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1. O6mme nooxenus {
I. Tenaep nposoantes B coorsercreuu ¢ Iocranosnenuem [Npasurenscrsa Pecny6nnku Kasaxcran ot 04 wiors
2021 rona Ne 375 «OO yreepaennn IlpaBui opraHM3allid M MPOBEJCHMS 3aKyNa NEKAPCTBEHHBIX CPELCTB,
MC/IMLIMHCKHX M3/C/IMI W CIICLHATH3HPOBAHHbLIX JieueOHbIX TPOAYKTOB B PaMKaX rapaHTHPOBAHHOro obbema
OecnnaTHoi MeAMLMHCKOH MOMOLIUH, JIOTIONHHTEILHOrO 06beMa MeIMLIMHCKOMN OMOLUM 11 JTHLL, COTePIKAILHXCS B
CIICACTBEHHLIX H30JIATOPAX WM YUYPOKACHHAX YrOJOBHO-HCIIOJHHTEbHONW (MEHHTEHIIMAPHOH) CHCTEMBI, 3a CYET
OloKeTHBIX  cpeacTs W (MaM) B cHCTeMe 00A3aTeNbHOr0 COLHMATBHOIO  MEMIMHCKOTO —CTPAaXOBAHHA,
hapmauesThueckux yenyr (nanee — [pasuna Ne375) ¢ uesibio BbIGOpa NOCTABIMKOB 1O CJIeAYIOMHM JIOTAM:

[Tosneli nepeyerb 3aKynaeMbIX TOBAPOB, HX KOJIMYECTBO YCJIOBHS MOCTABKHM H MOAPO6Has cnetnpuKarms ykasaHsl
8 [punoxennn | n Texunueckoit cnenndukammm k TengepHoit nokymenTauuu (aanee - T]T).

2. K noTeHuManbHeIM N0CTaBUIMKAM TOBAPOB MPEAbSBIIAIOTCS CEAYIOLIHE KBATH(PHKALMOHHbIE TPeOOBaHM:
1) npagocnocoGHOCTL (1A KOPUAMYECKHX JIML[), TpakJIaHcKas JieecrocoGHOCTh (s buzndecKHx Jmu,
OCYUIECTR/ISIIOLLHX MPEATNPUHHMATENLCKYIO JIEATEIbHOCTD);

2) npaBocnocobHOCTL HA“OCYLIECTBIICHHE COOTBETCTBYIOLIEH (hapMalleBTHUECKOH eI TeNbHOCTH; ‘

3) He apuUAMPOBaH ¢ WIEHAMH M CEKPETapeM KOMHCCHH (KOMHCCHH), a TaKiKe NPeJCTABHTEAMHI 3aKa34MKA,
OpraHn3aToOpa 3aKyna Wi ¢AHHOTrO JWCTPUOBIOTOPA, KOTOPbIe MMEIOT MPABO MPAMO M (MJIH) KOCBEHHO MpHHUMATh
petueHns u (1K) OKasbIBaTh BIMAHHE HA IPHHAMAEMbIE PelIeHHs KOMHCCHEH (KOMHCCHH); :

4) OTCYTCTBHME 3a/I0/GKEHHOCTH B GHOIKeT, B TOM 4ucie N0 o6A3aTeNbHBIM NEHCHOHHBIM B3HOCAM,
o0s3aTenbHbIM NPO(ECCHOHANBHBIM [IEHCHOHHBIM B3HOCAM, COLMANBHBIM OTYHCICHHAM M OTUHCIEHHAM M (nm)
B3HOCAM Ha 003aTeNbHOE EOHMAIBHOE MEAHLIMHCKOE CTPAXOBAHHE;

5) He nouIekuT npouenype 6aHKpOTCTBa MO0 JIMKBUIALIMY;
6) He ABJAETCH YUACTHUKOM TEHJIEPa 110 O[HOMY JIOTY CO CBOMM a()()HIMPOBAHHBIM JIHLIOM.

TpeboBanna  HACTOALLErO TYHKTA HE NPHMEHSIOTCS TMPH  OCYLIECTBACHHH 3aKyna Yy HHOCTPAHHBIX
TOBAPOMPOW3BOIMTENICH H Yepe3 MEKIYHApOJHbIe OpraHW3alMH, yupexaeHHsle OpraHusaumeii Oﬁ’bﬂﬂHHeHHle
Haimi. p
[Torenumnanuhplii NoCTaBLIMK HE YUacTBYET B 3aKyMe, eCiH;

I) Gnuskne poacTBeHHUKH, cynpyr (cynpyra), Gnu3kHe pOACTBEHHMKHM cympyra (Cympyru) NEPBbIX
PYKOBOAMTENEH NOTEHUHANBLHOIO MOCTABLUIMKA M (WIH) YIIOJIHOMOYEHHOTO MpPEACTABUTENS IMOTEHLMAIBLHOFO
nocTaguipka 00/1a1aloT MpaBoM NPHHUMATE PelleHHe O BbIGOpe MOCTaBIIMKA THGO SBIAIOTCS MpeACTABUTENIEM
3aKa3uuka, OpraHu3aToOpa 3aKyra Wik eJAMHOrO AMCTPUOLIOTOPA B MPOBOJHMOM 3aKyTIe;

2) pHHAHCOBO-XO3ATCTBEHHAS ACATENBHOCTh NOTEHMATBHOTO MOCTABIIMKA WM MOCTABLIMKA [PHOCTAHOBICHA
B COOTBETCTBMM ¢ 3akoHoxatenbetBoM  PecnyGmuku  Kasaxcran smGo  3aKoHOZATeNBCTBOM  roOCyaapcTEa
NOTEHLHAIEHOTO NOCTABIMKa-HepesuaeHTa Pecrybnnkn Kasaxcran.

3. K sakynaeMbiM W OTHYCKaeMbIM, B TOM HYHCJI€ MPH 3aKyne (GapMaleBTHUECKHX YCIYT, JIEKAPCTBEHHBIM
CPC/ICTBAM M MCJIMIIMHCKUM H3CTIHAM NPEbABIAIOTCA CeAyIouHe TpeGoBaHMs: '

e



I) Hanuume rocymapcTeHHOMH perucrtpauun B PecnyOnmke Kasaxcram B cooTBeTcTBHMH ¢ MOJIOKEHHUSIMH
Kozaekca u nopsizkom, onpenenennim YHOJHOMOYCHHBIM OPraHoM B 00J1aCTH 31paBOOXPAaHEHHS, 32 HCKITIOUEHHEM
JICKAPCTECHHBIX NPENapaToB, W3rOTOBICHHBIX B anTekax, Op(aHHBIX NpenaparoB, BKIIOYEHHLIX B IEPEYEHB
OpDaHHBIX  MPenapaTos,  yTBepkKAeHHbIN YNOJHOMOYCHHBIM ~ OpraHoM B 00JacTH  31paBOOXpaHeHwMd,
HE3APErHCTPHPOBAHHEIX  JIEKAPCTBEHHBIX  CPE/ICTB, MEMLIHHCKHX M3/IeJIHH, BBE3EHHBIX Ha TEPPHTOPHIO
Pecnybnamku  Kasaxcran wa  ocHoBanum 3aK/II0YeHHUs  (paspelIuTenbHOro JIOKYMEHTA),  BBIIAHHOIO
YIOJTHOMOUCHHBIM  OpraHoM B 00JacTH 34paBOOXpaHeHHs, KOMTIEKTYIOUIHX, BXOIALUMX B COCTAB M3ZENHA
MEAMLMHCKOTO HAa3HAYEHHs W HE HCIIOJIb3YEMbIX B KAYECTBE CAMOCTOSTEILHOMO H31e/THs WIH YCTPOHCTRA; B cilyuae
3aKyna  MEIMUMHCKOW TeXHHKH B  CHElMAalbHOM TPAaHCIIOPTHOM ~ CPEICTBE — HAIMYME TIOCYHApPCTBEHHOM
perucrpaunu B Pecrrybanke Kasaxcran B kauectse euHOro NEPEIBHIKHOIO MEIMLMHCKOrO KOMILIEKCa.

Orcyrerere HEOGXOAMMOCTH perncTpaimu KOMIIEKTYIOIIErO MEIHLHHCKOH TEXHHKH (KOMILUIeKTa MOCTABKH)
HOATBEPIKNACTCS MMCLMOM IKCTIEPTHOH OPraHM3aLMHK WIIH YIOTHOMOYEHHOTO oprasa B 0611aCTH 3paBoOXpaHeHHs;

2) COOTBETCTBHE XaPAKTEPHCTHKH MM TeXHHYECKOI CMEUH(DHKALNN YCAOBHAM OOBIBICHHS HIH MpHIIALICHHS
Ha 3aKyrl.
[pu oTom nonyckaercs npesbilenue npeanaraeMbiX (yHKUHOHANBHBIX, TEXHHYECKHX, KAYECTBEHHBIX M
IKCITYATALMOHHBIX XAPAKTEPUCTHK MEAMLIHHCKON TEXHUKH TPeGOBAHMAM TeXHHUYECKOI crneHduKanmu; ’

3) HENpeBbILIEHHE YTBEPIKACHHBIX YIOTHOMOYCHHEIM OpraHoM B 00/IaCTH 31paBOOXPAaHEHHs NPEesbHBIX LeH
M0 MEZKIAYHAPOJIHOMY HENAaTEeHTOBAHHOMY HAa3BaHHIO M TOPrOBOMY HaWMEHOBaHHIO (MPH HATHYMM) C yYeToM
HALCHKH €¢AMHOrO  IMCTPpHOBIOTOPA (B cilyuae 3aKkyma euHbiM JAHCTPUOBIOTOPOM), LEHBI B OGBABJCHHH HIH
NPHITIALICHHH HA 3aKyM, 3a WCKJIIOYEHHEM HE3aperHCTPHPOBAHHbIX JICKADCTBEHHBIX CPEJICTB H MEIHLMHCKHX
W3/IC/INH, BBE3CHHBIX Ha TeppuTopuio PecnyGnuku Kasaxcrad ma OCHOBaHHH 3aKJIIOUEHUSA (pa3peLHTeNbHOrO
AIOKYMEHTA), BLIIAHHOTO YTIOJHOMOUYEHHBIM OPraHoM B 061acTH 3paBOOXPaHEHHS; ’

