTO 3HAYEHHUS TPEX MUHUMAIbHBIX
LICH 3a €IMHUILY U3MEPEHUS, YKA3aHHBIX B IPEOCTABICHHBIX JOKYMEHTAX,
noatBepxkaatomux neny JIC (konust nHBOMca (HaKJIaHOW) UK cYeT-(aKTypHl,
TaMO>KEHHOM JIeKIapalin) 3a BbIYETOM CKHUJIKU;

3) TpaHCIOPTHBIE PACXObI OT MIPOU3BOIUTEIIS /10 TpaHUIlbl PecryOmuku
KazaxcraH, yka3aHHbI€ B 3a4BJICHUM, HE TPEBBIMIAIOT 15% OT 3HaUYECHUS LIEHBI
npousBoautens B pamkax ['OBMII u B cucreme OCMC.

B ciiyyae HecooTBETCTBUS 3aperucTpupoBaHHoOu 1ieHbl B pamkax ['OBMII u B
cucreme OCMC kpurepusim, yKa3aHHbIM B HaCTOAILEM IIYHKTE, TOCYJapCTBEHHAS
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AKCIEPTHAsl OpraHu3allysi HalpaBiIsieT MOTUBUPOBAHHBIN OTKAa3 B pETUCTPALIUU LICHBI
WJIM TIEPEPETUCTPALIMM 3apErucTpupoBaHHOM 1ieHbl B pamkax 'OBMII u B cucteme
OCMC (o opme, coryiacHO MPUIIOKEHUIO 8 K HacTosuM [IpaBunam).

56. Peructparius 1ieHbl WX NEpEeperucTpalus 3aperucTpupOBaHHOM 1ICHBI B
pamkax ['OBMII u B cucteMme OCMC Ha JIC oTe4ecTBEHHOTr0 TPOU3BOIUTENS
OCYUIECTBJISIETCS HA OCHOBE LIeHbI pou3BoauTens B pamkax 'OBMII u B cucteme
OCMC, a Takxe pacxoJI0B Ha OIEHKY 0€30MacHOCTH U KauecTBa.

57. Perucrpanys LeHbl WK NIEPEPErucTpanus 3aperuCTpPUPOBAHHON LIEHBI B
pamkax 'OBMII u B cucteme OCMC Ha BBo3uMbIe JIC ocyniecTBIs€TCSl HA OCHOBE
ueHbl nponssoautens B pamkax I'ObBMII u B cucteme OCMC, a Takke TpaHCIIOPTHBIX,
TaMO>KEHHBIX PAaCXOJI0B U PACX0JI0B Ha OLIEHKY 0€30IaCHOCTH M KauecTBa.

58. B ciydae oTcyTCTBUS TOCTABOK Ha Tepputoputo Pecriyonnku Kazaxcran B
TeUeHME nocaeauux 12 mecsues, 1ieHa B pamkax ['OBMII u B cucreme OCMC
PETUCTPUPYETCS C MOCIEAYIONIEH epeperucTpanuend 3aperucTpupoOBaHHOM 11EHBI B
pamkax 'OBMII u B cucreme OCMC. He no3niHee, ueM uepes roji ¢ 1aThbl
YTBEPXKACHUS NMpeeTbHbIX 1IeH Ha ToproBoe HauMeHoBaHue JIC 3asBUTENb
OCYILIECTBIISIET IEPEPETUCTPALIHNIO 3aPETUCTPUPOBAHHON LIEHBI C IPEOCTABICHUEM
KOMUH JOKYMEHTOB, oATBepkaatomux neny JIC, a Takxe nHbopmauu o
(akTHUECKHX pacxoaax.

B ciywae ecnu nepeperucrpanys 3aperucTpupoBaHHOM 1IeHbI B paMkax ['ObMII
u B cucteme OCMC B Teuenue rojia He Obl1a IPOU3BEACHA, TOCYJAPCTBEHHOM
AKCIEPTHOM OpraHu3aluen 3asBUTelo Ha [lopraie HanpaBiseTcs yBe1OMIIEHHUE O
HEO0OXOIMMOCTH TIEPEPETUCTPAINH 3aPETUCTPUPOBAHHOM 11eHbI B pamMkax ['OBMII u B
cucteme OCMC B TeueHHe OJHOTO KaJIeHAapHOTo Mecsa ¢ THGOPMHUPOBAHUEM
YIOJIHOMOYEHHOI0 oprasa. [Ipu oTcyTcTBUM nepeperucTpanuu B yCTaHOBIEHHBINA CPOK
rocyJapCTBeHHAas SKCIEPTHAS] OpraHu3aIus HHOOPMUPYET YIIOTHOMOYEHHBIN OpraH ¢
JNATbHEUIINM HCKIIOUEHHEM U3 MPOEKTA NPEAEIbHBIX LIEH Ha TOPrOBOE€ HANMEHOBAHUE
B pamkax ['OBMII u cucreme OCMC.

59. IlepeperucTpaius 3aperucTpupoBaHHol 1ieHbl B paMkax 'OBMII u B
cucteme OCMC na JIC ocyniecTBisieTcsi B IOPSAJKE U B CPOKH, IIPETyCMOTPEHHbBIE
rnaBou 6 Hactosimux [IpaBu.

60. 3asgBuTenb 00ECIEUNBAET JOCTOBEPHOCTD, IOJIHOTY U COACPKAHUE
IIPEIOCTABIEHHBIX JOKYMEHTOB B COOTBETCTBUH C ACHCTBYIOIIMM 3aKOHOAATEIHCTBOM
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PecnyOnuku Ka3zaxcran u nactosiiuumu [Ipasunamu. [IpenocraBinenue 3asBuTenem
HEJIOCTOBEPHBIX JAHHBIX SBISECTCS OCHOBAHUEM JUIs OTKA3a B PETUCTPALIMH LIEHBI WIN
NEPEPETUCTPALIMH 3aperucTpupoBanHol 1eHbl B pamkax ['OBMII u B cucteme OCMC
1o opme, cornacHo npuiokeHuto 8 k HactosmuM [lpaBunam. B ciydae BoisiBIeHUs
HEJIOCTOBEPHBIX JAHHBIX YTBEPKICHHBIE NPEICTbHBIE IEHBI HA TOPrOBOE
HanmeHoBaHue JIC B pamkax 'OBMII u B cucteme OCMC rocynapcTBeHHast
SKCIIEpPTHAs OpraHu3anus HHPOPMHUPYET YIOJTHOMOYEHHBII OpraH.

I'naBa 7. YcTraHoB/IeHHEe HALICHOK, pacyeT U (pOpMHUPOBAHUE NPeeJIbHBIX LIEeH Ha
Toprosoe HaumeHoBanue JIC B pamkax 'OBMII u B cucreme OCMC

61. Hanenku B pamkax ['OBMII u B cucreme OCMC Ha JIC auddepeHnupyroTcs
B COOTBETCTBHH C PEIPECCUBHOM MITKAJION HAIICHOK M COCTABJISIOT:

1) 20 % nns JIC, croumocthio 10 350,00 TeHre BKIIOUUTENBHO;

2) 19,5 % nns JIC, croumocTthio cBbiiie 350 tenre u 10 1000,00 Tenre
BKJIFOUMTENHHO;

3) 19 % nns JIC, croumocTthio cBbimie 1000 tenre u 10 3000,00 Tenre
BKJIIOUMTEIBHO;

4) 18 % nns JIC, croumocthio cBbiiie 3000 tenre u 1o 5000,00 Tenre
BKJIFOUHMTEIILHO;

5) 17 % nnsa JIC, croumoctsio cBoitie 5000 rerre u go 10000,00 Tenre
BKJIIOUHUTEIILHO;

6) 16,5 % nnsa JIC, croumocTtsio cBoitie 10000 terre u o 20000,00 Tenre
BKJIIOUHUTEIILHO;

7) 16 % nns JIC, croumocTthio cBbiiie 20000 tenre u g0 40000,00 Tenre
BKJIIOUHMTEIIBHO;

8) 15,5 % nns JIC, croumoctsio cBbirie 40000 terre u 1o 100000,00 Tenre
BKJIIOYMTENHHO;

9) 15 % nns JIC, croumocTtsio cBeiiie 100000 tenre u o 200000,00 Tenre
BKITFOUUTEIILHO;

10) 14,5 % nna JIC, croumoctsio cBeiiie 200000 tenre u 1o 500000,00 Tenre
BKJIFOUHTENHHO;
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11) 14 % nns JIC, croumocTsio cBeiiie 500000 Tenre.

62. Pacuer npenenbHbIX 1IEH Ha TOproBoe HauMeHoBanue JIC B pamkax ['ObBMII
uB cucreMe OCMC mpoBOUTCS TTyTEM 100aBICHUS K 3apETrUCTPUPOBAHHOM IICHE B
pamkax 'OBMII u B cucteme OCMC nauenku B pamkax ['OBMII u B cucteme OCMC,
b depeHIupoBaHHON UCXO/ISI U3 BEJTMYUHBI 3aPETUCTPUPOBAHHON IIEHBI B paMKax
I'OBMII u B cucteme OCMC 3a enununy usmepenus JIC.

63. ['ocymapcTBeHHasi SKCIIEPTHAS] OpraHu3alus OCYIIECTBISET pacyeT MPOEKTa
peaebHbIX [IEeH Ha ToproBoe HaumeHoBaHue JIC B pamkax ['OBMII u B cucreme
OCMC Ha OCHOBaHUU 3aperucTpUpOBaHHbIX 1IeH B paMkax ['OBMII u B cucteme
OCMC B COOTBETCTBHH C 3asBJICHUSIMU O PETUCTPALIMU LIEHBI WIIH IIEPEPETUCTPALIUN
3apeructprupoBanHHoi 11eHbl B paMkax ' OBMII u B cucteme OCMC, nojlaHHBIMU HE
no3aHee 31 nexadps.

64. T'ocynapcTBeHHas 3KCIepTHAs OPraHU3alMs HAlPaBIIAEeT IPOEKT IPEIeIbHbBIX
1eH Ha Toprosoe HaumeHoBanue JIC B pamkax ['OBMII u B cucteme OCMC B cpok 10
10 anpestst B yOJIHOMOYEHHBIN OpraH JiIsl yTBEPKACHUS IIPENEIbHBIX LIEH HA TOPrOBOE
HanmeHoBanue JIC B pamkax 'OBMII u B cucreme OCMC no popme corytacHo
IPWIOKEHUIO 2 K HacToAmuM [IpaBunam.