4) XpaueHMe M TPAHCIOPTHPOBKA B YC/IOBHAX, 00eCcreuMBalOMX COXpaHeHHe HX GezomacHocTy,
IPPERTHBHOCTH M KAYECTBA, B COOTBETCTBHHU C [TpaBunamu xpanenus u TPAHCTIOPTHPOBKH JICKAPCTBEHHBIX CPE/ICTB
W MCIMUMHCKUX U3/IC/IUEH, YTBEPHKI@HHBIMH YITOIHOMOYEHHBIM OpraHom B 00JIaCTH 3/1paBOOXpaHEHHS; i

5) COOTBETCTBHE MApPKMPOBKH, NOTPeOHTENBCKON YAKOBKH M MHCTPYKLIHM 10 MPHMEHEHHIO JIEKAPCTBEHHbIX
CPEACTB W MCAHUMHCKHMX M3Je/MH  TpeGOBAaHHAM 3aKOHONATENLCTRA PecnyGnukn Kasaxcran w TIOPSJIKY,
YCTAHOBJCHHOMY YIOJIHOMOYEHHBIM OPraHoM B 061acTH 3ApaBOOXpAHEHHH, 33 HCK/IIOYEHHEM CJy4aeB BBO3a B
PecnyGanky Kasaxceran nesaperncrpuposanisix JICKAPCTBCHHBIX CPE/ICTB W (MITH) MEAMLIMHCKUX H3/Ie/Hil;

6) CpOK TrOIHOCTH NeKAPCTBEHHBIX CPENICTB M MeJIMUMHCKHX M3Neluii Ha JaTy MOCTABKH TMOCTaBLIUKOM
3aKa3UMKY COCTAB/SET:

HE MCHEE NATHACCHTH MPOLEHTOB OT YKA3aHHOIO CPOKA TOJHOCTH Ha YNAKOBKe (TIPH CPOKE IOJHOCTH MeHee
JIBYX J1eT); f

HE MCHEE IBCHAILIATH MECALIEB OT YKa3aHHOTO CPOKA FOAHOCTH Ha YNakoBke (MpH Cpoke rOAHOCTH JBa roja u
Gonee);
7) CPOK TOAHOCTH JeKapCTBEHHBIX CPEACTB W MEAHWUMHCKMX HW3[e/IHH, 3aKyNaeMmblX Ha JaTy TOCTABKH
NOCTABIIMKOM CAHHOMY NHCTPHOBLIOTOPY, COCTABISET: :

HE MEHEC LIECTH/CCHTH NPOLCHTOB OT YKA3aHHOIO CPOKA FOAHOCTH Ha YNaKoOBKe (NP CPOKe roHOCTH MeHee
JIBYX JIET) TIPH 110CTABKE JIEKAPCTBEHHBIX CPEACTB M MEIMLHMHCKHX W3/ennit B niepuon HosiGpb, mekaGps roxa,
NPELIECTBYIOUIErO TOMY, UIS KOTOPOro HPOMSBOIMTCA 3aKyIl, AHBAPh HACTYNMBLIErO (PMHAHCOBOrO roja M He
MEHCC MATHACCATH NPOLICHTOB NMPH TOC/EAYIOUINX [TOCTABKAX B TeYEHHE ¢unarcosoro roza;

HE MEHEC HCTIPHA/ILATH MECALIEB OT YKa3aHHOTO CPOKA FOHOCTH Ha YNaKoBKe (MpH CpoKe roAHOCTH Ba roja
W 0osiee) MpH NOCTaBKe NeKapCTBEHHBIX CPCACTB M MEJIMUMHCKHX M3JeNui B mepHoa HoaGps, nexabpe ropa,
MPCAMIECTBYIOLIETO oY, WIS KOTOPOro MpGH3BOAMTCS 3aKyn, sHBapb HACTYMMBLUErO (MHAHCOBOTO rofa U Fe
MCHCC JIBCHAZILATH MECALICB 1P NOCNEAYIOLMX MOCTABKAX B TEUeHHe ¢uHancosoro ropa; ;

8) CPOK TOJHOCTH “teKapcTBEHHDIX CPCACTE WM MENMUMHCKMX H3JeNMH HA JIaTy NOCTABKH eXMHBIM
ILHC'J'])HGMU'I OpoM ’EHKRS‘H’IK)’ cocraslisier;

HE MCHCC TPHALATH NPOLICHTOB OT CPOKA FOHOCTH, YKA3aHHOIO Ha YNaKoBKe (NpH CPoKe FOAHOCTH MEHee ABYX

JeT); '

HE MCHCC BOCBMH MeCsLEB OT yKa3aHHOrO CPOKa TOAHOCTH Ha YNakoBke (NP Cpoke roAHOCTH /Ba roja M

Boee); :
9) CPOK rO/IHOCTH BAKLMH HA ATy NMOCTABKH €/IMHBIM IMCTPHOBIOTOPOM 3aKa3UMKy COCTABNIAET:

HE MCHEC COPOKA NPOLEHTOB OT YKA3aHHOTO CPOKA FOAHOCTH Ha YnakoBke (M CpoKe rogHOCTH MeHee ABYX
Jer).

HE MEHCC JIECATH MECALCB OT YKa3aHHOTO CPOKAa FOAHOCTH Ha ynaxkoske (Npu Cpoke roAHOCTH ABa roja M
bonee); :

[0) menee cpokos rommoct, YKa3aHHBIX B noanyHkrax 8) m 9) Hacrosuiero MyHKTa, I8 Nepexomsiknx
OCTATKOB JICKAPCTBEHHBIX CPEACTB M MEJHLUMHCKHX M3JeNHH eIHHOro AUCTPUOBIOTOPA, KOTOPBIC MOCTABISIOTCS
3aKasUUKY 15 HCTIOJIB30BAHHS 110 HA3HAYEHHIO /10 HCTEYEeHUS CPOKa HX FOIHOCTH;

I'l) HoBH3HA MeanuMHCKO#M TCXHHKH, €€ HCHCMO/b30BAHHOCTL H IPOU3BOJICTBO B NEepHO ABAJLATH YETBIPEX
MECHLCB. NPE/ULECCTBYIOIMX MOMEHTY NOCTABKH;



12) BHECEHME MEIMUMHCKOH TEXHHKH, OTHOCSILEHCS K CPEeJCTBAM H3MEpeHHs, B peecTp rocyaapcTBeHHOH
CHCTEMBI €/IHHCTBA M3MepeHnid PecnyGnuku KasaxcraH B COOTBETCTBMM ¢ 3aKOHOJATENLCTBOM PecnyGamkm
Kasaxcran o eauHcTBe u3mMepeHuid.

OteyTeTBHe HEOOXO/IMMOCTH BHECCHUS MEAMLIMHCKOM TEXHHKH B PEECTp rocyapcTBeHHOH CHCTEMbI €HHCTBA
namepennii PecryGinkn  Kasaxcran nonTBepikaeTcs B COOTBETCTBHM C 3aKOHOJATENBCTBOM PecryGinku
Kazaxcran 06 obecrieueHnH eqHHCTBA H3MEPEHHIA;

13) cobnroaeHne KOMMYECTBA, KAYeCTBa U CPOKOB IOCTABKH WIM OKaszaHus (hapMaleBTHUYEecKOMH YCIYTH 1O
YCJAOBHAM JI0MOBOPA;

[4) nasnune noKymeHTa, NOJATBEPIKAAIOIIErO MOCTABKY MOTEHLUMATBHBIM NOCTABIIHKOM, MMEIOLIUM craryc
MPOH3BOANTENS MO0 OPUIMATILHOTO NPEJICTABUTENS TPOU3BO/IMTESIS.

TpeGosanus, npeaycmorpennble noanyukramu 4), 5), 6), 7), 8), 9), 10), 11), 12), 13) u 14) myHkra 11
Hactosiux [lpasui, noaTBEpIKAAIOTCA MOCTABUIMKOM MPH HCTIONHEHHH [I0rOBOPa NOCTABKH MITH 3aKYyTTa.

[ToreHunanpHbli NOCTABLIMK B PAMKAX 3aKyIa M0 OJHOMY JIOTY NpPEICTaBISET OJHO TOProBo€ HAMMEHOBAaHHE
JICKAPCTBEHHOrO CPEACTBA MM MEIHLHHCKOTO H3/Ie/IHs, 3a HCKJIIOYEHHEeM CITy4as, KOraa o yCloBHAM o0baBIeHHs
MJTH TIPUIJIALIEHKSA HA 3aKyT TpeOyeTcs ero KOMIUIEKTHOCTB.

4 Hacrosiwas teniepras 10KyMEHTALMA BKIIOYAET B ceOs:
I) cocTas TeHaepHON 10KyMEHTaLMH, NEPeUeHb TOKYMEHTOB, MOANEKALMX MPEACTABNCHHIO NOTEHUHANBHBIM
MOCTABILMKOM B MOATBEPIK/ICHHE €r0 COOTBETCTBHS TpeGoBaHUAM riaesl 3 [IpaBui 1 3aKynaembIx ﬂeKapCTBeHHblx
CPCICTB H (MIIM) MEAMIIMHCKHX H3J1eHit — rnase TTpasui; I
2) TeXHUUECKHE H KAUeCTBEHHbIE XapAKTEPHCTUKH 3aKyNaeMblX JEKAPCTBEHHBIX CPE/ICTB U (1) MeAHLMHCKHX
H3JIe/IHH, BKITIOYAs TEXHHUYECKHE CHGUH(I)HKaLlPIH;
3) o0bem 3aKynaembIX JIeKapeTBEHHBIX CPEICTB, MEAHUMHCKHMX H3/IE/IHH H CYMMBI, BBIICJIEHHDIE 115 MX 3aKyria
M0 Kaxma0oMy JIOTY;
4) MeCTO, CPOKH M IPYTHE YCIOBHA NOCTABKH JIEKAPCTBEHHBIX CPEICTB, MEANIMHCKHX H3/EHi;
5) YCJA0BHA MIATEKEH W NPOEKT IOrOBOPA 3aKylla JIEKAPCTBEHHBIX CPEICTB M (M) MEIMLIMHCKUX M3/IeHii Tio
hopmam, yTEEpPIKACHHBIM YITOIHOMOYEHHBIM OPraHOM B 0GIACTH 3/1paBOOXPAHEHHS; :
6) TpeboBanus K A3bIKaM TCHIACPHOM 3asBKH, I0rOBOpa 3aKyna;
7) tpeboBanus K 0(hOPMICHHIO TEHAEPHOI 3agBKH;
8) nops10Kk, hopMy M CPOKH BHECEHHS TAPAHTHHHOIO 00ECTEUEH s TEHIEPHOI 3a9BKH;
9) yKazaHue Ha BO3MOKHOCTD M MOPSIJI0K OT3bIBA TEHAEPHOM 3a7BKH;
10) MeCcTO M OKOHYATENLHBIH CPOK NPHEMa TEHIEPHLIX 3aIBOK M CPOK UX JCHCTBHS,
[1) dopmbl oOpatenusi MOTEHUMANBHBIX TOCTABUIMKOB 33 Pa3bACHEHHAMH 110 COAEPIKAHUIO TEH,ﬂepHOM
AOKYMEHTALIHH PH HEOOXOAHMOCTH TOPs/IKA POBEACHHS BCTPEUH C HUMM,
[2) mecTo, Aaty, Bpems | 1npolie/lypy BCKPBITHS KOHBEPTOB € TEHIEPHBIMH 3aABKAMH;
13) npouenypy pacemMoTpeHHs TeHAEPHBIX 3a9BOK;
[4) ycnoBus MpEAOCTABNEHHS NOTEHUMATBHBIM TI0CTABLIMKAM-OTEYECTBEHHBIM TOBAPONPOH3BOAMTENSAM
NOUIEPIKKH, onpeaeiennsie [Tpasunamu;
I5) yenosus srecenus, hopmy, 00bem 1 ¢nocob rapaHTHiiHOro obecneueHns 10roBopa 3aKymna;

2. Pazbsicnenne 0pranusaTopom TeHAepa MoJI0KeH i
TCHACPHOI J0OKYMEHTANHH NOTEHIHAIbHBIM HOCTABIIHKAM, NOIYYHBIIHM €€ KOMHI0

5. He nosance vem 3a jecaTh KajleHAApHBIX THEH 10 MCTEUEHMs OKOHUYATENBHOrO CPOKA MPHEMa TeHIEPHBIX
3aABOK NPH HEOOXO/MMOCTH MOTeHUHABHBIH MocTaBuIMK obpaliaeTcs K 3aKa3uuMKy, OpraHM3aToOpy 3aKyna 5a
PasLACHEHWIMA 1O TCHACPHOH /I0KYMEHTAIMH, HA KOTOPbIE 3aKa34HK WJIM OPraHW3aTOp 3aKyna He NO3jIHee TPeX
paboumx /Hei €O AHA™.MONYYEHMS 3ampoca  JAIOT  PasbACHEHMe, HArpaBjIsseMOe BCEM IOTeHLHATLHBIM
MOCTABLUHKAM, TIOJYUHBUINM TEHAEPHYIO IOKYMEHTALWMIO, HA JaTy MOCTYNJeHHs 3anpoca Ge3 ykasaHus aBTopa
3anpoca.

6. He mosanee cemu kaneHjapHbix AHel 10 HCTEYEHHS OKOHYATENBHONO CPOKA NMPHEMA TeHAEPHBIX 3asBOK
3AKA3UHK WM OPraHu3aTop 3aKyna npH HeOOGXOAMMOCTH MO cOGCTBEHHON MHHLMATHBE MM B OTBET HA 3alpOCHI
NOTCHUHAIBHBIX  TTOCTABIIHKOB BHOCAT H3MEHEHHMSl B TEHAEPHYI NOKYMEHTALMIO, O 4YeM He3aMeIHTELHO
€oo0MUIACTCA  BCEM  MOTEHUMATLHBIM TIOCTABIIMKAM, [PCJACTABMBIUMM TEHIEPHbIC 3aSBKH HIH TOMYYHBLIMM
TEHACPHYIO 10KyMeHTaLmiO. [Tp 9TOM OKOHYATE/IbHBIH CPOK MPHEMA TEHEPHBIX 3aSBOK MPOJUIEBAETCS HA CPOK He
MEHEE MSTH KaICHIAPHBIX HEH.

7. BaKkazuuKk MM OPraHMsaTop 3aKynma NpH HEeOOXOAMMOCTH MPOBOJMT BCTPEYy C MOTEHLUHATbHBIMH
MOCTABLIMKAMK JUIA PA3bACHEHHA YCIOBHIA TEHAEPA B MECTE M BPEMsl, Olpe/Ie/IeHHbIE TeHIEPHOM 10KyMEHTaLIHeH,
O HEM COCTABIIACTCH NPOTOKO/, BKIIOYAIOUNH CBE/ICHHS O XOI€ M COACPHKAHHH BCTPEUH, KOTOPBIH HANpaBaseTs
BCCM  NOTEHUHAIILHBLIM - IOCTABIIMKAM, [PE/ICTABHBLUMM TEH/JEPHbIE 3asBKH WIH MOJYYHBLUMM TEHIEPHYIO
Aorkymentaunio (BKO, e.I'nyGokoe, ya.ITuporosa, 24a, ka6. roczakyna, «30» susaps 2023 roza B 14.00 yac).

3. Cpok peiicTBusi, coaep:Ranue,



NpelocTABICHHE, H3MEHEeHHEe H 0T3bIB TeH/IePHBIX 3as1BOK

8. lloTeHuManbHbIH  MOCTABIIMK, W3bSBMBLIMH JKEJAHHE Yy4acTBOBATH B TEHJAEPE, [0 HCTEYEHHs
OKOHYATEJLHOIO CPOKa [pHeMa TEHAEPHBIX 3asBOK TMPEACTABISET 3aKa3dMKy HJIM OPraHu3aTopy 3aKyna B
3ancyaTaHHOM  BH/JE TEHAEPHYIO 3a4BKY, COCTABJICHHYK) B COOTBETCTBHM C TMOJOKEHHAMH TEHIEpHOMH
JOKYMEHTALHH. !

Oron4aTeNLHLIH CPOK NPEJCTABICHHA TEHAEPHBIX 3as1BOK 10 13 yacos 45 mun. «08» despann 2023r.

9. Tennepuas 3asBKa, MOCTYNMBIIAA M0 MCTEYEHUM OKOHYATEILHOIO CPOKA MpPHeMa TEHAEPHLIX 3asBOK, He
BCKPBIBACTCS W BO3BpALLAETCA MOTEHUHATLHOMY MOCTABLIHKY.

10. Cpok jeficTBus TEH1EPHOH 3asBKM COCTAB/IAET He MEHee COPOKA IATH KAJICHAAPHBIX JHEH, MCYHCIIAEMBIX
CO JIHSl OKOHYATE/ILHOTO TMpueMa TeHAepHbIX 3asBok. TenaepHas 3asska, uMmerowas Gosee KOPOTKHH Cpok
JCHCTBHSA, MNOICHKUT OTKIOHEHHIO,

I'l. Tennepnas 3asBKa COCTOMT U3 OCHOBHOM YaCTH, TEXHHYECKON YaCTH W rapaHTHHHOro oGecrieyeHus.

[2. OcHoBHas yacTh TEHACPHOH 3asBKH COAEPIKHT:

1) sassky Ha ywactue B TeHjaepe no (opme, YTBEPHKIACHHON YIOIHOMOYEHHLIM OPraHOM B oGnactu
3/ipaBooxpaHenus — npunoxenne 2 k T/l (Ha 31eKTPOHHOM HOCHTENE MPEJCTAB/IACTCA ONMCh MPHIIAraeMbIX 'K
3afBKE JIOKYMEHTOB 110 (DOpMeE, YTBEPHCIEHHOH YIOJHOMOYEHHBIM OPraHOM B OGJACTH 3/PABOOXPAHEHMS —
npusiozkenue 3 k TJD); !

2) KOMWIO ycTaBa Ans IOPMAMYECKOro juua (B cilyuae, €Cii B YCTaBe He yKa3aH COCTAaB yupeauTeNei,
YUACTHHKOB HJIH aKIIMOHEPOB, TAKIKC MPEACTAB/IAETCS BHIMMCKA O COCTABE YUPEAHTE/IEH, yHaCTHHKOB WM KOIHS
YUPCAUTE/ILHOTO IOTOBOPA, HJTH BLIMHCKA M3 peecTpa IeHCTBYIOLMX Aeprkaresell akiuii nocae 4atbl 0O bsBICHH i—
npuioxkenue 4 k TJ1);

3) KOTHIO JIOKYMEHTa, MPEeloCTaBfIOLIEro NpaBo Ha OCYILECTBICHHE MPeaNpPHHHUMATENbCKON JeATENBHOCTH
Ge3 00pasoBanus I0PHIHUECKOTO JIHLA, BBITAHHOTO COOTBETCTBYIOLIMM IOCY/IAPCTBEHHBIM OPTaHOM;

4) KONMKH COOTBETCTBYIOWMX JIMUCH3HH Ha (hapMALEBTHYECKYIO AEATENLHOCTh M (W/IM) Ha OCYILIECTBICHHE
NEATENLHOCTH B chpepe 000pOTa HAPKOTHYECKHX CPEJICTB, TICHXOTPOIHBIX BELLECTB U [IPEKYPCOPOB, YBEJIOMIICHHA O
Haua e Win NpeKkpalleHy AEATENILHOCTH 10 ONTOBOM M (MJIM) PO3HUYHOH peanuzalnd MEIMLMHCKHX H3IeTHit
b0 B BHAC OSNEKTPOHHOTO JIOKYMEHTA, TIONYYeHHbIX B COOTBETCTBAM ¢ 3akoHoM "O paspelleHHAX H
YBEOMACHUAX", CBEJICHHS O KOTOPBIX MOATBEPHAAIOTCA B MH(POPMALHOHHBIX CHCTEMAX TOCYNapCTBEHHBIX
opranos. B cnydae oTcyTCTBHS  CBeJeHMH B MH(OPMALMOHHBIX CHCTEMAX TOCYJapCTBEHHBIX OpraHoB,
MOTEHUMAIBHEI NOCTABLIMK NPEACTABIAECT HOTAPHATLHO YJOCTOBEPEHHYIO KOMHIO COOTBETCTBYIOLUEH JIMLEH3HH
Ha (apMaLEeBTHYECKYIO JIEATEBHOCTE M (WTH) Ha OCYIIECTBIICHHE JesTebHOCTH B chepe 060poTa HAPKOTHYECKHX
CPECTB, MCUXOTPONHBIX BEIUIECTB W MPEKYPCOPOB, YBEAOMJIEHUs O Hauajie WIH NPEKPAIeHHH AESTETbHOCTH 10
ONTOBOH M (MITH) PO3HHYHON peanu3alHH MEIMUMHCKHX W3/eJHiH, M0JyYEHHBIX B COOTBETCTBHH ¢ 3akoHoM "O
paspeliennsx U yBeAOMIIeHHSX "]

5) Konuu cepTHhUKATOB (NPH HANTMYMK):

0 COOTBCTCTBMM 0OBEKTA W NPOU3BOACTRA TPEOOBAHUAM HaIeKaLIeH POU3BOACTBEHHOIM npakTriu (GMP);

0 COOTBETCTBHH 00bekTa TpeboBaHUAM HajUlekKallel IHCTPUOLIOTOPCKOH npakTHku (GDP);

0 coorBeTeTBHU 00bEKTA TpeboBaHKAM HaeKawel antedHoil npaktuku (GPP);

0) LeHOBOE MPeIoKEHHE 110 (PopME, YTBEPHCICHHOH YIIOJIHOMOYEHHBIM OPraHOM B 0BJIACTH 3/1PaBOOXPAHEHMS
— npunosxkenue 5 k TJI; "

7) OpUrHHa/ I0KYMEHTA, MOATBEPKIAIOIIETr0 BHECEHHE rapaHTHIHOrO 0becreYeH s TeHIepHOH 3asBKH.