65. [IpenenpHas nena Ha Toprooe HauMeHoBanue JIC B pamkax ['OBMII u B
cucteme OCMC Ha BoCIpOU3BEICHHBIN JIEKAPCTBEHHBIN MpemnapaT (FreHEepUK) WIn
OMOaHaJIOTMYHBIN JIEKaPCTBEHHBIN NpenapaT GOpMHUPYETCS HUKE 3HAUCHUS MOCIEAHEMH,
YCTAHOBJIEHHOM JI0 UCTEUECHUS IEUCTBUS MTATEHTHOM 3a1UThI, ITPEACIBbHON LIEHBI Ha
toproBoe HaumeHoBaHue JIC B pamkax 'OBMII u B cucteme OCMC opUrnHaabHOTO
/OGHOJIOTHYECKOTO OPUTHHAILHOTO JICKAPCTBEHHOTO Tperapara:

U1 TeHepuKa - Ha 30 %);
JUIsl OMOAHAIOTHYHOTO JICKApCTBEHHOTO IIpenapaTa - Ha 10 %.

66. B ciiyyae oTcyTCcTBUS NPEAEIbHOM IIEeHBI Ha ToproBoe HauMeHoBaHue JIC B
pamkax ['OBMII u B cucreme OCMC 151 OpUTHHAIBHOT0/OHMOJIOTMYECKOTO
OPUTMHAJIBHOTO JICKAPCTBEHHOTO IIpenapara, yCTAaHOBJICHHOM 10 UCTEUEHUSI IEUCTBUS
NAaTEHTHOMW 3alllUThI, IpeJeIbHas lIeHa Ha ToproBoe HauMeHoBaHue JIC B pamkax
I'OBMII u B cucteme OCMC 0T€4eCTBEHHOT'O TPOU3BOAUTENSE BOCIIPOU3BEAECHHOTO
/OGMOaHAIOTHYHOTO JICKAPCTBEHHOTO Tpernaparta GOpMHUPYETCs HE BBIIIIE
MaKCUMAaJIbHOT'O 3HAYEHHUs TEKYIIETO MPOEKTA MPEAEIbHON LIEHBI HA TOPrOBOE
HanMmeHoBaHue BBo3uMoro JIC B pamkax I'OBMII u B cucteme OCMC na JIC npyrux
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MIPOU3BOJUTEIICH, C aHATTIOTUYHBIM MEKIYHAPOIHBIM HEMATEHTOBAHHBIM
HAaUMEHOBAHUEM, C YUYETOM JIO3UPOBKH, KOHIIEHTpaIuu u oobema JIC.

67. B cityyae oTCyTCTBUS 3apETUCTPUPOBAHHON U MPEIEIBbHOMN LIEHBI HA TOPrOBOE
HaumeHoBaHue JIC B pamkax 'OBMII u B cucteme OCMC 1o 3anpocy
YIOJIHOMOYEHHOTO OpraHa B 00JIacTH 3paBOOXPaHEHUsI JOIYCKAETCsl pacyeT MPOeKTa
npenenbHbix e Ha MHH B pamkax I'OBMIT u B cucteme OCMC Ha ypoBHE CpeAHETO
3Ha4Y€HHUA cpeaHuX LeH ¢ aHanoruuabiM MHH B pedepenTHBIX cTpaHax, ¢ yueTom
JI03UPOBKH, KOHIIEHTpanu 1 00bema JIC, a Takke ¢ yueToM He BBIIIE MAKCUMAJIBHOTO
3HAYCHUS TPEX MUHUMAJIbHBIX 3HAYCHUH (haKTUYECKOMU 1IEHBI TOCTaBOK B PecyOnmuky
KazaxcTan cormiacHo JaHHBIM UHBOWCOB (HAKJIAHBIX ) HIIA CYET-(PaKTypHI,
IIPEAOCTABIEHHBIX B TOCYAAaPCTBEHHYIO SKCIIEPTHYIO OPTaHU3ALMIO JJIS1 OLIEHKH
oe3onacHocty 1 kauecTBa JIC 3a nepuoa He meHee 12 mecsues.

IIpu oTcyTCTBUU AaHHBIX B IEPBOM ab3alle MyHKTa 67 I0IMyCKaeTcs pacyer
npoekta npeaenbHbix eH Ha MHH B pamkax I'OBMII u B cucreme OCMC Ha
OCHOBAHUH 1I€H HE pePEPEHTHBIX CTPAH UM MEKTyHAPOIHBIX OpraHU3aIui,
yupexIeHHBIX I eHepanbHoi accamOeeit Opraau3annu O0beuHeHHbIX Haruii n
OPYTUMH MEXIYHAPOAHBIMU OPTraHU3alUsIMU, PA3MEIICHHBIX B OTKPBITBIX HCTOYHUKAX.

I'1aBa 8. Pacyer u popMupoBanue npeaesbHbIX LIEH HA MEKIYHAPOIHOE
HenaTeHTOBaHHOe HauMeHoBaHue JIC B pamkax 'OBMII u B cucteme OCMC

68. [IpenenpHas 1leHa HA MEXAYHAPOJHOE HEMATEHTOBAHHOE HAUMEHOBAHUE IS
JIC He noymkHa MPEBBIIATh MAKCUMAJIBHOTO 3HAYEHHUS TPEX MUHUMAJIbHBIX
npeAenbHbIX 1IeH Ha ToproBoe HaumeHnoBanue JIC B pamkax 'OBMII u B cucteme
OCMC. B cnydae Hanuuus yTBEPKIAECHHOU B COOTBETCTBUM C ITyHKTaMH 65-67
Hacrosamux IIpaBui nmpenensHOM 1IeHBI HAa TOproBoe HauMeHoBanue JIC B paMkax
I'OBMII u cucreme OCMC 0Te4eCTBEHHOTO TOBapPONPOU3BOAUTENS, TPOU3BEICHHOTO
B YCIIOBHSIX HAJJIEXKAIEW MTPOU3BOJACTBEHHON MPAKTUKHU U MOCTABJISIEMOT0 B paMKax
JIOJITOCPOYHBIX JOrOBOPOB, IpeeiibHas 1eHa Ha MHH onipenensiercst mo npeaenbHON
LIEHE Ha TOProBoe HanMeHoBaHue JIC 0TeueCTBEHHOTO TOBAPOIIPOU3BOIUTES,
IIPOU3BENECHHOTIO B YCIOBUAX HAUIEKAIIEW IPOU3BOACTBEHHON IPAKTUKH U
MOCTABIIIEMOT0 B paMKaxX JIOJITOCPOUYHBIX 10roBopoB B pamkax ['OBMII u cucreme
OCMC.

69. Ilns opdannwix JIC npenenvhas niena Ha MHH onpenensiercst Ha ocHOBe
aHanm3a 1eH pedepenteix crpad o MHH. B criyuae ecnu 3asBiieHHast CTOMMOCTh
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ronoBoro npumeHenus opdannoro JIC npesbimaer 3000 MPIT u (unu) umerotcs
3apeructpupoBanHbie JIC ¢ aHAIOTMYHBIMU TTOKa3aHUAMM HpenesbHas nesa no MHH
OTIPENICIIACTCS C YUeTOM KIMHUKO-O)KOHOMHUUYECKUX XapakTepuctuk opdannoro JIC.

70. Ilo 3ampocy ynmoaHOMOYEHHOTO OpraHa rocy/1apCTBEHHAs SKCIEpTHAs
opranuzanus B TeueHue 10 pabouux mHEN OCYIIECTBISET pacueT MPOSKTa MPeaeTbHBIX
LICH Ha MEXIyHapoJHOe HenaTeHToBaHHOe HauMeHoBaHue JIC B pamkax ['OBMII u B
cucreme OCMC, coaeprkamuxcs B 3alpoce, Ha OCHOBAHNUN YTBEPKIAECHHBIX
IpeeNbHBIX 1IEH WU MPOEKTa MPEACIbHBIX 1IEH (B CIydae OTCYTCTBUSI YTBEPKICHHBIX
npeAeNbHBIX 1IeH) Ha ToproBoe HanmeHoBaHue JIC B pamkax 'OBMII u B cucteme
OCMC u HanpaBJIsieT UX B YIIOJHOMOYEHHBIN OpraH JJIsl yTBEPKACHUS.

I'maBa 9. Ilopsaaok pacuera HeHbI NPaiCc-JINCTA M HAIICHKH €INHOTO
aucTpuObITOPa HA ToBaphl B pamkax 'OBMII u OCMC

71. PacyeT ieHbl mpaiic-mucTa eAMHOrO JUCTPUOBIOTOPA OCYLIECTBISAETCS:

1) myTem npubaBieHUs] HALIEHKU €IUHOTO JTUCTPUOBIOTOpPA K (PUKCUPOBAHHOM
uene JIC, nocrasnennoro Ha ycnosusix DDP MHKOTEPMC 2010;

2) myteM npuOaBICHUS HALIEHKH €JUHOTO JUCTPUOBIOTOPA U TOTIOTHUTEIbHON
HaIICHKH, B pa3Mepe YCTAaHOBJIEHHOW MYHKTOM 74 HacTtosiuux [IpaBui, k
¢ukcupoBannoii nene JIC, MOCTaBIEHHOTO HA YCIOBUAX OTJIMYHBIX OT ycaoBuit DDP
NMHKOTEPMC 2010;

3) myTem npubaBieHUs HALIGHKH €IMHOTO JUCTPUObIOTOpA K (GUKCUPOBAHHON
LIEHE B CIIy4asXx BO3MEUIEHUS TOCTABIIMKOM PaCcX0JI0B €MHOTO TUCTPUOBIOTOPA,
CBSI3aHHBIX C YIUIATON TAMOXXEHHBIX MOILIMH U COOPOB, M UHBIX PACXOJIOB, CBA3AHHBIX C
MIOCTABKOM TOBApOB €UHOMY JUCTPUOBIOTOPY;

4) myteMm npubaBICHUS HALICHKU €IMHOTO TUCTPUOBIOTOPA K CyMME 3aTpar 3a
eAVHUITY TOBapa Ha yIjIaTy TaMOKCHHBIX TIONLINH ¥ COOPOB, MIPHU TIOCTABKE TOBAPOB
eAMHOMY AUCTPUOBIOTOPY IO HYJIEBOM IieHe (OecIIaTHO);

5) B cilydasix MOCTaBKU TOBapa MO HYJIEBOM IIEHE €JUHOMY JIUCTPUOBIOTOPY Ha
ycnosusix DDP MHKOTEPMC 2010 nnu Bo3MemeHus MOCTaBIIMKOM PacXo10B
€MHOTO IUCTPUOBIOTOPA, CBA3AHHBIX C YIJIATOW TaAMOKEHHBIX MOLUIMH U COOPOB, U
MHBIX PacX0J0B CBA3aHHBIX C IOCTABKOW TOBAPOB 10 HYJIEBOM LIEHE EANHOMY
JUCTPUOBIOTOPY, LIEHA MTPAIC-JINCTA 32 €AUHUILY TOBAPA YCTAHABIMBAETCS B pa3Mepe
0,01 Tenre.
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72. Llensl npaiic-nucra equHoro AucTpuoproropa Ha JIC He mpeBbIaoT
npeAenbHbIX LIeH Ha ToproBoe HaumeHoBanue JIC B pamkax 'OBMII u B cucreme
OCMC u npenienbHBIX LEH M0 MEKTyHApOJHOMY HEMAaTEeHTOBAHHOMY HaUMEHOBAHUIO
JIC B pamkax ['OBMII u B cucreme OCMC.