3asBKa TAKKE JOKHA COMAEPIKATh JIOKYMEHTBI B TOATBEPIKACHHE COOTBETCTBMA KBANM(HKALMOHHBIM
TpehoBanuam, npeabseigembim riaasoii 3 [pasun Ne375. :

{

i

13. Texnuueckas yacTh TEHACPHOMN 3a4BKH COAEPIKHT:

1) rexnmnueckue crieumdrrdimn ¢ yKasaHHEM TOUHBIX TEXHHYECKHMX XAPAKTEPHCTHK 3asBIIEHHBIX nexapcmelmbix
CPEICTB W (M/IM) MEAMLIMHCKMX M3/IC/UH, (hapMalEeBTHYECKOH yeinyrd Ha OyMaskHOM HocuTene (NIpH 3asBICHHH
MC/IMUMHCKOH TEXHUKH, Takie Ha NIEKTPOHHOM HocHTene B opmare "docx™);

2) KOMHIO JIOKYMEHTA O rOCYy/IapcTBEHHOH PErHCTPaLiK JIEKAPCTBEHHOTO CpeAcTBa M (MIM) MEIHIHHCKOrO
w3jiens b0 3aKkmouenus (paspelueHus) YroJHOMOYEHHOrO opraHa B OOJACTH 3JPABOOXPAHEHHs HA BBO3 H
npumenenue s Pecriybnuke Kazaxcran.

Ha BBeseHHble W npousseacHHble Ha Teppuropun Pecnybivkn Kasaxcran 1o ucreueHds cpoka JeiicTBHs
PErHCTPALIMOHHOTIO Y0CTOBEPEHHS JIEKAPCTBEHHbBIE CPEACTBA M (MJIM) MEIULIMHCKHE M3JEIHs NPEACTaBIIsIOTCA:
KOIHK JIOKYMEHTA, MOATBEPI/IAIOLIEro MX BBO3 YEPE3 IOCYJapCcTBEHHYIO rpaHuily PecniyGnuku Kasaxcram, mx
ONPUXOA0BAHHE  [MOTCHUHAIBLHBIM  [MOCTABUIMKOM;, TPOHM3BOJCTBO  OTEYECTBEHHBIM TOBAPOINPOMU3BOHTENEM,
3akiodete o Oe30MacHOCTH, BbIJAHHOE B CQOTBETCTBHM ¢ IlpaBuiamu BBO3a Ha TEPPHTOPHIO Pecry6mukn
Kaszaxcran v gbigosa ¢ Teppuropun PecriyGanku Kasaxcra jeKapcTBEHHBIX CPEJICTB M MEJMUMHCKHX M3ICIHI H
OKa3aHus rocyaapeTBeHHON yenyru "Boinaua cornacopanus u (M) 3aKkoueHHs (paspelinTeNbHONO 0KYMEHTA)
Ha BBO3 (BBIBO3) mpLFHCTpHpOBaHHblx M He 3aperucTpupoBaHHbix B PecnyGnuke Kaszaxcran .neKapCTBeHHbfx
CPE/ICTB M MEJIMLIMHCKHX M3aesiid"; '



i
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3) aKT CAHMTApPHO-IMHIEMHOJIOIHYECKOro 0BC/Ie0BAHH O HAIMYMM "XONIOIOBON 1enu" ¢ AaTol BbIIauM :f.a
OJMH M MEHEE IO [0 JaThl BCKPLITHS KOHBEPTOB C 3asBKAMH, €CIHM [OTEHUHMAJBLHBIM TOCTABLIMKOM He
npeacrasied  cepTudukar  Haanexkamed  auerpubbrotopekoit  npaktuku  (GDP)  wnm Hagmexaruei
npouseoacTBeHHoM npaktuku (GMP), nnu Hajuteskaneit anreunoit npakruku (GPP). i

14. Bmecte ¢ teniepHoi 3aiBKOi NOTCHUMANLHBIN MOCTABIIMK BHOCHT rapaHTHiHOE ofecreyeHHe B pasmepe
OJIHOTO MPOLEHTA OT CYMMBbI, BBIICICHHOH JUTA 3aKyIa JEKAPCTBEHHBIX CPEACTB, MEJHLIMHCKHUX H3/IeTHH,

I5. FapanThiiHoe obecrieyenne TeH/IEpHOH 3asBKH (lajlee — rapaHTHiHOe ofecrieyeHHe) NpeacTapisercs B
BH/LE:

1) rapanTuiiHOro JeHeKHOro B3HOCA, KOTOPLIH BHOCHTCS Ha GaHKOBCKHH CHET 3aKa3yMka WM opraHusaropa
3aKyna;

2) 6aHKOBCKOH rapanThk 1o opme, yTBEPKACHHONH YIOJHOMOYEHHBIM OPraHoM B 061acTH 3/1paBOOXPAHCHHA
(npunoskenue 6 T/1).

16. Cpok neiicTBra rapanTritHoro obecnevenns COCTABNSET He MeHee CPOoKa AeHCTBUS TeHIePHOM 3asBKH.

I7. 'apantuiinoe obecrieyenne Bo3BpallaeTcs NOTEHIHAILHOMY [OCTABLIMKY B TEYEHHE MATH paGounx }:lHeH B
cryvasx:

) 0T3pIBA TEHACPHON 3a4BKH NOTEHUMATLHBIM OCTABIIMKOM /10 MCTEUEHHs OKOHUYATELHOTO CPOKa ee npHeMa;

2) OTKJIOHEHHS TE€HAEPHOMH 3a1BKH MO OCHOBAHMIO HECOOTBETCTBHSI T10JI0XKEHUAM TEHACPHOH NOKYMEHTALHH;

3) npustianus nobeanTeIeM TeHAepa APYTOro NMOTEHIHAIBHOTO [0CTABIIHKA;

4) npekpalieHns npoueayp 3akyna 6e3 onpejesneHus nodeuTens TeHaepa;

5) BCTYNJCHWS B CHILY JI0rOBOpA 3aKyna M BHECeHHs MoGeauTeseM TeHaepa rapaHTHHHOro obecreveHHs
HCIIOTHEHH S JIOrOBOPa 3aKyra.

18. lapanTniinoe obecnevenne He BO3BPALIACTCS NOTEHLUNATEHOMY NOCTABLIMKY, €CITH:
|) OH OTO3BANI MW W3MEHMII TEHAEPHYIO 3aSBKY MOC/IE MCTEYEHHs OKOHYATEeBHOrO CPOKa NpHeMa TCH}],Cpr]x
3a5BOK; !

2) nobeanTeb YKIOHHICA OT 3aKII0YEHHs 0rOBOPA 3aKyIa HIIM JIOrOBOpa Ha OKazaHhe hapMaleBTHUCCKHX
YCIYT 1ociie npu3Hanus nodeaureneM TeHaepa;

3) o npusHan nobeauTeneM M He BHEC NHMOO HECBOEGBPEMEHHO BHEC rapaHTHHHOE o0ecreuyeHHe JIOTOBOpa
3aKyna Wi 10rOBOPa Ha OKa3aHue (apMaleBTHYECKHUX YCIIyT.

19. Ilenpl TEHACPHBIX 325IBOK MOTEHIHATLHBIX NOCTABIUIHKOB JOJKHBI GbITh BHIPA/KEHbI B TEHTE,

20. MMoTeHumnanbHbIH MOCTABLIMK NPH HEOOXOXHMMOCTH OT3BIBAET 3asBKY B MHCHMEHHOM (opme 10 MCTEYEHHUs
OKOHYATEJILHOIO CPOKA UX NpUeMa. ‘

21. He ponyckaercs BHeceHMe W3MEHEHMH B TEHCPHbIE 3asBKH I0CJE MCTEYEHHsS CPOKA MPEICTABICHHS
TEHEPHbIX 3a5BOK. :

22. Tennephas 3asiBka nevataeTes NGO NUIIETCS HECMBIBACMBIMH YEPHU/IAMH, NPEICTABNIAETCA B POLIHTOM
H IPOHYMEPOBAHHOM  BH/E, TOCHE/IHAA CTPAHHLA CKPEIUISETCS TOJNHCHID TPEACTABUTENA [MOTEHLHATLHOIO
nocrapiika. He nonyckaeres BHeceHHe B TEKCT TEHJEPHON 3aiBKH BCTABOK MEKAY CTPOKAMM, MOATHPOK HIIH
HPHITHCOK, 33 WMCKJIIOUEHHEeM Clydaes HeOOXOAMMOCTH HCMpPaBIeHHA IPAMMATHYECKHX WIH apH(METHYECKHX
0KHOOK. : i
23. Texuuueckas cneumbnkaum MPECTaBJSIETCs B MPOLIMTOM M NPOHYMEPOBAHHOM BHJIE, noce/Hss
CTPAHHIA CKPETISETCS NOAMHCBIO TTPECTABUTENA MOTEHIMAIILHOTO 0CTABILIHKA.

24, Texnuueckas crieud(puKalnsa TEHAEPHOH 3asBKM M OPUIMHAI TFapaHTHHHOro ofecrieueHus 3aKyna
MPHKJIAABIBAIOTCS K TEH/IEPHOH 3asBKe OTAENbHO W 3alevaThlBAIOTCA C TEHAEPHOH 3asBKOM B OJMH KOHBEPT.
KOHBEpT COACPKNT HAMMEHOBAHHE M IOPHIMYECKHH a/Ipec MOTeHUHAILHOrO NMOCTABIINKA, MOMIEKHT aJpecali
3AKA3YMKY WM OPraHu3aTopy 3aKyna no ajapecy, yKasaHHOMY B TEHIEPHOH NOKYMEHTALWH, H COIEPIKHMT CIIOBa
"Tenpep no zakyny «Hpueﬁpe1 CHME IHATHOCTHYECKHX pearenToB» H "He sekpbiate 10 14:00 yac 08 despasia
2023r.».