73. Hauenka k nenam Ha JIC yctanaBnuBaetrcsi B AU PpepeHInpOBaHHbBIX
IPOLEHTAX MO PerpeccUuBHOM 1Kaie. [Ipu 3ToM HalleHKa eIMHOr0 AUCTPUOBIOTOPA OT
(UKCHPOBAaHHOM 1IEHbl YCTAaHABIMBAETCSA B pa3Mepe:

1) 7 % nnsg ToBapos, croumoctbio 70 100 000,00 TeHre 3a enMHULYY U3MEPEHUS;

2) 6 % s ToBapoB, CTOUMOCTB KOTOPBIX Bapbupyetcst oT 100 000,01 u no 139
999, 99 TeHre 3a eNUHUIY U3MEPEHUS;

3) 5 % nns ToBapoB, croumMocThio 0T 140 000,00 TeHre 3a eqUHUIY U3MEPEHUS.
74. Ilpu 3akyne JIC cnoco6oM u3 0JTHOTO UCTOYHHUKA:

1) yepe3 MexIyHAapOJHbIE OPraHU3ALMH, YUPEKICHHbIE [ eHepanbHON
accambuieeit Opranuzanuu O0beAMHeHHBIX Haruil, He UMEIoIINX 3aperucTPUPOBAHHBIX
B PecniyOiinke Ka3zaxcran aHajgoroB o MeXIyHapOAHOMY HEMATEHTOBAHHOMY
HAaUMEHOBAHUIO (COCTaBY) U (WJIH) XapaKTEPUCTUKE, K (PUKCUPOBAHHOM IIEHE KPOME
HAlEHKH €IMHOTO AUCTPUOBIOTOpA NpUOABIAETCS JOMOIHUTENbHAS HAlICHKA B pa3Mepe
7 (cemu) MPOIEHTOB.

2) uepe3 UHOCTPAHHOTO pou3BoauTENS (3aBoaa-u3rorosutens) JIC He
UMEIOIIMX 3aperucTpupoBaHHbix B Pecrybnuke Kazaxcran aHanoros mno
MEXIYHapOIHOMY HEMATEHTOBAHHOMY HAaMMEHOBAHUIO (COCTaBY) U (WIIH)
XapaKTepUCTHUKE, K PUKCUPOBAHHOM LIEHE KPOME HAIICHKU €IMHOTO IUCTPUOBIOTOpA
npuOaBiseTCs NOMOTHUTEIbLHAS HAllEeHKa B pa3Mepe 3 (Tpex) MpOIeHTOB.

75. B cnyyae 3akio4eHus 1oroBopa nocraBku JIC, He UMEIOIIMX aHATIOTOB C
MHOCTPAHHBIM IIPOU3BOJIUTEIEM (3aBOJOM-U3TOTOBUTENEM) B HHOCTPAHHOW BAJIOTE,
[IEHa IOr0OBOpa MOCTaBKHU (PUKCUPYETCs B JaHHOW BaJIIOTE HA MJIAHUPYEMbIN
(MHAHCOBBIN roj 1Mo Kypcy, ycranopiieHHoMYy HanronansHbiM bankoM PecryOnnku
KazaxcraH Ha 1aTy noanucaHus OKOHYATEIBHOIO IPOTOKOJIA IIEPErOBOPOB.

76. llena npaiic-1ucTa 0cTaeTcsi HEM3MEHHOW BHE 3aBUCUMOCTH OT BaJIIOTHOTO
Kypca U CKUJKH, IPE0CTaBIsIEMON HHOCTPAHHBIM MPOU3BOIUTENIEM (3aBOJIOM-
HU3TOTOBUTEIIEM).
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77. PacdeT BBIJICJICHHOW CYMMBI JIJIsl 3aKyTa €IUHBIN TUCTPUOBIOTOP MPOU3BOIUT
B COOTBETCTBUU C IMMYHKTOM 73 Hactosux [IpaBuin, B ciexyromem nopsiake: [lena
3akyna = [IpenenbHas nieHa MUHYC HalleHKa. [Ipy 3TOM OT npeesibHON HEHBI TAKKE
OTHHMMAETCs IOMOJIHUTENbHAs HalleHKa npu 3akymne JIC cmocoboM u3 o HOro
VMCTOYHHKA Yepe3 MEKIYHAPOIHbIC OPraHU3alllM, YUPEKICHHbIE [ eHepanbHO
accambueeii Opranuzanuu O0benHeHHBIX Haruii, a Takke y ”HOCTPAaHHOTO
npousBouTeNs (3aBoaa-u3roroputens) JIC, He UMEIONTUX 3apEruCTPUPOBAHHBIX B
PecnyOnuke KazaxcTan aHamoroB no MexJ1yHapOJHOMY HETATEHTOBAHHOMY
HAaUMEHOBAHUIO (COCTaBy) U (WIK) XapakTepucTuke, npu noctaske JIC Ha ycrioBusx
ommuHbIX 0T ycinosuid DDP MHKOTEPMC 2010.

78. Llena 3aKkymna onpenessieTcsi B TEHIe ¢ y4eToM TUBIHOB. [Ipu pacuere neHsl
3aKyrna OKpYIJIEHHE TUBIH JI€JAETCsl B MEHBIIYIO CTOPOHY JI0 COTBIX.

79. Hanenka equHOTO AUCTPUOBIOTOPA OCYIIECTBIISIETCS B COOTBETCTBUU C
noanyHkTroMm 20) nmynkta 1 crareu 7 Konekca Pecniybnuku Kazaxcran ot 18 ceHTs0ps
2009 roga «O 310pOBBE HAPO/A U CUCTEME 3IPABOOXPAHEHUSD.
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[Ipunoxenue 1
K [IpaBunam perynupoBaHus LicH
HAa JICKaPCTBEHHBIEC CPEICTBA

dopma

IIpenenbHbIE IEeHbI HA TOPTOBOE HAMMEHOBAHHE JIEKAPCTBEHHOI'0 CPeACTBA ISl
ONTOBOI U PO3HUYHOM peau3auum

No Toprosoe MesxnyHapogHOe Hema- Jlexap- IIpo- Perucrpanmon- [IpenenbHas nena [IpenenpHas nena
- HauMEeHO- TEHTOBaHHOE HAUMEHOBA- | CTBEH- U3BO- HOE yJIOCTOBE- JUISL OTITOBOM peaiu- | Juist pO3HUYHOH pea-
n BaHHE HUI* Has Gop- | au- peHue 3alUN JIU3aLUI
Ma Telb
[Ipumeuanue:

*CornacHo pekoMeHaauu BeceMupHoil opranu3anuy 31paBoOXpaHEHUs
MEXTyHApOIHOE HETTaTEHTOBAHHOE HAMMEHOBAHUE HE IPUMEHSIETCA B Cilydyae HaJau4uus
B COCTaBE JIEKapCTBEHHOT'O CPEACTBA HECKOIBKUX BEILIECTB
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[Ipunoxenue 2
K [IpaBunam perynupoBaHus LieH
HAa JICKaPCTBEHHBIEC CPEICTBA

dopma

IIpenesbHbIE IEHBI HA TOPrOBOEe HAUMEHOBAHNE JIEKAPCTBEHHOI'0 CPE/ICTBA B
pamkax 'OBMII u cucreme OCMC

Ne Topro- MesxknynaponaHoe Hernia- | JlekapcTBenHas hopma, 103u- ATX Perucrpanu- Enu- IIpenenbHas nena B
n BO€ Ha- TEHTOBaHHOE HAUMEHO- POBKa, KOHIIEHTpauus, 00b- KOJ OHHOE Y0~ HHUIIA pamkax OBMII u
/m UMEHOBa- | BaHHe™ eM, (acoBka CTOBEpEHHE u3Me- cucreme OCMC
HUE peHus
[Ipumeuanue:

*CornacHo pekoMeHaauu BeceMupHoil opranu3anuy 31paBoOXpaHEHUs
MEXTyHApOIHOE HETTaTEHTOBAHHOE HAMMEHOBAHUE HE IPUMEHSIETCA B Cilydyae HaJau4uus
B COCTaBE JIEKapCTBEHHOT'O CPEACTBA HECKOIBKUX BEILIECTB
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23.06.2020
17.06.2020
23.06.2020

[Ipunoxenue 3

K [IpaBuiiam perynnpoBaHus EH
Ha JIEKAPCTBEHHBIE CPEICTBA

dopma

(HaMMeHOBaHMe rOCYyAAPCTBEHHOM IKCIIEPTHON OPraHu3aluu)

3asiBJIeHHE

0 perucTpanuy HeHbl UM NepeperucTpanu 3apericTPUPOBAHHOIN LEeHbI

AJIA ONITOBOM M pOSHH‘IHOﬁ peajn3anuu

[IpenocrasnseM nHGOPMALUIO I PETUCTPALIMY LIEHBI WM MTepEeperucTpariuu
3apEruCTPUPOBAHHOM LIEHBI Ul ONTOBOM U PO3HUYHOM peanu3aniu JIEKapCTBEHHOIO