4. BekpbiTHE KOHBEPTOB € TEHACPHBIMH 3asIBKAMH

25. KonBepTbl ¢ TeHIEPHBLIMH 3asIBKAMH BCKPBIBAIOTCS TeHAepHOi komuccreii B 14-00 vacos 08 despas
2023 ropa mo ampecy: BKO, c.l'nybokoe, yallonouua, 24a, KI'IT ma IIXB «Paiionnas OonbHHIA
Inyboxosexoro paiiona» ¥3 BKO akumara ¢ npuMeHenuem ayano- 1 suaeodukcannn. B npouenype BCKpbITHS
KOHBCPTOB ¢ TEHACPHLIMH  3a5BKAMM  MOI'YT [PUCYTCTBOBATH TOTE€HUMAJILHBIE TOCTABLIMKH JuOO HX
YNOJIHOMOYEHHbIE PEJCTABUTENH.

26. BekpbiBas KOHBEPTBI, CeKPETaph TeHJEPHOI KOMHUCCHH OOBABIISET HAMMEHOBAHHE ajipec NOTeHLHAIBHBIX
TIOCTABLUMKOB, OT KOTOPbIX MOCTYMHIIM TEHIAEPHbIE 3aiBKH, 3asBJEHHbIC LEHbI 110 KAXKAOMY JIOTY, YCIOBEsA
NOCTABKH M OMJATLI, MOPAAOK OT3bIBA TEHIEPHBIX 3aiBOK, HH(OPMALMIO O JOKYMEHTaX, COCTaBJIOIIHX
TCHACPHYIO 3a8BKY, H BHOCHT JaHHbLIE CBE/ICHUSA B TIPOTOKOJ BCKPLITHS KOHBEPTOB. :

i
5. Ouenka v conocTaBjeHHe TEHIEPHbIX 3a5IBOK
27. Tenpephas KOMUCCHS OCYLLECTBIIAET OUEHKY M COMOCTABIIEHHE TEH/ICPHBIX 3asBOK.



B uensx yrouHeHus COOTBETCTBHS MOTEHUHAIbHBIX NOCTABILIHKOB KBaTM(UKALHOHHBIM TpeOOBAHHAM B 4aCTH
MX HENpPUYacTHOCTH K MpPOLEAype GankporcTea MO0 JMKBHAAUMH TEHACPHAA KOMHCCHI paccMaTpHBacT
uH(OPMALMIO, PA3MELICHHYIO HA MHTEPHET-PECypee YMOIHOMOYEHHOTO OpraHa, OCYLIECTBIISIOMEro KOHTPOIb 3a
nposeeHreM npouienyp 6aHKpoTCTBa M0G0 THKBUALIMH.

28. TennepHas KOMHCCHS OTKJIOHSACT TCHIAEPHYIO 3aiBKY B LIEIOM WJIM 110 JIOTY B CJIydasx: _

1) HenpeACTaBJCHHS TapaHTHHHOrO obecnevueHus TeHIepHOH 3asBKM B COOTBETCTBHH C TpeGoBaHHIMH
Hactosmx IpaBui, §

2) HenpeAcTaB/AeHWs KONMHM YCTaBa WM BLITHCKH O COCTaBe yupenuTeseil, y4acTHMKOB HJIM BBIIUCKH H3
peecTpa JepikaTe/ie aKiMii, WM KOMMH yUPEJHTEIbHOrO 10roBopa b cay4asx, MpelycCMOTPEHHLIX HaCTOALIHMH
[TpaBunamu,

3) Henpe/CTaBIeHHs KOMHHU JIOKYMEHTA, NPeIOCTaB/ISIOEro npaso Ha OCYLIECTBIEHHUE MPEITPHHUMATENBCKOH
nestenbHoctH 6e3 00pa3oBaHus FOPUMUECKOro ML, BbIAAHHOTO COOTBETCTBYIOLMM TOCYIapPCTBEHHBIM OPTraHoM,
(15t (PH3MUECKOTO JTHLLA, OCYLLECTBISIONUIErO MPEANPHHAMATENLCKYIO JIeATENbHOCTD);

4) nenpeacTaBieHusa KOMWH COOTBETCTBYIONICH JIMLIEH3HH Ha (apMaLEBTHYECKYIO ACATENBHOCTE (unu) Ha
OCYLIECTB/ICHHE  [ICATEIbHOCTH B cdepe 006OpOTa HAPKOTHYECKHX CPEACTB, TMCHXOTPOIHLIX BEILECTB H
MPeKypcopoB, YBEJIOMIICHHS O Hauaje WM MpeKpalleHUH JeATENBHOCTH 1O ONTOBOH H (W) PO3HHYHOMH
peanu3alnl MEAMUMHCKHX M3AC/HH AnGO B BHAE 3JIEKTPOHHOrO JOKYMEHTA, MOJyMEHHbIX B COOTBETCTBHH C
Zakonom "O paspelieHHAX M YBEJOMJIECHHAX', CBEACHHA O KOTOPBIX MOJTBEPIKAIOTCA B uH(OPMALIMOHHBIX
cHcTeMax — rOCYJApCTBEHHBIX —OpraHos, JHOO  HENpeACTaBNCHHA —HOTAPHATLHO YIOCTOBEPEHHBIX ~ KOTHH
COOTBETCTBYIOLIEH JIMLECH3MK HA (apMaLEBTHYECKYIO ACATENbHOCTL 1 (MITH) Ha OCYILECTBJIEHHE ACATEILHOCTH B
cepe 060poTA HAPKOTHUECKHX CPEJICTB, MCHXOTPOMHLIX BELUECTB M IIPEeKYPCOPOB, YBEAOM/ICHHA O Hauaie WIH
MpeKpallieHiy AesTeTLHOCTH 110 ONTOBOH U (MnK) PO3HUYHOH peaJn3aLlki MEIMLIMHCKHX W31ETHH, NOYYEHHBIX' B
COOTBETCTBHM ¢ 3aKkoHOM " paspelieHHsX U YBEJIOMIIEHHAX", B CTyYae OTCYTCTBHA cBeneHuit B MH(OPMalIHOHHBIX
CHCTEMAX IOCY/1apCTBEHHbBIX OPraHOB; :

5) HaiMuMs B CBEJCHHMSX COOTBETCTBYIOIIEro OpraHa rocy/1apcTBeHHBIX noxonos  uupopmauuu 0
JA10/SKEHHOCTH B OIO/DKET, 3a0/DKEHHOCTH Mo O0A3aTe/IbHBIM - NEHCHOHHBIM - B3HOCAM, o0s3aTeNbHBIM
MPod)ecCHOHANBHBIM TIEHCHOHHBIM  B3HOCAM, COLHAILHBIM  OTHUC/ICHUAM, OTYMC/IeHHAM M (M/IM) B3HOCAM Ha
oBs3ATEbHOE COLIMATBHOE MEAMIMHCKOE CTPAXOBAHHE (3a MCKIIOUEHHEM CYMM, M0 KOTOPBIM H3MEHCHBI CPOKH
YIIATBL, HEe OTPAKEHHBIX B 001l cymme 3a]10/DKEHHOCTH); :

6) HernpeACcTaBIEHUS TEXHHHECKON creurUKalHHy B COOTBETCTBHH C TPEOOBAHHAMH HACTOSILIHX [pagum;

7) npeacTasienust NOTEHUHAIbHBIM MOCTABLIHKOM TeXHUUeCKON crielpduKaluy, He COOTBETCTBYIOIIEH
TpeGoBAHUAM TEHACPHOH A0KYMEHTALMH H HACTOALIMX [TpaBum; i

8) ycranoslieHus (pakra NpecTaBleHus He0CcTOBEPHOH HHMOPMALHH 10 KBaH(HUKALHMOHHBIM TPeOOBAHIAM H
TpeboBaHUAM K JIEKAPCTBEHHBIM CPEICTBAM H (MNH) MEIMLMHCKAM H3JENUAM W ycjyram, npuoGpeTacMbIM 'B
pamkax Hactosimx [pasui;

9) PUUACTHOCTH K Npoleaype GaHkpoTeTsa 1160 TUKBUIALINH;

10) HenpenCTaBNCHHS IOKYMEHTOB, MOATBEPIK/AIOLINX COOTBETCTBHC npe/yiaraeMblX JIEKapCTBEHHBIX CPE/ICTB
W (MITH) MEIMLIMHCKMX W3/1eTHHA, (papMaLIeBTHYECKHX yCIyT TpeGOBaHHAM, TPEyCMOTPEHHBIM rJ1aBoi 4 HaCTOSILIHX
Ipasu,

I1) HenpencTaBIeHHs KOMMH aKTa CAHMTAPHO-3MH/IEMHONIOrHHECKOro 06C/IeI0BAHMS O HATIMYHMH "XOOI0BOM
Hern", 32 MCKJKOUeHMeM ClyuaeB MpeACTaB/eHHs MOTCHUHATBHLIM MOCTABIIMKOM cepruduKaTa HaaneKalleH
gucrpuGiotopekoil npaktukd (GDP), oreuecTBeHHBIM TOBAPONPOM3BOMTENIEM — cepTH(HKaTa O COOTBETCTBHH
ofbekta TpeGoBaHuAM HajnesKalileli NPOM3BOACTBEHHON NPaKTHKA (GMP), ceprudukara HajUTeIKallel anTeyHoM
npaxtukn (GPP) npu 3akyne papmaleBTHIECKHX yeIyT; K

12) ecnn TeXHUUECKAs XapaKTepuCTHKa 3a9BJICHHON MEIHLMHCKOH TEXHHKH HE COOTBETCTBYET TEeXHUYECKOH
XapaKTepUCTHKE M (1K) KOMIUIEKTALMH, ONPEJENeHHOH PerncTpaLHOHHEIM ylocToBepeHreM M (WIIH)
PErHCTPALIHOHHBIM J1OChE;

13) HecooTBeTcTBUA TpeboBaHUAM MyHKTa 10 HACTOALIMX [paBuin;

14) ycraHOBAEHHBIX MyHKTaMK 15, 21 HacTOAIIMX [IpaBu;

15) ecnn TewjepHas 3asBKa HMeCT fostee KOpOTKHH CPOK JEHCTBHS, YeM YKa3aHO B YCJIOBHAX TeH/IepHOH
JIOKYMEHTALMH] :