CpencTBa

1. 3agBurenb

1.1. Ilpon3BoauTENDL TEKAPCTBEHHOTO CPEICTBA

HaumeHoBanne

Crpana

IOpunuaeckuii anpec

daxTHUecKuit agpec

Tenedon
dakc
e-mail
KoHTakTHOE THII0 damuns, UM, 0TYECTBO (TIPH €T0 HAJIMYIHIN)
JIOIKHOCTD
Tenedon
dakc
e-mail

1.2. Brazmenern perucTpaiioHHOTO yA0CTOBEPECHUS

HaszBanue

Crpana

IOpunuyeckuii anpec

dakTHueckuil agpec

Tenedon

daxc

e-mail
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CDaMI/IJ'[I/IH, HUMs1, OTYCCTBO (l'[pH €ro HaJ'II/lLII/II/I) PYKOBOAUTEIIA

KonrakTHOE JIMIO (DaMI/IJ'IHﬂ, HUMsI, OTYCCTBO (HpI/I €ro HaJ'II/I‘IHI/I)

JlomKHOCTh

Tenedon

daxc

e-mail

1.3. JloBepeHHOE JIMII0/KOMITAHHMS, TIPEICTABUTEIBLCTBO OT 3asIBUTEIIS,

YIIOJIHOMOYCHHOC IIPOBOAUTDH HeﬁCTBHH BO BpEM:A IIpoucaypbl pCruCTpalivi CHLI B

Pecnybnuke Kazaxcran

Haspanue (vm dammnust, uMsi, OTYECTBO (TIPU €ro HaJIUYUH)

Crpana

IOpunuueckuii anpec

®daxTudecKuil agpec

Tenedon

dakc

e-mail

q)aMI/IJ'II/I}I, UM, OTYCCTBO (HpI/I €ro HaIII/I‘{I/II/I) PYKOBOAUTEIIA

,HaHHLIe O JOBEPCHHOCTU

Ne JAOBEPEHHOCTH

JlaTa BeImaun

Cpok neiicTBust

2. Uudopmarnius o JieKapCTBEHHOM CPECTBE

1. Toprosoe Ha3zBaHUE

2. Howmep u faTa perucTpaunoHHOr0 yI0CTOBEPEHHS B
Pecrry6inke Kazaxcran

3. JlexapcTBeHHOE CpEeNCTBO ABISIETCS: (HY)KHOE OTMe-
THTB)

OpurrHaIBHBIN JIEKapCTBEHHBIH Npenapart (Mo JeHCTBUEM aTeHTHOH 3a-
IIUTHI)

Cpok zeiicTBUS aTeHTa J10:

(yxa3aTh AaTy HCTCUCHHUS IIaTEHTA)

OpurnHaIbHBIN JIEKapCTBEHHBIH Mpemnapar, yTPaTUBIINN TaTEHTHYIO 3aIUTy

OpurruHa bHbINA OHOIOTHYECKHI JIEKAPCTBEHHBIH TpenapaT (Mo AeHCTBHEM
MATEHTHOW 3aIlUThI)

Cpok zeiicTBUs aTeHTa J10:

(yKaSaTL JaTy ucTeucHus HaTeHTa)

OpuruHanbHbIN 6MOTOrMYeCKHi JIEKapCTBEHHBIH Ipenapar, yTpaTUBLINiL na-
TEHTHYIO 3aLIUTY
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Opdannsrii

4. MektyHapoIHOE HEMaTeHTOBAHHOE HANMCHOBAHUE
(TIpu HaNTIUK)

5. CocraB

6. JlekapcTBenHas Gpopma

7. JlozupoBka

8. Konnenrparus

9. O6BeM

10. | KommuectBo Bo BTOpH4HOM (IIOTPEOUTEIBCKOI) yTia-

KOBKE

11. | Kox cormacHo AHaTOMO-TepaneBTUIECKO-XUMHIUE-
ckoii knaccupukanuu (ATX kox)

12. | Cnoco0Gsbl BBeAEHUS

13. CaenieHyst 0 paHee 3aperuCTPUPOBAHHON LieHe IS
ONTOBOW U PO3HUYHON peanu3alnuu
Jlata peructpanuu 3aperucTpupoOBaHHON LIEHBI JUIs
ONTOBOW U PO3HUYHOU peanu3anuu

14. | Llena oTeyecTBEHHOTO IIPOU3BOAMUTEIS JUIsi ONTOBOM
U PO3HUYHO peanu3aiyi (3a HOTpeOUTENbCKYIO yIa-

KOBKY)

15. | Llena mpou3BoaMTeNIs JUIs ONTOBOM U PO3HUYHOI pea- | LleHa 3a moTpeOUTENbCKYIO Bamora Ilena 3a moTpeburens-
n3aruu 101t BBO3UMBIX JIC (32 MOTpeOUTENbCKY IO YIaKOBKY CKYIO YIIaKOBKY B TEH-
YIIaKOBKY) re

JlaHHbBIE TOKYMEHTOB, IOATBEPKIAIOIIUX Lena B BanroTe pakTHUECKOTO Bamora Iena ¢paxTrveckoro
ueny JIC (3a moTpeOUTENBCKYIO YITAKOBKY) KOHTpPAKTa Ha MOCTaBKY /WA KOHTpPAaKTa Ha ITOCTaB-
WHBOICa 32 TOTPEOUTEIBCKYIO Ky W/WIN HHBOiCA 3a
YIAKOBKY MOTPEOUTENBCKYIO
YIAKOBKY B TEHTE
JlaHHBIE TOKYMEHTOB, MIOATBEPKIAIOIINX Lena B BanroTe GpakTHUECKOTO Bamora Iena paxtuveckoro
ueny JIC (3a moTpeOUTENbCKYIO YITAKOBKY) KOHTPAKTa Ha MOCTaBKY W/MIN KOHTpPAaKTa Ha MOCTaB-
WHBOMCA 32 TOTPEOUTENBCKYIO Ky W/WIIK MHBOMcCa 32
YIIaKOBKY TTOTPEOHUTEIBCKYIO
YIaKOBKY B TEHTE
JlaHHBIE TOKYMEHTOB, IIOJTBEP)KAAIOIINX Llena B BaioTe (hakTHIECKOTO Bamtora Lena daxTuueckoro

ueny JIC (3a moTpeOUTENBCKYIO YITAKOBKY)

KOHTpPaKTa Ha MOCTaBKY H/HJIN
HMHBO¥CA 32 TOTPEOUTENBCKYIO
YIAKOBKY

KOHTpaKTa Ha [OCTaB-
Ky W/WIIK UHBO¥Ca 32
HOTPEOUTENBCKYIO
YIIaKOBKY B TEHI'®

CpeAcCTBa UJIN CTPAHC-IIPOU3BOAUTEIISA (3a HOTpe6I/ITeHBCKyIO yHaKOBKy)

CBCI[GHI/IH O IICHC (DpaHKO-?)aBOI[ B pe(i)epeHTHLIX CTpaHax, rae UMECTCs rocyJapCTBEHHAsl perucTpanus JICKapCTBEHHOI'O

Crpa- | Top- Konuuectso B Iena ®pan-

Ha TO- OTpeOUTEND- KO0-3aBoJ 3a

Llena ®panko-3aBoj, B mepe-
cgere Ha konmaecTBo JIC B mo-

Llena
Opan-

IIpuunna otcyTCTBUS
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CKOH yIlakoBKe B norpeou- TpeOUTENBCKOH yIIaKkoBKe, 3a- Ba-
pedepeHTHOIT TEILCKYIO peructpuposanHoit B PK JTH0-
CTpaHe YIaKOBKY Ta

Ko-3a-
BOJ B
TEHre

Asep-
Oaii-
JOKaH

bena-
pych

bon-
rapus

Ben-
rpust

I'pe-
st

Jlar-
BUA

JIut-
Ba

Poc-
cus

TTonb-
ma

Py-
MBI-
HUs

Cro-
BaKus

Cio-
BEHHS

Typ-
M

Xop-
BaTHS

XU

Ocro-
HUS

Crpa-
Ha-
mpo-
H3BO-
Te-
s

JlaHHbIe 0 pacxojax (3a NOTPeOUTENbCKYIO YIIAKOBKY)

HaumenoBanue

Tenre, 3a HOTPEOUTENBCKYIO YIIAKOBKY

TpancnopTHbIE pacxobl

TamoxxeHHBIE pacxoabl
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Pacxo/ipl Ha OIIEHKY 6€30ITaCHOCTH M Ka4ecTBa

Pacxozapl Ha MapKeTUHT

17. | 3apeructpupoBaHHas LeHa I ONITOBOM M PO3HUY-

HOM peanu3zanuu

["apanTupyro: JOCTOBEPHOCTh MPEIOCTABICHHOW HH(POPMAIIUH O IIeHaX Ha
JIEKapCTBEHHBIE CPEJICTBA.

O06s3y10Ch cO00MAaTh 000 BCEX M3MEHEHHUAX B I[EHAX HA JIEKAPCTBEHHbIE
CpE/ICTBA, a TAKXKE MPEACTABIIATh 3asBICHUC M MaTEPHAJIbI, HCOOXOAMMBIE JIJIst
pOBeCHMS pe()ePEHTHOTO IICHOOOPa30BaHUS M PETUCTPAIIMH IIEHBI WITH
HIePEePETrUCTPALINN 3aPETUCTPUPOBAHHOMN IICHBI JJIsI ONITOBOM M POSHUYHOM peain3aiiu
Ha JICKQpCTBEHHBIE CPEIICTBA.