16) HenpeacTaBIeH!s LEHOBOTO MPEeJIOKCHH 160 npejCTaBIeHUs LEHOBOrO NPEIOKEHHs HE 110 bopwme,
YTBEPKACHHOH YNOJIHOMOYEHHBIM OPraHoM B 00nacTH 3paBoOXpPaHEHHUA; :

17) nipeAcTaBieHus NOTEHUMANbHBIM TIOCTABIIMKOM LEHbI Ha JIEKapCTBEHHOE CpeiCcTBO M (MIM) MEIMLMHCKOE
W3/lene, MPEBBIIAIONIEH LeHY, BbIICTCHHYO A 3aKyNa Mo COOTBETCTBYIOLICMY 10Ty, ¥ (W1K) NpeaebHyIO LUeHY
Ha MEK/LYHAPOIHOE HENATEHTOBAHHOE HAMNEHOBAHHME U MPEAE/BHYIO LICHY Ha TOProBoe HAaMMEHOBAHHE, ‘

18) npejcraBienus TEHAEPHOH 3asiBKM B HENPOLIMTOM BHIEC C HelpOHYMEPOBAHHBIMH CTPaHHLAMH, HE
CcKpereHHON Noanuenio, Ge3 yKasaHus Ha KOHBEPTE HAMMEHOBAHWS HIIK IOPMIMYECKOr0 aJpeca MOTEeHLHATBHOTO
MOCTABIIMKA, 3AKA3YUKA WK OpraHu3aTopa 3aKkyna;

19)  HECOOTBETCTBHA  MOTEHUMAIBLHOTO  MOCTABLUMKA M (M) COMCIIOJIHMTENS  MPEAbABIACMbBIM
KBAAH(PHKALMOHHBIM TpeOOBAHUAM;

i



20) yeranosnenus daxra adpuanpopanHocTH B Hapyuenue Tpebosanuii HacTosmx [Ipasun

29. Ecv TeHep B LeIoM MM Kakoii-u60o ero ot NPH3HAHLI HECOCTOSIBLUMMMCH, 3aKa3YHK MITH opraHmaTofp
3aKyNa MCHSIOT COZIepIKaHUe M YC/I0BHs TEH/Epa M MPOBOJAT IOBTOPHBIH TEHAEP B COOTBETCTBHM C [VIABOMH 9-1
[Tpagun. i

30. Ecu Tenziep B LeoM MM KakoH-1u60 10T NPHU3HAHBI HECOCTOABLUMMHCS 10 OCHOBAHHMIO TMOAAYH TOJIBKO
OJIHOMH 3a8BKH, COOTBETCTBYIOLLEH TpeGoBaHMAM TEH/ICPHOH [IOKYMEHTALINH, TO 3aKA3YHKOM HIIH OpraHM3aTopoM
JaKyNa OCYLECTBIACTCA 3aKyIN CrnocoOOM W3 OJHOTO HCTOMHMKA Y MOTEHLMATBHOTO NOCTABUIMKA, MOJABILErO
JIAHHY1O 3asBKY.

31. Bakyn cnocobom Tenaepa WiM ero Kakoi-nmuGo JoT NPHU3HAIOTCA HECOCTOABLUMMHCS [0 OJHOMY M3
CNEIYHOLMX OCHOBAHUH:

[) oTCyTCTBHE TEHAEPHBIX 3asBOK:

2) OTKJIOHEHHE BCeX TEH/IEPHBIX 3a5BOK MOTEHIMANbHBIX MOCTABLIHKOB.

32. TloGenurens Tenaepa onpenensercs CpEAH TIOTCHUHATBHBIX NOCTABIIHKOB, TEHAEPHBIE 3aABKH KOTODBIX
NPH3HAHLI TCHACPHOH KOMHMCCHEH COOTBETCTBYIOLIMMH YCNOBHAM OOBLABICHHS M TpeOOBAHHAM HACTOAIINX
[pasui, Ha OCHOBE HAMMEHbLIErO LCHOBOTO MpeAsoxkeHHs. B OTCYTCTBHE KOHKYpeHUMH MO JIOTY Wi npu
OTIJIOHCHUH TEHACPHBIX 3a4BOK KOHKYPEHTOB 10 JIOTY mnobeauTesnem TEH/IEpa MPHU3HAECTCA TOTEHIHAIbLHbIH
NOCTABLIMK, Ubsl TEHAEPHAA 3aABKa MPU3HAHA TEHACPHOH KOMHCCHEH €IMHCTBEHHOM COOTBETCTBYIOLICH YCIOBHAM
oObsBeHns u TpeGosaHnam [Tpagun. :

6. IIporoko.1 06 urorax Tenepa
33. Mtoru Tenaepa noaBoaSTCS B TeueHHe AeCHTH KaneHAapHbIX AHCH CO JIHA BCKPBITHS KOHBEPTOB C TEHIEPHBIMU
SAABKAMH, O HeM COCTABJIACTCS POTOKOJI, B KOTOPBIH BK/IIOYAIOTCA: '
[) HaumeHOBAHMA M  KpaTKoe OnMcaHue JICKAPCTBEHHBIX  CPEACTB, MENHLUMHCKHX M3JeNuil  Miu
(apmauesTnueckux yenyr;
2) cymMa 3akyna;

3) HAMMCHOBAHMSA, MECTOHAXONICHHE M KBTH(DMKALMOHHBIC JIaHHbIE MOTEHLMAILHBIX MOCTAaBUIMKOB,

NMPCACTaBHBILHX TCHACPHBIC 3aBKH; !
4) uena u Apyrue ycnosus Kaxcaoi TCH/ICPHOH 3aABKH B COOTBETCTBHH C TEHIEPHOI JOKYMEHTaLHel; i

5) M3NOKEHHE OLEHKH H COMOCTABNCHHS TEH/ICPHBIX 3a5BOK; '

6) OCHOBaHHA OTKJIOHEHHS TEHAEPHBIX 3a5BOK;

7) HAUMEHOBAHUS U MECTOHAXOMKICHHE ToGeHTeNs (eii) 10 K&KIOMY NIOTY TeHaepa M YCIOBHA, 110 KOTOPBIM
OMpeeneH nodeuTeb, ¢ yKazaHHEM TOPrOBOrO HAHMEHOBAaHMS;

8) HAMMEHOBAaHHA M MECTOHAXOM/ICHHE YYaCTHHKA KAKIOrO J0Ta TEHJEpa, NPeIoKEeHHEe KOTOPOro ABJIeTcs
BTOPBIM NOCAE NPE/UIOKEHH NOOEANTENS, ¢ YKa3aHHEM TOProBOro HaMMEHOBAHMS, ‘

9) ocHoBanus, ecnu nobeauTen TeH/epa He OTpe/IeieH;

10) cpok, B TeueHHe KOTOPOro HAIEIKHT 3aKITIOYHTD JOroBOp 3aKyna;

I'T) unopmarys o npusneyenuu OKCINEPTHOH KOMHMCCHH.

34. B reuenne Tpex KQJICHAAPHbBIX JHEH CO JAHS MOABEJEHHUS HTOrOB TCHACPA 3aKa34YHK HJIM OPraHH3aTop
3aKyMa yBEJAOMISIOT NOTEHLMATbHBIX MOCTABLIMKOB, MPHHABIIHX y4acTHe B TEHJEPe, O pe3y/bTaTax TeHepa
MYTEM pasMElleH A NPOTOKOJIa HTOTOB HA MHTEPHET-PECYpCe 3aKa3uuKa WIH OpraHM3aTOpa 3aKyra.

35. Ilpotokon o6 urorax Tenaepa pasmeliaercs Ha HHTEPHET-pecypce 3aKa3synka MIIM OPraHM3aTopa 3aKyma.
Opranusatop sakyna B Tedenue Tpex KalleHAAPHBIX JIHCH CO [AHA MONBEEHHS MTOTOB HATIPABIAET 3aKa34YHuKy
SABEPCHHBIC KOTIHH NIPOTOKO/IA HTOTOB 3aKYI& H TEXHHUECKYIO CrielH(HKaLmIo JICKAPCTBEHHBIX CPEACTB M (WIH)

MEIMUMHCKHUX U3ICTTHH T OGGHHTCJ’IH V

\\»

7. llopsaaoxk 3akaouenns JI0roBOpPAa 0 3aKyne

36. 3akazuuk B TeueHwe MsTH KaleHapHbIX AHEH CO AHS TOJBEJeHHUS HMTOrOB TeHaepa nubo nonyyeHus
HTOTOB 3aKyna OT OpraHusaTopa 3aKyna Harpapjser MOTEHUHANEHOMY  TIOCTAaBLIHKY MOJMHCAHHBIH [0roBOp
3aKyNa, COCTaBIACMbIi M0 (POPMaM, YTBEPIKIEHHBIM YIOIHOMOUYECHHBIM OpraHoM B 00JacTH 3ApaBOOXpaHEHHs
(Hpunoxenue 7 T]I).

37. B Teuchue necatu pabouux aHei co aus NOy4eHHs norosopa noGeuTens TeHAepa MOAMHCHIBACT er:‘o
MO0 NHUCBMEHHO  YBEAOMIISET 3aKa3YHKA O HECOrIACHH © ero YCIIOBHAMH WJIM OTKa3€ OT MOAMUCAHHS.
Henpeacrasnenue B ykasauublii Cpok roanucantoro AOTOBOpA MIIH yBEOMIICHHA O HECOrIACHHM C YCIOBHAMH
CHHTACTCA OTKA30M OT ero 3aKkmoyenus. Cpok paspelueHns pasHoriacHil He NpeBbILIAET IBYX pabouHX JIHEH. :

38. Jlorosop 3akyna BCTYNaioT B cHily co A4 MOANHCAHHS €10 YNOJTHOMOYCHHBIMH NPE/ICTABHTE/ISIMH CTOPOH,
CCIIH MHOE He NPeAyCMOTPEHO 3aKOHOaTebHBIMI akTaMu PecnyGnuku Kasaxcran. -

39. Ecau nobenurens tenzepa YKJIOHHIICSA OT MOANHCAHHUA A0rOBOpa 3aKyNa B YCTAHOBJICHHBIH CPOK HJIM He
YBCAOMUJ 3aKa34HKA O HECOIVIACHH C €ro YCHOBHAMH, TO 3a8KA3UMK 3aK/II0UaeT AOTOBOp ¢ y4aCTHHKOM TeHjepa,
coorsercreyrouwmm rpebopanuam Ipasun Ne375, u uenosoe NPEATIOIKCHHE KOTOPOTO SBJAETCS BTOPBIM [1OCIIE

NpeanoKeHus nobenurers. !
!