Jlata 0)5(0)

*B Clly4ae OTCYTCTBHS TOCYIapPCTBEHHOM pEerHCTpalfy JCKaPCTBEHHOTO CPEICTBA
B peepeHTHIX CTpaHax
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[Ipunoxenue 4

K [IpaBuiiam perynnpoBaHus EH

Ha JICKAapCTBCHHBIC CPCACTBA

HaumenoBanue JAOBEPEHHOT'O J'II/IHH_/KOMHB.HI/II/I, IIpEeACTaBUTCIBbCTBA OT 3asIBUTCIISL, YIIOJJTHOMOYCHHOI'O ITPOBOAUTH

JeHCTBHS BO BpeMsl IPOLIEAypHI peructpanuu 1ensl B Pecybnke Kazaxcran
Hcex Ne oT

TABJIMIA HEH ®PAHKO-3ABO/ I1JIs1 PETUCTPALIMU IEHBI NJIN
NEPEPETMCTPAIIMU 3APETUCTPUPOBAHHOM IIEHBI 1J151 ONTOBOM
U POSHUYHOM PEAJIU3AIIUA

OT 3asBHUTCIIA, YIIOJTHOMOYCHHOI'O ITPOBOJUTD lIGﬁCTBHH BO BpEMs MMPOUCAYPhI

peructpaiuu 1eHsl B PecnnyOnuke KazaxcTan B LeNsX PEruCTpaliiu EHbI WIH

dopma

HaCTOSIHII/IM HAaMMCHOBAHUC JOBCPCHHOI'O JII/ILIa/ KOMITaHHUH, ITPCACTABUTCIbCTBA

NepeperucTpalvy 3apeTuCTPUPOBAHHON IEHBI (HY>KHOE TOTYEPKHYTh) JIJIsl ONITOBOM U

pO3HH‘IHOI>i peaiu3aliii Ha OCHOBAHWHW HAMMCHOBAHNUEC JOKYMCHTA, ITIOATBCPIKAAIOIICTO

IIpaBoO 3a4BUTCIIA OCYIICCTBILATh PCTUCTPALNIO HCHBI UJIH IICPEPETUCTPALTUTO

SaPGFPICTpI/IpOBaHHOﬁ IOCHBI OJIA ONTOBOM U pOSHH‘IHOﬁ peamm3alnunu, BKIO49asa IIpaBo

IpenoCTaBIsATh HHGOpMaIio o0 neHax Opanko-3aBoj] B peepeHTHBIX CTpaHaX, HOMEP

" JaTa IIpeaoCTaBJIACT OCHBI CDpaHKO-gaBOI[ B pe(bepeHTLIx CTpaHaX Ha JICKAPCTBCHHOC

CpeaAcCTBO TOProBOC HAMMCHOBAHUEC, TO3UPOBKA, KOHIOCHTpALIUAI, 06’beM, JICKApCTBCHHAA

¢dbopmMa, KOTMIECTBO B MOTPEOUTETHCKON yITAaKOBKE, MPOU3BOAUTEND, HOMED PY B

cleayrnuX peepeHTHBIX CTpaHaXx:

Crpa-
Ha

Top-
roBoe
Ha-
nume-
HOBa-
HHUE

Konuuectso B mo-
TpeOuTeNbCKOM yra-
KOBKE B pedepeHT-
HOM cTpaHe

Iena ®panko-3a-
BOJI Ha IOTpeOu-
TEIBCKYIO YIIAKOB-
Ky (BasoTa)

Iena dpanko-3a-
BOJI, pacCUMTaHHas
Ha MHHHMAJIBHYIO
e IMHHLLY

Ilena ®panko-3aBo, B IepecyeTe Ha KOIude-

ctBo JIC B moTpebUTENnBhCKOH yrakoBKe, 3ape-

ructpupoBanHoii B PK (pu HeoOxomumMocTn)

Asep-
Oaii-
IDKaH

Bena-
pych

Boara-
pust

Ben-
rpust




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
e aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi
* F&eyy| DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

17.06.2020
23.06.2020
17.06.2020
23.06.2020

I'pe-
us

Jlat-
BUS

JlutBa

Poccus

Tlons-
1a

PympI-
HUA

CioBa-
KHsI

CrnoBe-
HUs

Typ-
s

Xopsa-
TS

Yexust

Dcro-
HUS

(Ctpa-
Ha-
pOou3-
BOZU-
Ters)*

["apanTHpy0 1OCTOBEPHOCTD MPEAOCTaBIEHHON nHPOopMannK o 1ieHax DpaHko-

3aBoj B pe)epeHTHBIX CTPaHAX.

JlaTa

JIOJDKHOCTB MOJIITUCH ®.1.0.
Mecro nieqaty (TIpy HAJIMYHH)
* B ciydae OTCYTCTBUSI PErMCTpaluy B pe()epeHTHBIX CTpaHax
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[Ipunoxenue 5
k [IpaBunam peryinpoBaHus 1EeH
Ha JIEKAPCTBEHHBIE CPEJCTBA

dopma

HanmeHoBaHHE TOBEPEHHOTO JIMLA/KOMITAaHUH, IIPEICTABUTEIbCTBA OT 3asIBUTEIIS], YIIOJIHOMOUYCHHOTO TIPOBOIUTH
JeHCTBHS BO BpeMsl IPOLIEAypHI peructpanuu 1ensl B Pecybnke Kazaxcran

MOTHUBUPOBAHHBIA OTKA3 B PETUCTPALIMU LIEHBI WJIU
NEPEPETUCTPAIIMU 3APETUCTPUPOBAHHOM IIEHBI 1151 ONTOBOM
1 POSHUYHOM PEAJIN3AIIUUA

Hacrosmum PecriyOnrkanckoe rocygapcTBEHHOE MPEANPUSTHAE HA MPaBe
X034MCTBEHHOT0 BeAeHUs1 «HallMOHABbHBINA LIEHTP SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEICTB U MEMUMHCKUX n3aenuit» Komurera KOHTpoIIs KayecTBa U 0€30MacHOCTH
TOBapoOB M yCIIyT MUHHUCTEpCTBa 3ApaBooxpanenus Pecyonuku Kazaxcran (nanee —
DKcnepTHasi OpraHu3aius) cooOIaeT ciaeayrolee.

IIpu paccMOTpeHUN 3asiBICHUN O PETMCTPALIMU LEHBI WM NEPEPETUCTPALUN
3apETUCTPUPOBAHHON LIEHBI JUISl ONTOBOM Y POZHUYHOW pean3aliy Ha JEKAPCTBEHHOE
CPEICTBO, @ UMEHHO:

Ne /i YHHKAaJIBHBIN KO Ha MOPTaJie IEHOOOpa30BaHUs ToproBoe HarMEeHOBaHUE JIEKAPCTBEHHOI'O CPEACTBA
1
2

COTpYAHHKAaMU DKCIEPTHON OpraHU3alMK ObUIO BBISIBJIEHO CIEAYIOIIEE:

(OTMETHUTH HY>KHOE)

[IpenocraBneHne TOKyMEHTOB B HEIIOJIHOM 00beMe U (MIJIH) HEMOJIHOTA COJCPIKAIIUXCS B HUX CBEJCHHUH B COOTBETCTBUH C TpeOOBaHUSI-
MU HacTosmux [IpaBui nociae BTOporo yBeqoMJIeHHs 00 yCTpaHEHUH 3aMe4aHuit

Cpoxk mpenocTaBiaeHUs] HHPOPMAIIKH, 3aIpPaIIHBAEMOI TOCYaPCTBEHHON 3KCIIEPTHOM OpPraHu3aliy MpeBbIimaet 7 pabounx JHel

IIpenocraBnenne HeTOCTOBEPHBIX CBEICHUN

Ilena npon3BoauTeNs A ONTOBON M PO3HUYHOM peanu3anuy BBo3uMbIX JIC i Pecny6nuku Kazaxcras npeBbIaeT cpeanee 3HaUCHUE
uen @paHko-3aBo/1 U3 YKCIIA TOJJAaHHBIX B 3asIBIICHUU peepPEHTHBIX CTPaH

Iena mpou3BouTENs IS ONTOBOM M po3HUYHOU peanm3annu BBo3uMbIX JIC s PecnyOnuku Ka3axcran npeBbliiaeT 3Ha4CHUE LIEHBI
®paHko-3aBoj1 B CTpaHEe-IPOU3BOJUTEIIS

(B cityuae orcyrcrBust rocyaperseHHoi peructparuu JIC B pe)epeHTHBIX cTpaHax)

L[eHa TNIPOU3BOAUTEIISA I OITOBOM M pOSHH‘{HOﬁ peajinzallii BBO3UMBIX JIC JJIA Pecny6nm<n Kazaxcran TIIPEBLINIACT MAKCUMaAJIbHOE
3HA4YCHUC LICH, YKa3aHHBIX B IMIPEAOCTABJICHHBIX JOKYMEHTAX, [TIOATBECPKAAOIMUX ECHY JICKapCTBEHHOI'O CPEACTBA, 3a BBIYETOM CKHUJKU

MapKCTI/IHFOBLIC pacxoabl IIPEBLIIAOT 30% ot LCHBI IPOU3BOAUTEIIS NI OIITOBOW U pO3HI/I‘IHOﬁ peajin3anii BBO3UMbIX JIC JJIA Pecny6-

nuku Kazaxcran
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Hacrosmum, B cooTBeTCTBHM € IyHKTOM 19, myHkTOM 21, a Takke ImyHKTOM 26
«IIpaBun peryaupoBaHus LIEH Ha JICKAPCTBEHHBIE CPEICTBA»:

«19. TTocne mpenocTaBiIeHUs JOTMOTHUTEIHOW HH(POPMAITUN B COOTBETCTBUH C
nyHKTOM 18 Hacrogmmx [IpaBuii, rocygapcTBEeHHAs SKCHEPTHAS OPraHU3aIMs
ITOBTOPHO PACCMATPUBAET MPEAOCTABICHHBIE JOKYMEHTBI B COOTBETCTBUU C
Hacrosiuumu [IpaBunamu B Teuenue 10 pabounx aHEN.

B cnydae npeBbllieHns cpoKa MpeIoCcTaBIeHuUs 3anpanmBaeMoi nHGopMaIuu
100 MPEeIOCTABICHUS JOKYMEHTOB U (MJIM) HEMOJHOTHI COJICPKAIUXCS B HUX
CBEJICHUH B COOTBETCTBUU C TpeOOBaHUSIMU HacTosuX [IpaBui, rocyiapcTBeHHas
AKCIEPTHAsl OpraHu3allusl MOCie BTOPOTO yBEIOMJIEHUS 00 YCTPAaHEHUH 3aMeHYaHU
HaIIPABJISET 3aABUTEIIF0 MOTUBUPOBAHHBIN OTKA3 B PETUCTPALUH LIEHBI WU
NEPEPETUCTPALIMH 3aPETUCTPUPOBAHHOM LEHBI AJIsI ONITOBOW PO3HUYHOW peaInu3auil mo
dbopme, cornacHo MPUIOKEHHIO 5 K HacToAmuM [IpaBunam.»

«21. o pe3ynbTaTamM pedepeHTHOrO IIEHOOOpa30BaHUsI Ha TOPTOBOE
HaumenoBanue JIC, rocynapcTBeHHas SKCIEpTHAS OpPraHu3aIlis peTUCTPUPYET IHEHY
WM TIEPEPETUCTPUPYET 3aPETUCTPUPOBAHHYIO TIEHY JIJISl ONITOBOM Y PO3ZHUYHOMN
peanu3auy Ipu COOTBETCTBUHU CIEAYIOIIUM KPUTEPHUSIM:

1) mpenocraBineHHas ieHa TPOU3BOAMUTENS Ul ONITOBOM M PO3HUYHOM
peanu3zanuu Ha BBo3uMbie JIC st PecniyOnuku Kazaxcran He npeBbIIIaeT cpeaHero
3HaueHud 1ieH PpaHKo-3aBoJl B pePEPEHTHBIX CTPAaHaX WM HE MPEBBIIIAECT 3HAUCHHUS
neHbsl @paHko-3aBOJI B CTPaHE-MPOU3BOIUTEINS IPU OTCYTCTBUH FOCYJaPCTBEHHOM
peructpauuu JIC B pedhepeHTHBIX CTpaHaX;

2) npenocTaBlieHHAs IieHa MPOU3BOIUTEIIS JIJIsi ONTOBON U POSHUYHOM
peanuzaiuu Ha BBo3uMble JIC He BbIllle MAaKCUMaIbHOTO 3HAUEHUS 1IEH, YKa3aHHbBIX B
MPEAOCTAaBICHHBIX IOKYMEHTaX, MoaTBepkaaromux 1neny JIC (komus nHBoMca
(HaKJIaHOM) WA CYET-(PaKTypbl) 32 BBIYETOM CKHJIKH;

3) MapKeTHHIOBBIE PACXO/Ibl, YKa3aHHbIE B 3asBJICHUH, HE npeBbimatoT 30 % oT
3HAYEHHUS LIEHBI IPOU3BOINUTENS A1 ONTOBOW U PO3HUYHON peasln3aluu s
Pecny6nnku Ka3zaxcras.

B cityyae HECOOTBETCTBUS 3apETUCTPUPOBAHHON LIEHBI KPUTEPUSIM, YKA3aHHBIM B
HACTOSIIEM ITYHKTE, TOCYAapPCTBEHHAsI SKCIIEPTHAsI OpraHu3alus HallpaBIIsieT
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MOTHBUPOBAHHBIN OTKAa3 B PETUCTPALUN LIEHBI UJIN MIEPEPETUCTPALAN
3aperucCTPUPOBAHHOMN IIEHBI JUIsl ONITOBOM M PO3HUYHOM peann3anuu 1no ¢popme,
COIJIACHO MPUJIOKEHUIO 5 K HacTtosmum [IpaBuiam.».

«26. 3asBUTENH 00ECTIEUNBAET JOCTOBEPHOCTb, MOJHOTY U COJIEPKAHKE
IPEIOCTABIEHHBIX JOKYMEHTOB B COOTBETCTBUH C AEHCTBYIOIIUM 3aKOHOAATEIbCTBOM
PecniyOnmku Kazaxcran u Hactosmmumu [IpaBunamu. [Ipenocrasienue 3asBurenem
HEJOCTOBEPHBIX JAHHBIX SIBJSETCS OCHOBAHUEM JIJIsl OTKA3a B PErUCTPALUU LIEHBI UIIN
NEPEPErUCTPALIMH 3aPETUCTPUPOBAHHOM LIEHBI. B cilydae BBISBICHHs HEIOCTOBEPHBIX
JAHHBIX HA YTBEPKICHHBIE MPEENIbHbIE IEHbI Ha TOProBoe HauMeHoBaHue JIC
rocy/apCTBeHHasl KCIepTHasi OpraHu3anus HHGOPMHUPYET YIIOJTHOMOUYEHHBIA OpraH»

OKCIICPTHAA OpraHu3alusa HaIlpaBJIsACT MOTHBHpOBaHHBIﬁ OTKa3 B PCrucCTpanmuun
ICHBI WJIX ICPCPCTrUCTPpaALlnA SapeFI/ICTpPIPOBaHHOfI OCHBI AJIsA OITOBOHU U pOSHI/I‘IHOﬁ
pcanmn3annn Ha NICPCHNUCICHHBIC BBIIIC JICKAPCTBCHHBIC CPCACTBA.

JIOJKHOCTh MOJIHUCH Damunust, Mms, (pyu ero HaJIMIUN)
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[Ipunoxenue 6

K [IpaBuiiam perynnpoBaHus EH
Ha JIEKAPCTBEHHBIE CPENICTBA

dopma

(HaMMeHOBaHMe IOCYyAAPCTBEHHOM IKCIIEPTHON OPraHu3aluu)

3asiBjieHHMe 0 PerucTPaIluU HeHbI UJIH NepeperucTpanum 3aperucTpupoBaHHOM
nenbl B pamkax 'OBMII u B cucteme OCMC

[IpenocraBnsem nHGOpMAIUIO ISl PETUCTPAIIMH 1IEHBI WIH MTEPEPETUCTPAIIUU
3apeructpupoBaHHol 1eHsl B pamkax ['OBMII u B cucteme OCMC nekapCTBEHHOTO

CpencTBa

1. 3agBurenb

1.1. Ilpon3BoauTENDL TEKAPCTBEHHOTO CPEICTBA

HaumeHoBanne

Crpana

IOpunuaeckuii anpec

daxTHUecKuit agpec

Tenedon
dakc
e-mail
KoHTakTHOE THII0 damuns, UM, 0TYECTBO (TIPH €T0 HAJIMYIHIN)
JIOIKHOCTD
Tenedon
dakc
e-mail

1.2. Brazmenern perucTpaiioHHOTO yA0CTOBEPECHUS

HaszBanue

Crpana

IOpunuyeckuii anpec

dakTHueckuil agpec

Tenedon

daxc

e-mail
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CDaMI/IJ'[I/IH, HUMs1, OTYCCTBO (l'[pH €ro HaJ'II/lLII/II/I) PYKOBOAUTEIIA

KonrakTHOE JIMIO (DaMI/IJ'IHﬂ, HUMsI, OTYCCTBO (HpI/I €ro HaJ'II/I‘IHI/I)

JlomKHOCTh

Tenedon

daxc

e-mail

1.3. JloBepeHHOE JIMII0/KOMITAHHMS, TIPEICTABUTEIBLCTBO OT 3asIBUTEIIS,
YIOJHOMOYCHHOE TIPOBOAUTH JICHCTBHUSA BO BPEMSI IPOIEAYPhI PETUCTPAIIUU IICHBI B
Pecnybnuke Kazaxcran

Haspanue (vm dammnust, uMsi, OTYECTBO (TIPU €ro HaJIUYUH)

Crpana

IOpunuueckuii anpec

®daxTudecKuil agpec

Tenedon

dakc

e-mail

q)aMI/IJ'II/I}I, UM, OTYCCTBO (HpI/I €ro HaIII/I‘{I/II/I) PYKOBOAUTEIIA

,HaHHLIe O JOBEPCHHOCTU Ne JAOBEPEHHOCTH

JlaTa BeImaun

Cpok neiicTBust

2. Uudopmarnius o JieKapCTBEHHOM CPECTBE

1. Toprosoe Ha3BaHue

2. Howmep u narta peructpalilnoOHHOro yoctoBepeHus B Pec-
my6smke Kazaxcran

3. JlexapcTBeHHOE CPECTBO SBISETCS: (HY)KHOE OTMETHTH ) | |

OpHruHaJIbHBIH JIEKapCTBEHHBIN Npernapar (Mo 1eHCTBUEM NaTeHTHOH
3aIUTHI)

Cpok zeiicTBUS TAaTEHTA J10:

(Yxa3aTp AaTy NCTCUCHHUS MTATCHTA)

OpurnHaIbHBIN JIEKapCTBEHHBIH Mpernapar, yTpaTUBIINN MaTeHTHYIO 3a-
LIUTY

OpuruHasabHbIA OMOIOTHYECKHUI JIEKApCTBEHHBIH NpenapaT (oj AeH-
CTBHEM MMATEHTHOM 3aIUThI)

Cpok zeiicTBUS ITaTeHTa J10:

(yKa3aTL JAaTy UCTCUCHUSA HaTeHTa)

OpHryuHaabHbIH OMONIOrHYecKUil JeKapCTBEHHBIH NpenapaT, yTpaTHBLIUA

TIATEHTHYIO 3aIlUTY
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AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
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Op¢annsrit

4. Mex1yHapoJHOE HEaTeHTOBAaHHOE HAMMEHOBAaHHE
(TIpu HaNTIUK)

5. CocraB

6. JlekapcTBenHas Gpopma

7. JlozupoBka

8. Konnenrparus

9. O6BeM

10. | KommuecTtBo Bo BTOpHYHOI (IIOTPEOUTEIBCKOI) yIIaKOB-

Ke

11. | Kog cormacHo AHaTOMO-TepaneBTUYECKO-XUMUIECKON
knaccudukaiyn (ATX kox)

12. | Cnoco0Gsbl BBeAEHUS

13. | Caenenust o paHee 3aperuCTpPUPOBAHHOM LIeHE B paMKax
I'OBMII u B cucreme OCMC
Jlata perucrpanuy 3aperucTpupoBaHHOM LIEHBI B paM-
kax 'OBMII u B cucteme OCMC

14. | Ilena oreuecTBEHHOrO IPOU3BOAUTEINS B pamkax ['O-

BMII n B cucreme OCMC (3a exuHHILY H3MEPEHUS)

15. | Llena npousBoaurens B pamkax 'OBMII u B cucreme Ilena 3a enquHUIy H3Mepe- Bamrora lena 3a equnniy nsme-
OCMC miist BBo3uMbIX JIC (3a eAMHUIYY U3MEPEHUS) HUS peHUs B TEHTe
JlarHBIC TOKyMEHTOB, HoATBepxAaromux nery JIC (3a Ilena B BanroTe akruue- Baimrora Lena ¢axrudeckoro
€/IMHUILY U3MEPEHHUST) CKOT0 KOHTPAKTa Ha I10- KOHTpAaKTa Ha MOCTaB-