40. He nonyckaercs BHECEHHE KaKMX-1HM00 M3MEHEHWH M (MJIM) HOBBIX YCIOBHMH B 0roBOP (38 HCKIIIOYEHHEM
YMEHBLUIEHHs LIeHbl JICKAPCTBEHHBIX CPENCTB M (WIH) MEIMUMHCKHX H3Je/HH, 00beMa), KOTOpbIe H3MEHAIOT
CONEPKAHME TMPEIOJKeHHs, SIBHBLIErOCs OCHOBOM Ui BBIOOpPa IMOCTaBIUMKA, B TOM 4YHCJIE 3aMeHa TOProBOro
HAMMEHOBAHHS, YKa3aHHOTO B IOFOBOPE JAPYTHM TOPrOBbIM HAHMEHOBAHHEM.

41. BHeceHHE U3MEHEHH B 3aK/TIOYEHHBIH J0TOBOP MPH YCIOBHH HEM3MEHHOCTH KAauecTBa H IPYTHX YCIIOBHIA,
SABMBLIMXCH OCHOBOM /s BBIGOPA MOCTABLIUKA, JIOITYCKAETCH:

1) No B3aUMHOMY COIMJIACHIO CTOPOH B YACTH YMEHBLICHWS 1IeHbl HA JIeKAPCTBEHHbIC CpeacTsa W (Wiw)
MeJAHLMHCKHE H3IEIHs H COOTBETCTBEHHO LIEHBI I0rOBOPA,; ‘

2) 10 B3aMMHOMY COMJIACMIO CTOPOH B YaCTH YMEHbIUEHHs 00beMa JIeKapCTBEHHBIX CPEACTE M (MJIA)
MEAMLMHCKHX H3CTHH, (papMaLEBTHUECKHX YCIIYT.

42, Jlonyckaetcs NpoBeJCHHE TEPeroBOPOB 3aKa34HKOM JIMOO OpPraHMW3aToOpOM 3aKyra C MOTEeHLHAIBHBIM
MOCTABILMKOM, MPU3HAHHLIM MOGEeMTENIeM TeHepa, ¢ LeIbI0 YMEHBIIEHHS LIeHbl JIEKAPCTBEHHBIX CPEICTB H (HIIH)
MEAMLMHCKKMX W3aennil nubo dapMaleBTHUECKOW YCJIyrd 10 MOJANUCAHWS J0roBopa 3aKkymna, ¢ MNpHMEHEHHEM
aya1o- v Bujeodukcaunu. [loreHunanbHbli MOCTaBUIMK MPUHAMAET PELICHHE 10 CBOEMY YCMOTPEHHIO O COrJIacHH
WM HECOrIACHM HA YMCHBIICHWE 1€Hbl JIEKAPCTBEHHBIX CPEACTB W (WIM) MEAMLMHCKMX M3JeIHi WK
(hapMaueBTHUECKOH YCIIyTH, UTO He SB/SeTCs OCHOBAHHMEM JUIS OTKA3a 3aKa34MKOM JIMOO OpraHM3aTopoM 3aKyna B
NOITMCAHUH 10rOBOPA ¢ MOTEHLMAIBHBIM [TOCTABLLUKOM, MPU3HAHHBIM 100eIMTE/IEM TEHEpa.

¥
3

8. [Topsigok Buecenust obGecneyennst HCMOJAHEHHs JOTOBOPA O 3aKyne

43. Copeprkanue, (opMa M yCIOBHS BHECEHHs rapaHTHitHoro obecneyeHus 10ropopa 3aKyrna Wid J0roBopa Ha
okazanve (papMaLeBTHUCCKMX YCnyr (majnee — rapaHTuiHOe oOecrieueHHe) OMpelendioTcs 3aKazuMkoM HITH
OpraHu3aTopoM 3aKyna B COOTBeTCTBMH ¢ nostoxkeHusmu [Ipasun Ne375 u nojuiexar BKIIOYEHHIO B TEHIEPHYIO
JIOKYMEHTALIMIO, 1I0r0BOP 3aKyIa.

44, Tapantnitnoe o0ecrieueHUe COCTABASET TPU MPOLEHTA OT LEHbI J0roBopa 3akyna WIH JOorosopa Ha
OKa3aHue bap\muem HUCCKHUX YCJIYT M NPEACTABIACTCA B BUIE!

|) rapaHTHIHOTO B3HOCA B BU/E J€HEKHBIX CPEICTB, pazMelaemMbiX B 00cmykuBatoleM GaHke 3aKa34uKa,

2) GaHKOBCKOH rapaHTHH, BbIJIAHHON B COOTBETCTBHH C HOPMATHBHBIMH NPaBOBBIMH akTamMu HanmonansHoro
banka PecnyGnukn Kasaxctan, no ¢opme, YTBepKAECHHOH YIOTHOMOYCHHBIM OpraHoM B ofnactu
3apasooxparenus (npunoxenne 8 TJI). !

45, TapanTtuiinoe obecrieyeHne B BHIE rapaHTHHHOIO B3HOCA [€HEIKHBIX CPENCTB BHOCHUTCS MOTCHLHAIBHBIM
NOCTABLIHKOM HA COOTBETCTBYIOLLMEI CUET 3aKa3uMKa.

46. Tapantuiinoe ofecredeHHe HE BHOCHMTCH, €CAM LIEHA [0roBopa 3akyna WM JOroBopa Ha OKasaHHe
(hapMaLIEBTHUCCKUX YCIyT HE NPEeBbILIACT ABYXTBICAYEKPATHOTO pasMepa MECA4YHOIO PacyeTHOro nokasaress Ha
COOTRETCTRYIONHH (hHHAHCOBBIH ro/. "apanTriiHoe obecneueHre UCMOIHEH s I0roBOpa 3aKyrna HiIH 10rosopa Ha
okazanue (PapMalleBTHUECKHX YCIyr BHOCHTCS MOCTABLIMKOM HE TO3/1Hee NecATH pabouux OHEH Co aHs ero
BCTYIJIEHHS B CHITY, €CJIH MM HE TIPE/lyCMOTPEHO HHOE.

FapanTuiinoe obecrieuenue WCIONHEHUs JOrOBOPA 3aKyla WM JIOrOBOpa Ha OKazaHHE (apMaLEBTHUECKHX
VCIYT HE BO3BPALLACTCS 3aKa34HKOM MOCTABLIMKY B CyUasx:

I) pacropienns AOrOBOpa 3aKyna WM JIOrOBOpa Ha OKasaHue (hapMaLleBTHYECKUX YCJIyr B CBA3H C
HEUCIIOMHEHHEM K HEHAIE/KAIIIUM MCTIOJHEHHEM MOCTABLIHKOM JOTMOBOPHBIX 00S3aTe/IbCTB;

2) HEMCNOMHEHWS MJIM MCIIOJIHEeHHs HeHaalekaluM obpa3oM CBOMX 00s3aTesbCTB MO AOrOBOPY IOCTABKH
(HapylieHue CpoOKOB MOCTABKH, MOCTABKA HEKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, MEIMUMHCKHX H3MIeWH H
HapyLIeHHE APYTHX YCI0BHH 10rosopa);

3) Heyniarbel 1WITpadHBIX CAHKLMI 3a HAMCIOIHEHHE WJIM HEHaJJIexkKalllee WCIOJTHEHHE, npenycmorpeﬂﬂux
JIOTOBOPOM 3aKyra MK JIOrOBOPOM Ha oKazaHHue (papMaleBTHUECKHUX YCIIyT. |

‘.\'.
9.11oaaepiKKA OTEYCCTBENNBIX TOBAPONPON3BOAHTe el H (MJIH) NPOU3BOANTE/EH rOCYIAPCTB-1IEHOB
Erpazuiickoro JKOHOMHYECKOI'0 CO1032a

47. B caiyuae, eciid B 3aKyre M0 JOTY Yy4acTBYeT OJHH MOTeHUHAIbHBIH MOCTABLIMK, ABJISIOLIMAC OTE4eCTBEHHBIM
TOBAPONPOM3BOANTEIEM M (HH) TPOM3BOAMTENEM TOCYNApCTB-4ieHOB EBpasuiickoro 5KOHOMHYECKOro coro3a
(nance — EADC), npeacTaguBLINi 3a8BKY, COOTBETCTBYIOLIYIO YCJIOBHAM OOBABACHHA WK NPHIJIALIEHWS HA 3aKYTI
u TpeGosanusam nactoswmx [lpaBua, Takoil NOTEHLMAbHBIA MOCTABIIMK MpHU3HAaeTcs nobeauteneM, a 3asBKH
JPYIUX NOTEHUHAIBHBIX TOCTABLIMKOB ABTOMATHYECKH OTKJIOHSIOTCH,
48. B cayuae, eciu B 3akyrne Mo JIOTY Y4acTBYIOT ABa H 0oliee NMOTEHUWAJBHBIX TOCTABIIHMKA, SBISIOLIMXES
OTEUECTBEHHBIMH  TOBAPOTIPOH3BOAUTENAMH W (MJIK) TIPOM3BOAMTENISIMH  rocyaapers-uneHo EADC, 3asBku
KOTOPLIX COOTBETCTBYIOT YCJIOBUSIM 00bsIBIEHHS HIIH NPUTIAllends Ha 3akyn U Tpebosanuam Hactosmux [Tpasun,
TO N0GEeANTENb CPeId HUX ONpeIessieTcs 110 HAMMEHbIIEH LeHe, a 3asBKH APYruX MOTEHLHAIbHBIX MOCTaBIMKOB
ABTOMATHUECKH OTKJIOHSIIOTCS,
49. CraTyc OTeHeCTBEHHOrO TOBAPONPOM3BOAMTENA MOTEHLHWATBHOTO [MOCTABIUMKA IPH [POBEIEHHH 3aKyra
MOATBEPIKAAETCS CEAYIOLHMMU JOKYMECHTAMM: :

|



|) nuuensueil Ha (apMaleBTHYECKYIO eATeNBHOCTE MO [POW3BOJICTBY JIEKApPCTBEHHBIX CPElICTBE H (nnm)
MEAMUMHCKHX M3AE/MiA, TMOYYEHHOH B COOTBETCTBMM C 3aKOHOIATE/LCTBOM Pecrybnukn Kaszaxcran 0
paspeleHHsX ¥ YBeAOMICHHAX,

2) PerucTPALMOHHBIM YIOCTOBEPEHHEM HA JIEKAPCTBEHHOE CPE/ICTEO WIH MeIULMHCKOE U3/IeNTHe, BbIJaHHBIM B
COOTBETCTBMM ¢ nonoskeHuamu Kojiekca M TIOPSIKOM, OMPENEIEHHBIM YIOTHOMOYCHHBIM opraHoM B 00JacTH
3/PABOOXPAHCHHS, C YKa3aHHEM OTEHECTBEHHOTO TOBAPONPOM3BOUTENA B KAUECTBE NPOH3BOAUTEIA.