CTaBKy W/WIIY MHBO¥CA 32 Ky W/WJIM UHBO¥Ca 32
€IMHULLy U3MEPEHUS €MHHILy U3MEPEHUS B
TEHre
JlarHBIC TOKyMEHTOB, noATBepxkHaronux neny JIC (3a Lena B BamoTe pakTHye- Baiora Llena ¢axruueckoro
€/IMHUILY U3MEPEHUSI) CKOTO KOHTPAKTa Ha I10- KOHTpaKTa Ha MOCTaB-
CTaBKy W/WITM WHBO¥CA 32 Ky /WM MHBO¥CA 32
SIMHUILLYy U3MEPEHUs €/IMHUILY U3MEPEHUS B
TEHre
JlaHHbIE TOKYMEHTOB, noaTBepxAatonux neny JIC (3a Lena B BamoTe pakTuye- Bamora Llena ¢paxruueckoro

€IVHUILY N3MEPECHN)

CKOT0 KOHTPAKTa Ha I10-
CTaBKy M/HJIM MHBOICa 3a
SIIMHHUITY H3MEPEHUS

KOHTpAKTa Ha IOCTaB-
Ky /WM UHBOIICca 3a
€/IMHUIly U3MEPEHUsS B
TEHre

Ceezenust o 1iene @paHko-3aBo B pe)epeHTHBIX CTpaHax,
WM CTpaHe-NPOU3BOIUTENS (32 EANHHILY HU3MEPEHUSI)

T/ie UIMeeTCs TOCYapCTBEHHAs PErHCTpalts JIEKapCTBEHHOTO CPeICTBA

Crpa- | Top- KonmnuecTBo B no- Lena ®pan-
Ha ro- TpeOuTeNIbCKON K0-3aBoJ 3a
BOC ymakoBke B pede-

Ha- PEHTHOI1 cTpaHe

Ilena dpanko-3aBon, pac-

CUYUTaHHas Ha CAUHHUIY W3-

MeEpEeHUs

Ba- | llena
mo- | ®pan-
Ta

[Mpnunna orcyTcTBUS
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nMe-
HOBa-
HHE

HOTPEeOUTEb-
CKYIO yIIaKOB-
Ky

K0-3a-
BOJ B
TeHre

Azep-
Gaii-
JKaH

bena-
pychb

bon-
rapust

Ben-
rpust

I'pe-
oy

Jlar-
BHUA

Jlut-
Ba

Poc-
cust

Tlomnb-

Py-
MBI-
HUS

Cino-
BaKHs

Cio-
BCHUSA

Typ-
s

Xop-
BaTUs

Ye-
XM

Ocro-
HUS

Crpa-
Ha-
po-
H3BO-
uTe-
st

16.

JlanHble 0 pacxozax (3a eAMHUILY U3MEPCHUSI)

HaumeHnoBanue

Tenre, 3a eAMHUIYY U3MEPEHUS

TpancnopTHBIE pacXxobl

TamoxeHHbIe PacXobl

Pacxo/ipl Ha OIIEHKY 6€30ITaCHOCTH M Ka4ecTBa

17.
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3apeructpupoBanHas 1ieHa B pamkax 'OBMII u B cucre-
me OCMC

["apanTHpyO: JOCTOBEPHOCTH MPEAOCTABICHHON NH(OPMAIINH O IIeHaX Ha
JIeKapCTBEHHBIE CPEJICTBA.

O06s3y10Ch cO00IATh 000 BCEX M3MEHEHHUAX B IIEHAX Ha JIEKAPCTBEHHbIE
CpEICTBa, a TAKXKE MPEACTABIATh 3asBICHUE U MaTEPHUaJIbl, HEOOXOAUMBIE /IS
IpoBeJeHMs pe(epEeHTHOTO LIEHOOOpa30BaHUs U PETUCTPALIMU LIEHBI WU
NEPEPETUCTPALIMH 3aperucTpupoBanHoy 1eHbl B pamMkax ['OBMII u B cucteme OCMC
Ha JICKapCTBEHHBIE CPE/ICTBA.

Jlata OdUO

*B cIydae OTCYTCTBHUS TOCYJJAPCTBEHHOM pErucTpanuu B peepeHThIX CTpaHax



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 17.06.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 23.06.2020

* ey [ DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 17.06.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 23.06.2020

[Ipunoxenue 7
k [IpaBunam peryinpoBaHus 1EeH
Ha JIEKAPCTBEHHBIE CPEJCTBA

dopma

HanmeHoBaHHE TOBEPEHHOTO JIMLA/KOMITAaHUH, IIPEICTABUTEIbCTBA OT 3asIBUTEIIS], YIIOJIHOMOUYCHHOTO TIPOBOIUTH
JeHCTBHS BO BpeMsl IPOLIEAypHI peructpanuu 1ensl B Pecybnke Kazaxcran
Hcex Ne oT

TABJIMIA HEH ®PAHKO-3ABO/ I1JIs1 PETUCTPALIMU IEHBI NJIN
NEPEPETUCTPAILIMU 3APETUCTPUPOBAHHOM IIEHBI B PAMKAX
I'OBMII 1 B CUCTEME OCMC

HacTosmum HauMeHOBaHUE TOBEPEHHOTO JINLA/KOMITAHUH, IPEICTaBUTEILCTBA
OT 3asABUTENS, YIOJHOMOYEHHOTO MPOBOAUTH AEHCTBHS BO BPEMS NMPOLIETYPbI
peructpauuu ueHsl B Pecnyonuke Kazaxcran B 1iesisIX peructpauuu UEHbI WU
NepeperucTpalvy 3apeTUCTPUPOBAHHON TIEHBI (HY>)KHOE TTOYEPKHYTh) B paMKax
I'OBMII u B cucreme OCMC Ha OCHOBaHMM HaMMEHOBAaHUE TOKYMEHTA,
IOATBEPKAAIOLIErO MPABO 3aBUTENS OCYILECTBIITh PETUCTPALIMIO LIEHBI WU
MEPEPETUCTPALUIO 3aperucTpupoBaHHOM 11eHbl B pamkax ['OBMII u B cucteme OCMC,
BKJIIOUAs MPaBO MPEJOCTaBIATh HHPOpMaIHio o IieHax Ppanko-3aBoj B peepeHTHBIX
CTpaHax, HOMep U JaTa MpeocTaBisieT neHbl Opanko-3aBoj B pepepeHThIX cTpaHax Ha
JIEKapCTBEHHOE CPEJICTBO TOPrOBOE HAMMEHOBAHUE, JO3UPOBKA, KOHIIEHTPALIUs, 00bEM,
JeKapcTBeHHas (popMa, KOJIMYECTBO B MOTPEOUTEIHCKON yIaKOBKE, IPOU3BOAUTEID,
Homep PY B cnegyrommx peepeHTHbIX CTpaHax:

Crpana Toprosoe KonnuecTBo B HOTpeOUTENBECKON Ilena ®panko-3aBoJ Ha MOTpe- Iena dpanko-3aBoj, paccuu-
HaNMEHOBa- | YIIaKOBKE B pe)epeHTHOH CTpaHe OWUTENBCKYIO YIIAKOBKY (BaIfOTa) | TaHHAS HA €IMHUILY U3MEPCHHUS
HUE

Aszep0aii-
JDKaH

Benapycn

Bonrapus

Benrpus

I'perus

JlatBus

JlutBa

Poccus

TTonbira

Pymbraus
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AKTLIepAiH STATOHIbI OaKblIay OaHKI

e; o a iy DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

17.06.2020
23.06.2020
17.06.2020
23.06.2020

CioBakust

CrnoBeHus

Typuust

Xopsarus

Yexus

DCTOHUS

(Crpana-
MPOU3BO/U-
Ters)*

["apanTHpy0 1OCTOBEPHOCTD MPEAOCTaBIEHHON nHGOopManuu o 1ieHax OpaHko-

3aBoj B pe)epeHTHBIX CTpaHAX.

Jlata

JIOJHKHOCTh MOJITNCH d.1.0.
Mecro neyatu (Ipu HaIUUUN)
* B cirygae OTCYTCTBUS PETUCTPAIMH B Pe(pePEHTHBIX CTpaHaX
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e . aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi Cakray KyHi 23.06.2020
o ik G N [ DTaNOHHBIA KOHTPOJIBHBINA GAHK HOPMATUBHBIX [IPABOBbIX AKTOB Jlata pexaKuun 17.06.2020
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IIpunoxenue 8
K HpaBHHaM PETYIINPOBAHUA ICH
Ha JICKAapCTBCHHBIC CPCACTBA
dopma

HaumeHnoBaHune JA0OBEPECHHOI'0 JII/IIIa/KOMl'laHI/II/I, NpeaACTAaBUTEC/IAbLCTBA OT 3aAABUTCIA,

YIIOJIHOMOY€HHOT0 IPOBOUTH /IeliCTBUSI BO BpeMs NPOLeIyPbl perucTpanuy HeHbl

B PecnyOiinke Kazaxcran

MOTHUBUPOBAHHBIN OTKA3 B PETUCTPAIIVMH IIEHBI UJIA
MNEPEPETUCTPAIIMU 3APETUCTPUPOBAHHON IIEHBI B PAMKAX
I'OBMII U B CUCTEME OCMC

Hacrosmum PecriyOnrkanckoe rocyapcTBEHHOE TIPEANPUSATHE HA MPaBe
X03MCTBEHHOTO BefieHUs1 « HallMOHaNbHBIN LIEHTP SKCIEPTU3HI JTEKAPCTBEHHBIX
CPEACTB U MEIUIIMHCKUX M3aelni» KoMuTeTa KOHTpoIIsS KadyecTBa M 6€3011aCHOCTH
TOBapOB U ycIyr MuHHCTEPCTBA 3/ipaBooxpanHeHus Pecnybnuku Kazaxcran coobmaer
cnenytomiee. [Ipu paccMoTpeHnn 3asiBJICHUN O pETUCTPALIMY [IEHBI I
NepePEruCTPaIMU 3apETUCTPUPOBAHHOMN IIEHBI Ha JICKapCTBEHHOE CPEJICTBO B paMKax
I'OBMII u B cucteme OCMC, a UMEHHO:

Ner/m | VYHukanbHBIHA KOJ Ha IOpTaje EHOOOpa30BaHU Toprosoe HaIMEHOBaHUE JIEKAPCTBEHHOT'O CPEACTBA

1

2

COTPYIHUKAMU DKCIEPTHON OpraHU3aIMK ObLIO BBISBICHO CIEAYIOIIEE:

(OTMETHUTH HYKHOE )

[IpenocraBnenye 1OKyMEHTOB B HEIIOJHOM 00beMe U (MJIM) HEMOJIHOTA COAEPIKAIIMXCS B HUX CBEJCHUN B COOTBETCTBUH C TPEOOBaHUSI-
MU Hactosuux [TpaBuit mocie BTOporo yBeAoMIIeHUs 00 YCTpaHEHUH 3aMEYaHHi

Cpok npenocTaBiIeHUs HHPOPMAIINH, 3alpalliiBaeMOi rOCYAapCTBEHHOW 3KCIIEPTHOW OpraHn3aliy MpeBbimaeTt 7 pabo4ynx JHeH

[IpenocraBiieHre HETOCTOBEPHBIX CBEICHUI

ena npoussoaurens B pamkax 'OBMIT u B cucteme OCMC BBo3uMBIX JIC st PecniyOnuku KazaxcraH mpeBbiiaeT MaKCUMallbHOE 3Ha-
YeHHE TPEeX MUHUMAJIBHBIX LIeH PpaHko-3aB0oJ| U3 YHCIIA TTOJJAaHHBIX B 3asBJICHUU peepEeHTHBIX CTpaH

Liena npoussoaurens B pamkax 'OBMII u B cucreme OCMC BBo3umbix JIC s Pecry6Giuku Kazaxcran npeBbliaeT MaKCHMalbHOE 3Ha-
yeHune neH OpaHko-3aBo]] U3 YUCIA MOJAHHBIX B 3asBICHUU pedepeHTHBIX cTpaH (B ciyuae ecnu konmuecTBO peepeHTHBIX CTPaH Me-

Hee Tpex)
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. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 23.06.2020

o ik G N [ 1Z))Talnogx—n,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 17.06.2020
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Lena npoussoaureins B pamkax 'OBMII u B cucteme OCMC BBo3uMBIx JIC muist Pecny6iuku KasaxcraH mpeBbiiiaeT 3HauCHHUE LIEHBI
®panko-3aBoJ It CTPAHBI-TIPON3BOIUTEIIS.

B ciyuae otcyTcTBHs rocyaapctBenHoil peructpanuu JIC B pedepeHTHBIX cTpaHax)

Liena npoussoaurens B pamkax 'OBMII u B cucreme OCMC BBo3umbix JIC s Pecry6Onuku Kazaxcran npeBblaeT MaKCHMaIbHOE 3Ha-
YeHHe TPeX MHHIMAIBHBIX LICH 3a €ANHHUIY U3MEPEHHUS, YKa3aHHbIX B IPEIOCTAaBICHHBIX JOKYMEHTaX, IIOATBEPKIAIOMUX LeHY JIeKap-
CTBEHHOT'O CPEJICTBA 3 BHIYETOM CKUIKU

TpaHcropTHBIE pacXxo/bl OT MPOU3BOAMTENS 10 TpaHuibl PecrryOnuku Kazaxcran npeBbimator 15% oT 3Ha4Y€HUS LEHBI TPOU3BOIAUTENS B
pamkax 'OBMII u B cucteme OCMC mist Pecniy6nuku Kazaxcran

Hacrosmum, B COOTBETCTBHH € IIYHKTOM 53, IIyHKTOM 55, a Takke ImyHKTOM 60
«IIpaBun peryaupoBaHus LIEH Ha JICKAPCTBEHHBIE CPEICTBA»:

«53. Tlocne nmpenocTaBiIeHUs OTIOTHUTEIHOW HH(POPMAITUN B COOTBETCTBUH C
MyHKTOM 52 Hactoamux [IpaBuii, rocygapcTBeHHAs SKCHEPTHAS OPraHU3aIus
ITOBTOPHO PACCMATPUBAET MPEAOCTABICHHBIE JOKYMEHTBI B COOTBETCTBHUU C
Hacrosiumumu [IpaBunamu B Teuenue 10 pabouunx aHEN.

B cnydae npeBbllieHns cpoka mpeaocTaBiIeHus 3anpanmBaeMoi nHhopMaIum, a
TaK>Xe MPeI0CTaBICHUS JOKYMEHTOB B HEMOJIHOM 00beMe U (MJI1) HEMOJIHOTHI
COJIep KaIlUXCsl B HUX CBEJCHUIN B COOTBETCTBHH C TpeOOBaHUSAMU HacTosmux [IpaBun
1ocJie BTOPOro YBEJOMIICHHS 00 YCTpaHEHUU 3aMEUaHui TOCYAapCTBEHHAS SKCIIEPTHAS
OpraHu3alys HAIpPaBISET 3asIBUTEII0 MOTUBUPOBAHHBINA OTKA3 B PETUCTPAIMU LIEHbI
WJIW TIEPEePETUCTPALlU 3apErucTpupoBaHHou 11eHbI B paMkax ['OBMII u B cucteme
OCMC no dopme, coritacHo NMpUIOKEHUIO 8 K HacTosuM [IpaBuiamy.

«55. Tlo pe3ynbraraM MOHUTOPHUHIA U aHAJIM3a PePEPEHTHOrO EHOOOPa30BaHUS
Ha ToproBoe HauMeHoBaHue JIC rocygapcTBeHHas S3KCIEPTHASL OPraHU3aLUs
PETUCTPUPYET LIEHY WU MIEPEPETUCTPUPYET 3aPETUCTPUPOBAHHYIO LIEHY B paMKax
I'OBMII u B cucteme OCMC 1nipu COOTBETCTBHUH CIEAYIOIMINM KPUTEPHUSIM:

1) npenocraBnenHas 1ieHa npousBoautens B pamkax ['OBMII u B cucreme
OCMC nns Bo3umbIx JIC mis PecyOuku Kazaxcran He peBbIIIaeT MaKCUMaIbHOTO
3HAYEHUSI TPEX MUHUMAJIbHBIX 1IeH PpaHKo-3aBO/] U3 UKciia MOJaHHBIX B 3asBICHUU
pedepeHTHBIX CTPaH, B CIydae e€CIM KOJIMYECTBO pepepeHTHBIX CTpaH MEHee Tpex,
ueHna npousBoauTens B pamkax 'OBMII u B cucreme OCMC He npeBbIaeT
MaKCUMaJIbHOT'O 3HaueHus 1ieH @paHko-3aBoj NPeICTaBICHHOTO KOJINYECTBA
pedepenTHbIX cTpad. [Ipu oTcyTcTBUU rocyaapcTBeHHon peructpaiuu JIC B
pedepeHTHBIX cTpaHax, 1ieHa mpousBoautens B pamkax ['OBMII u B cucteme OCMC
HE MPEBBIIAET 3HAUYCHUS LIeHbl PpaHKo-3aBOJ B CTpaHE-IIPOU3BOIUTENS;
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2) npenocrapiieHHas 1ieHa npousBoautens B pamkax ['OBMIT u B cucteme
OCMC nns BBo3uMbIx JIC He BbIIllIe MAKCUMAJIBHOTO 3HAUYCHUS TPEX MUHUMATbHBIX
LIEH 3a INHUILY U3MEPEHUS, YKAa3aHHBIX B MPEJI0CTABICHHBIX JOKYMEHTAX,
noareepxkaatonux 1neny JIC (konust mHBOMCA (HAKIaHON) WIIU CYET-(PaKTyphl,
TaMOXXEHHOM JIEKJIapalliK) 3a BIYETOM CKUJIKU;

3) TpaHCHOPTHBIE PACXO/Ibl OT IPOU3BOAUTENS A0 I'paHULbl PecryOnuku
Kazaxcran, yka3zaHHbIE B 3asBJICHUH, HE PEBBILAOT 15% OT 3HAUYEHHUS LIEHBI
npouszBoautens B pamkax ['OBMII u B cucreme OCMC.

B cityyae HECOOTBETCTBUS 3aperucTpUpOBaHHOM LIeHbI B paMkax ' OBMII u B
cucteme OCMC kputepusiM, yKa3aHHBIM B HACTOSILEM ITyHKTE, TOCYAAPCTBEHHAS
JKCIEPTHAsA OpraHU3alysl HAIIPABJIAET MOTUBUPOBAHHBIN OTKAa3 B PETUCTPALIMU LICHBI
WJIY TIEPEPETUCTPALIMN 3apErucTpupoBaHHoOu 11eHbI B paMkax ['OBMII u B cucteme
OCMC (o dopme, cormacHo mpuiiokeHUIo 8§ K HacTosimuM [IpaBunam).»

«60. 3agBuTeNb 00€CTIEYUBAECT JOCTOBEPHOCTH, TOJTHOTY M COACPKaHUE
IIPEAOCTABIEHHBIX JOKYMEHTOB B COOTBETCTBHHM C JIEVCTBYIOIIUM 3aKOHOATEIbCTBOM
PecnyOnnku Ka3zaxcran u Hactosiiuumu [IpaBunamu. [IpenocraBinenue 3asBuTenem
HEJOCTOBEPHBIX JAHHBIX SBJISETCS OCHOBAHUEM IS OTKA3a B PETMCTPALlX LIEHBI WIN
NEPEPETUCTPALMH 3aperucTpupoBaHHoy 1eHbl B pamkax ['OBMII u B cucteme OCMC
1o opme, corinacHo npuioxeHuto 8 k HactosmuM [IpaBunam. B ciydae BoisiBIeHUs
HEJIOCTOBEPHBIX JAHHBIX YTBEPKICHHBIE NPEIEIbHBIE IEHBI HA TOPrOBOE
HaunmeHoBaHue JIC B pamkax [OBMII u B cucreme OCMC rocynapctBeHHas
SKCIIEPTHAs OpraHu3anus HHPOPMUPYET YIOJTHOMOYEHHBIN OpPraH.».

JKCIEPTHAs OpraHu3allys HAIPaBIsieT MOTUBUPOBAHHBIN OTKa3 B PETUCTPALIUU
LIEHBI WM NEPEPETUCTPALINN 3aPETUCTPUPOBAHHOM 1IeHBI B pamkax ' OBMII u B
cucreme OCMC Ha nepeynciaeHHbIE BhIIIE JIEKapCTBEHHBIE CPEJICTBA.

JIOJDKHOCTb  IIOAIHUCH ®dammmus, Umst, OtaecTBo (IpH €ro HAIUINH)