[py 3aKJIOYEHUH JOTOBOPA MM JOMOJHHTENBHOTO COMTALICHHA K JIONrOCpOYHOMY [JOTOBOPY TMOCTABKH
OTeuecTBEHHBI TOBAPONPOM3BOAMTE b HA TOCTAB/SEMBbIC JIEKAPCTBCHHBIC CpeACcTBA M MEIMUMHCKHE H3JemHs
Npe/IOCTaBAET CEPTHHHUKAT O MPOMCXOKAEHHH JIEKAPCTBEHHBIX CPEJICTB, MEMUMHCKHX M3/e/HH 1S BHYTPEHHETO
obpamenns "CT KZ".

50. Craryc NOTCHLMAJBLHOINO  MOCTABLIHKA-TIPOM3BOMHTEIL rocynapcte-wieHos EADC  noarsepiaaercd
clelyIOlHMH llOKyMCHTE]MMI

1) nuuenzuell Ha (apMaleBTHYCCKYIO JCATENBHOCTL M0 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB H (unm)
MEAMLUMHCKHAX M31CHH; '

2) PerucTPalLtMOHHBIM Y0CTOBEPEHHEM, COOTBETCTBYIOLIMM [IpaBuiaM PerHCTpPalii M IKCHEPTH3bI EASC
(cornacro pewenuam Copera Eppasuiickoii AKOHOMHYECKOH KoMUCCHHM OT 3 HosiGps 2016 roma Ne 78 u or 12
(espans 2016 roma Ne 46).

10. Toyiep:KKa NpeANPHIAMATENLCKOH HHHIHATHBLI

51. TlpewMymeCTBO Ha 3aK/TIOYEHHe J[OrOBOPOB HMEKT MOTCHUHATLHBIC [OCTABILMKH, MOTyYHBLUAE B
cooTBercrBiM ¢ TpebOBAHMAMH  3aKOHONATC/bCTBA B obnactv 3apapooxpanenus Pecrybnuku Kasaxcrau
cepTH(MKAT O COOTBETCTBUM 0ObEKTA TpebOBAHMSAM:

1) Haasexaieil poM3BOACTBEHHON TPAKTHKH (GMP) mpu 3aKyne JIEKapCTBEHHBIX CPEACTB H 3aKJIIOUEHHH
JIOJIFOCPOUHBIX 0rOBOPOB NOCTABKH JICKAPCTBEHHBIX CPE/ICTB;

2) maanexkanieii  AMCTpuOBIOTOPCKOH  MPAKTHKH (GDP) npu 3akyne JICKapCTBEHHBIX CPeICTB M
(hapmaleBTHHECKUX YCIYT 110 OKA3aHHIO rapaHTHPOBAHHOTO obbeMa GecraTHOM MeIHIIMHCKON MOMOLIM;

3) naanesxareit anteunoi mpakruku (GPP) mpu sakyme (hapMaleBTHYECKHX YCIIYT.

52. Jlns noJydenns NpeMMyLIecTBa Ha 3aK/II0MEHHE J1I0roBOpa 3aKyna Wik 10roBopa [IOCTABKH K 3asBKe:

1) OTeuecTBEHHbIE TOBAPONPOMIBOIHTENH NPH 3aKYNe JEKAPCTBEHHBIX CPE/ICTE H 3aKTIOYEHHH JONTOCPOYHBIX
JIOFOBOPOB  MOCTABKH  JIEKAPCTBEHHBIX  CPEACTB  MPUKIIANBIBAIOT cepTH(HKAT O COOTBETCTBMH 00BEKTa M
npou3BoACTBa TPEOOBAHMSIM HaUieskaleil NpOU3BOICTBEHHON MPAKTHKH (GMP), nosy4eHHbIH B COOTBETCTBHH €
TpeBoBAHMAMM 3aKOHOAATCBLCTBA B obnacty 3pasooxpatenus PecnyGinku Kasaxcras;

2) NOTEHIMAbHbIE TOCTABUIMKH TPH 3aKyne JIEKapCTBEHHBIX CPeCTB MPHKIAABIBAIOT cepTH(UKAT ©
COOTBETCTBUH OObekTa TpeGOBaHMAM HaJexKalleH JUCTPUOBIOTOPCKOH  TIPAKTHKH (GDP), mnomy4eHHbIi ‘B
COOTBETCTEHH ¢ TPEBOBAHHAMM 3KOHOJIATE/ILCTBA B 00JIACTH 3APABOOXPAHCHHU Pecny6nukn Kasaxcran;

3) noTeHUHATbHBIC [OCTABIIMKH W (WIH) WX COMCIONHHTEIH MpH 3aKyme (apMaleBTHUECKHX yCiIyr
NPUKNA/BIBAIOT CEPTURHKAT O COOTBETCTBHH obbekra TPeGOBAHHIM HAUTEKALCH anreunoii npaxtuku (GPP),
[OJyYeHHBIH B COOTBETCTBMH ¢ TpeGOBAHMAMHM 3aKOHOAATE/ILCTBA B obnacTd 3apaBooxpanenus PecryGnuku
Kasaxcran. U

53, Fend B 3aKyne o JIOTY Y4acTByeT TOJILKO O/IHH [IOTEHIMAbHBIH TTOCTABLIHK, MPEJCTABUBLLINIH 3a9BKY,
COOTBETCTBYIOLLYIO YCJA0BHSM OOLABNCHHS WIH NPHMIALICHAS HA 3aKyM W tpeGoBanuaM HacToswux IIpasui, u
cepTHUKAT O COOTBETCTBMH OOBEKTA TpeGoBaHMAM HaVIeKALCH POM3BOJICTBEHHON MPAKTHKH (GMP) witu
naieKatei aueTprbpiotTopekoii npaktukudSDP), TakoH [OTEHLMANbHBIH TTOCTABLIMK TIPH3HAETCA MOOeANTEIEM,
a 3AABKM APYTHX MOTEHUMATBHBIX MOCTABLUMKOB aBTOMATHYECKH OTKJIOHAIOTCA.

54, Ecnn B 3akyrie 1o reTy yuacTBYIOT /Ba M Ooniee MOTEHUMANILHBIX MOCTABLIMKA, NpeACTABHBIIHX TEHACPHBIC
3aSBKH, COOTBETCTBYIOIIME YC/IOBHSM OOBABIEHHsS MIM TPUITIALICHHA HA 3aKkyl H TpeGOBaHUAM HACTOSIIMX
[pagui, W cepTU(HUKATBI O COOTBETCTBHH 06BEKTOB TPeOOBAHHIM Ha/IeXKalICH IPOM3BO/ICTBEHHOH MPAKTHKH
(GMP) mnu HauesKallen JAMCTPUOBIOTOPCKOH MPAKTHKH (GDP), To moGeauTenb Cpeid HUX ONpeaensercs ro
HAMMEHBLILCH LleHe, a 3asBKH APYTrHX NnoTeHLHalbHbIX MOCTABIIHKOB ABTOMATHYECKHM OTKJTOHAIOTCA.

Eciu B 3akyne no JoTy yuacTBylOT Apa M Gonee MOTEHLMATBHBIX MOCTABLIAKA, MPEACTABHBLIKX
pPEerHcTPaLHOHHOE YIOCTOBEPEHHE, MOMHOCTBIO W B TOHHOCTH COOTBETCTBYIOLIEE JIAHHBIM rocy1apcTBEHHOTO
peecTpa JIEKAPCTBEHHBIX CPEACTB W (MIIH) MEAMUMHCKHX W3jlei, WIM HOMEp paspelleHus (3aKI0ueHis)
YIIOJHOMOUEHHOrO Oprana B 00/1acTH 3/1paBOOXPaHCHHA Ha BBO3 JIEKAPCTBEHHOrO CpeacTBa u (viin) MEIMLIMHCKOIO
winenus B PecnyGnuky Kasaxcran, npenMyliecTBEHHOE NPaBO NPeAOCTABIACTCA MOTEHUMAILHBIM MOCTABLIMKAM,
Npe/CTABUBIUMM  PErHCTPALIMOHHOE  YIOCTOBEpEeHHe, TpH 3TOM noGeauTens CpeiAM HHUX ONpeenaeTcs o
HaMMenbllel LeHe, a 3a8BKH JPYrHX NOTEHIIHATBHBIX MOCTABILMKOB ABTOMATHHECKH OTKJIOHAKOTCH. ;

11. TpeGoBauns K si3bIKY TeH/1ePHOMH 3aBKH



55. Tenpepnas 3asBKa, NOJArOTOB/IEHHAS MOTEHLMAILHBIM ITOCTABILHKOM, a TAKCKe BCA KOPPECTIOHJICHIIMSA U
JIOKYMEHTLI KACATE/bHO TEH/ICPHOW 3asBKM COCTABJIAKOTCH M MPEICTABIAIOTCA HA $3bIKE B COOTBETCTBHH (C
3akoHosatenbeTBoM  PecnyOnuku  Kazaxcran. ConpoBoiaurtenbHas JOKyMEHTaLMs M IeuaTHas JIMTepaTypa,
MPeAOCTABIACMbBIC [TOTEHLMAIBHBIM MOCTABUIMKOM, MOTYT OBITh COCTAB/ICHBI HA IPYTOM A3bIKE [PH YCJIOBHH, 4TO K
HUM OYIET NpUIAraThesl TOYHbIH, HOTAPHAIIBHO 3aCBHUIETE/IbCTBOBAHHBIN NIEPEBO]] COOTBETCTRYIOLIMX Pa3/e/ioB Ha
A3bIKE TEHJICPHON 3asBKH, M B 9TOM Cllyuyae, B LE/sIX MHTEpPNpeTaluH TeHAePHOH 3asBKH, NPEeMMYILECTBO OyayT
MMETb JOKYMECHTBI, COCTABJIEHHbIE Ha TIOCYJapCTBEHHOM WM pycckoM s3blke. Jlorosop cocrabisercs Ha
roCy/1IapCTBEHHOM M/HIH PYCCKOM S3BIKAX.



